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e Wadsworth, EJK, Moss, SC, Simpson, SA, and Smith, AP. Psychotropic
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Benzodiazepine tranquilizers and the risk of accidental injury. Am J Public
Health 1990; 80: 1467-1470 ( (R R REE SR IMH XD )

SMQ A THEH 5 21.0 iR 10
20184 3 H
000144



24k sMQ

e Stedman’s Medical Dictionary 27t edition, 2000 ( (454 & 2 2 ] i )
2000 55 27 KO

SMQ AT HE#I 2 21.0 ik
20184 3 A
000144



Bk sMQ

2.2 BRI HAXIE (SMQ)
(2007 4E 9 A 1Ez\fd RO

EE: RPN CIOMS TARA ST I 53X 4> SMQ FROy IR rRx#)” s Ja Kk
MR ZAEIFIR 17 (SMQ) o

221 EX
o SUEPTIR AR R A — Pl IR S5 1 5
o PR Y RE SRR BT A T G ML 8] (1 # S 2h RE 52 151
- P BT R G FECM A
- TSR FEE R ME
o IR IR - 1 R ARSI TR R SR O R
- R BRI, A BT AT I SRR AR

- RS PR ARG « PN PR DA S M MR PR P &5 AL T 1 B
A4 T RV v A I B 2R B AE

o SHEIMAEAE GO OEATEAERE, MAYERRE B IVRES SR, M
TR T AR A
o SEBRIR MAE R] BE- 2K
- PETEESASANL R, 7 E T A S R RO A By ik
- I BT SR A R T
- BRIMAE, ™ EE A SEUMNSIIKILE YRS S LAY Tk O L
VNN 1K DU AN 1 DA S UK (- I W e
o PRI I B AAE L LB b BRI PR RS T
- PRMRE RGN (PRI BCRUTE B ZE LI R ) L T
- TRXTERERRIPIRE 15 (CSA) 73 PR

o TBRIRILAE, FEAT IR E) 7 B AR B IR RE /T A . DR 47 i T g
DORIAL, BN TARESE . W58« B v /R -7 F A W

o IEHBRER MM SUARBRIR MUAE, PEAT IR Sl 3 T e (E A IR 51 A T
WRCEE A5 R ST PR o Rt ER P A2 SR CSA [ —FiRe ol o I K]
AFEOFREE . S E0n . PR, (FR-t Rt LT3
SRR Ao )

SMQ A THEH 5 21.0 iR 12
20184 3 H
000144



Bk sMQ

2.2.2 PANIHERRARUE

o ZV»])\
- TR A A B ARE, BIanfE] AR T HLT 2 T AR
AHTF AT

RO ORE, BIAR SHR R R TS R) PT AR R
e R SR OARIE, Gl SR TS 1 PT PR 14/ 1 7
TR AR ARE (. PT 274 LRI

B FRAEANREIR, @) AR ETE ) PT FFR 1K PT 40 JJE P 14
77, AR IE A BT AR B IX PN PT ATRE S = AR T4

o HFB:
- WEER—HM PT (: PT M5 IEH
AR IR ARYE (dn: PT PO2 F1 PT 414 4%)
R — MR A AT RE R 25 K B PT, . PT O 1#EE 8 PT
VL5 i 25 i
PT 4%, FON“FHIUEE &

ANFE PR A R B3 L S R AT BAEAR, B A A K I E7 5K A K I
WAL A il 7K J

NI PR RS G e S P PS /S B i -

VERL: 55 18.0 ORI MK SE R W T SR I SMQ) I AR . &
FERFIR A AT SMQ) T AT 7E MedDRA 25 10.1 Wit AT . #ERE G K%
SMQ #7E FEl PA T8 PR AR o SR A T A9 N X L8R5 i R b, ] 2 il & 7
R (SMQ)IT PT S IEAE N SUIPHR R #5(SMQ) S i 1) — £ 1) PT @55
WREAT I AR ARG KRG, BAMZIERBGZIE I, FOVERATIA Y SMQ [
RVERE R 55, ) ELIE 22 T 0 L AR R R 2 I ) DA W S AR o 7
(SMQ)FT Re/AE I KM PR G ARG FE SR B 0k . Ik, PR R (SMQ) AF )y 5
M) SMQ T LAl FONZMK, MedDRA 25 18.0 RANN T S FEIFIE H X i)
(SMQ)If] 28 TARTEBLARE . L EN, 1S 0 SIS 58 Tl R
() S IR A A ) SMQ) ) SR AR 1T 3 o

2.23 PITHERBFHAME NS R IUH

SRR AP R (SMQ) BATPRSCNT U AT, FRAHUIIHEZ I T2 1.5.2.1
Wl .

SMQ A THEH 5 21.0 iR 13
20184 3 H
000144



Hik smq
2.2.4 ZERFRAIXAE (SMQ) 5 30k

e 2006 4 1 H 12 HEL KA Merck Manual ( (ERTCEZTFAM) )
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e 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 ([E[FREITRIZEHNAT R KAR (IR
TARGYRNL: RIEE LAY 2 (BRERR) [RED

e Berardi RR and Montgomery PA. Pancreatitis. Pharmacotherapy: A
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e Greenberger NJ, Toskes PP, and Isselbacher KJ. Acute and chronic
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e 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
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e Braunwald E, Fauci A and Kasper D. Harrison’s Principles of Internal
Medicine, 15th Edition, 2001 p 341 and pp 1917-1918 ( (5 Hifh L)
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e 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
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e 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. ( (VGITINZGH R 2 (FE sz
WO A B O

e Watemberg NM et al. Central Anticholinergic Syndrome on Therapeutic
Doses of Cyproheptadine. Pediatrics. 103 (1):158-60, Jan 1999. ( {JLF}
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e CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of
Terms and Criteria for their Use,” pp 89 — 90, 1999. (CIOMS 1999 k&
AH (IS ARG RIEE AL HIARAE) 55 89 - 90 7D

e The Merck Manual, Seventeenth Edition, pp 556 — 568, 1999. ( (Ekw[s
ZFMY 1999 F5 17 BE 556 — 568 1)

e “Harrison’s Principles of Internal Medicine,” 14th edition, pp 1419 — 1426,
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e Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp
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e DeVita VT, Hellman S, Rosenberg SA.Cancer: Principles and Practice of
Oncology. 7th Edition, 2005. ( (JE: JPRg~FERISZEED) )

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995
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e Merck Manuals Online Medical Library for Health Professionals, Chronic
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e Harrison’s On-line (Harrison’s Principles of Internal Medicine, 17e), Ch.
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e K/DOQI Clinical Practice Guidelines for Chronic Kidney Disease:
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e Scott, O. Conjunctival problems. Patient UK,
http://www.patient.co.uk/showdoc/40025324/, May 2008 ( {Zh ) @)

e Conjunctival disorders. Merck Manual, 17t edition, pp 710 — 717, 1999
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International Organizations of Medical Sciences (CIOMS), 1999. Pages
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Health, National Eye Institute. December 2007.

(http://www.nei.nih.gov/health/cornealdisease/index.asp#0 (3£ [E [E 7 4=
WFFTRE 0 3 SCAUAL 56 [ [ SZHR BT 78 Fr T~ 2007 4F 12 H AT (AR L

PRI HLARTED D)

Hollander DA; Aldave AJ Drug-induced corneal complications. Curr Opin
Ophthalmol 2004 Dec;15(6):541-8. ( (Z5¥15| K I I RAE) )

Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and
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— IR i T RE R A B 2

- JETMAL. WIS RAETE S RERRASTIAE (N PT 22 2R [N
PT B2 KEIRMN GEZ LR ER")

- EREE R

R WRHEREAH R B RS, FTHEELL T SMQ: SMQ ZEER A ;
SMQ G457l %t HHILEGEER: VA SMQ BT 5T

-
18

R REYSAM A AR R 1 B I RERERS (SMQ) I — ANk XE

PT. 7E 10.1 fixrh, “VS525i R APT 29l " R H9—> LLT. £ 20.0 iR

i, PT ZWil &35 PT HZ50E N « BTN PT 25 AR S “AE4F
Sk B I RERERS (SMQ)”, FTbL, RIBTE 25 AR N A5 7 1 B M D) REfE
% (SMQ)”. WS H PR BIARE TS 2530 " E & IR ZBIRF Fr s B, REeLLT 9524
W "IN P B A

FER: RN CIOMS ARSI, N SMQ FFAF7 L Bl IR 7677 T #
TR R SMQ FEAFS1E B B IE R LAAE 7 TR T
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20184 3 H
000144



Bk sMQ

2.33.3 B S

ARFF 1 B
RAEANTh e K BLISAE
(20000137)

AEdr 1 B W
AERE M B W 2AE e 1 B 7 o Rg 2L LR T ol b
(20000138) (20000139) ﬂﬁﬁiﬁ%gggfjﬁf%fﬁ

&l 2-9. FEAFZ 1 B g RAEFI ZY BE 7 BLIEWAE (SMQ) R K454

2334 PATIER I E R R

TFEFFIRIE B KAL) GE 25 AL ZEMAE (SMQ) J&— N BAT B SCRIT U R ARG Z
ZiAk SMQ. BRIZREEFIZA, 1 SMQ FIPAT LT A BRSO LA R AE I F
JZ4u SMQ (. T28 1.5.2.1 5] O o PR N SMQ FHIARIBL Gk, M

i ] B2 SMQ-.

2.33.5 FEAFSR1E B KAERIZ) GESERFRELNT (SMQ) 75 3R

e Harrison's Principles of Internal Medicine, 16th Edition ¢ (I B Py R4
16 i)

e Medline database (Medline ¥4k /%)
e The Merck Manual ¢ (ERTEEF) D
e Dorland’s illustrated medical dictionary ( (i % I 2= 28 i) )
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2.34 BlpFil. B, HIEEHE (SMQ)
(2007 4 9 HIE{# ATRO

2.34.1 € X
o BTl

- AL BNIERE R AL BN FAL 5 i R AL

- BaFl-—BE2ES
o %@%—Ei‘%i‘%ﬁﬂ%ﬁ‘ﬂﬁﬂ%ﬂ%
o WE—REEA MBI 3 E

- DARIPRVE AR 5 Bl PE R AR 2 s
o FiRINEEESRE ., R A i

A IE IS A AR B R AR B AL CRERIGLE, ) XGRS

AL
o Nt
— AR A SR T SR A B 1
— I SREME IR UL SR R PR i pR
o Bt
—  H I — A Bl A 2
- B — M S W TE A AT A 3
o E MR-
- FHPH—PHEBEZEAT N, BHEIIRS
- Bt — BEAS B 1E N A it

2.34.2 AN IHEBR bR itE
o ZHA:
- W B W E AR LIRS
- BB ARTERALE R
— A B AT AR AL P ZE AR A RS AT BE R BT TR BB IR
- BB H AR E
- WRFEA. BEEUE SR N EHEIE VR YT LS IS A AR E

SMQ AT HE#I 2 21.0 ik
20184 3 A
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o N T —HIFARRE IR W A A SN L A RHRIEIRTT, DX
il 24 2> ] RO AR P EAT R 2R — B BOW R s, IR ARAE X 3K A O 2

BIRA B
o FEx:
- R BEWEME (OREEE) KARE
- PRI HRARIE
- WROMRBOIARTE (P A5 S &R D HEZR (SMQ) )
- B RVEDIRN ARG

TR 161 R, FEGTIL b HHLERE T HILHFG TR
(SMQARIERAN Iuf . £ 16.1 fR, PINFEFGFIL. #5. HilZ e
FFE NIRRT HRAF (SMQ)H HIARTE A F B 73 RN Bk B

ER: £ 13.0 A, N Gm 5ol w7t HsrER (SMQ) 1112 SMQ
HIE Bl MR ARTEAE N AT IR il (SMQ). B/ #Ef
(SMQ). B 57 (SMQ). B 5% (SMQ).

2.34.3 B EH

Bl Bt
4 1 B A FH
(20000103)

EBBF. . Hi
B FHAF A 1) R BLRIR T H W %8 B Wit 7 EhZEE(N B

Rl (20000105) | | (20000106) | | (20000107) | | (20000108)

(20000104)

B 2-10. 557, K. HMEHEEH (SMQ) MRS EH
o f£ CIOMS LA Misr] CEAMHATR) XfFd, K1 SMQ #1475
T B I ECRE B TF B HI R TR R (R )9 SMQ FEAFZ MR 27
A FLRSS IR IE 57677 o
o ZERHEMF L. B, MBI ARG, AR ELR S
SMQ, BAHMT XHE=R. 75, AR (SMQ) TN E .
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234 A PATIER BTN E RS R

BB Fdl. 55 2R (SMQ) & — AR SAN SR RAE 2 ik
SMQ. BREHEFIZAL, 1tk SMQ HIHAT SR T A B SCRIT SR ARE AR R 2
o SMQ (Z T4 1.5.2.1 %51 D o PR N4 SMQ FRIARES Ak, M
H_EZ sSMQ.

2.34.5 B 57 #5%. HULEHREH (SMQ) 3% R

e Reporting Adverse Drug Reactions — Definitions of terms and criteria for
their use. Council for International Organizations of Medical Sciences
(CIOMS) ; 1999 (HPrBey7 Rl H AR 2 Fi4x 1999 FERATH] (s AR Z4GY)
SN ARG E R AL FHPRAED O

e Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30" Edition
C (i = REfEE 1A 4) 2003 42 30 JfO
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2.35 GEER a4 5 MR R E(SMQ)
(2012 4= 9 H 1E Al A RO

2.35.1 X

o PR BEHERN G 4 S PE SRR & AT (SMQ) 5 #E4K 5 Brighton B E L%
A EPVERR IO AE T S e B 5 AN RSORS00 5E S, kA
PR e ML A RN, RITHESE AR,

o RAFTRIT BT A PR iR SR N 2 TR A MR R RO . SR
1

5 RAR
o EOMERMEIIIT:
- RikH
- H
- FZE
- SREPEZE
- W
- KA

ok

Btk CRIV kL BR BB AR R A

o RAEMIFFIEN:
- RRMES ABENIS
- R
- HEMZIEERIHA
- THRHE
ISS A EEIRSS

o EEVEANE: BFERKER, JFHIE SRR

o  Brighton HEZE %4> G A5 R A A (1 %249 52 SN AEFL, R T R 412
W f e 20«

- ZWiiE g0 1
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- RAREKRERR

- &5k, smEE. RN, mERMEEC BRI
- ZWiE o) 2

- ARSI L

- EEPE. SREME. FEZEVE. SRR ZE R s B R I
- CWiE o)) 3

- Bk LK

- HibheStEEs R

2.35.2 YN / HeBrbriE
L éljﬂ]\

- HHEIA 4 G A Ok AR R8T B F T 4w iS5 an S5 2F O RAE (i dn
PT fEZE 1 17 0

- HREHMWHREAEIESR SEIRARE, THESRIRANS Sz
FIRINBAARIR (Bl PT 25 B FEFE M50

- 5 Brighton #MEZ (BC) kT4 G MWK K AE 1 & X FrdE—
HARAE

o FEx:

- AREEEAXARE, KR ATREREIR, Eha S hiazhfil
(Bln PT ki D ARA1E

- AR AARE, W E KL/ ST A R E 4
(AEF1) (U0 PT WL5EZE MR F 0 2T 2726

- SEOERECORERR IS KRR ARE (G PT W 75
VEHERRARAE R IR B, BC 3 SOTHI, e 4 SRR IOR AR 10 RF
S [A)E H RO, I W R I PR ST« AR /D alEAT o H
(EEG) ¢, WighfT, MRS RBIRR 2 (EEG Lol & Ak
BURIEZ1 )y 40%)

R K SMQ ZREF 72 G 1A AN, 2 SMQ AN EH
T, Dy 5 I8 g A R A T 5B AT SOVEWs PT A e ARSI
sSMQ .

2.35.3 &
E A ASMQII S, BN REFATHE— B ARG, .
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o HAUHE A BARIE
&

o HAUHE B RARE FREREHMMPLFMIHMIARTE) & CHEARE
(1 R4 S VE IR A SR BN 22 2 K520 (AR E D

2.35.4 BREF 725 1 IR AL TE(SMQ)Z 75 3Tk

e Ko, DY. Generalized tonic-clonic seizures.
http://emedicine.medscape.com/article/1184608-overview

e 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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2.36 %L (SMQ)
(2008 4F 3 H IE= A A

2.36.1 & X
o —HUMRNIE (IOP) Tt s AHFAIE I HR & 2
o SFEUNMZ LRI B LA ET ) i Y R
o HINAST IR IE ™ HEAL B R AN K]
o WIARRK:
- MIMAREOCIR: HRAHERETE SERR 32

o MR HFACIRKBFUE IOP SR TR . BN P i R ph 45 4
IR NI S
o MMM, W FERARER IR0
- JFABE IR ARG TITIPIRE; "R B AR B /40
i
o N IHEICHRER
o JERBLIEINAMER LR BWIETE LR ORI aR B M e DL
LAY s
IEH (8K IRIEFGIR: HEIR IOP — B AN IEH i N E L4 32 5
- JLEMECIR: BFEN; WBLY. JLEMESEFEYITG

o SIFAMEFIEMREEL, Dl a FHNER
o MR FERY
o IANRIALH

- SERMFOCIR: WEEARERAANI, AR S NI
o MALBFRIH XOCBUR AL I = 55
o FZLHH I RN EHIR BONUIR
- SRRVETOGIR: BT HR A 54 i S 1IOP THis
o R HED AR AR5 7 B H AR 5
o AJT BAEXTAEFE(R IOP

o FHOLIRAIMIA
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FEH G4 100,000 #IFHGIRA GLCIA FEHRAE (Getafhk 1) o A&
SR FH 22 DA 7 it 1 HIR

FIREL S PR S A KW 1OP Ty R XUz 1 K

o ArINEEE AT IR BRI K L =
o JRRVEIT MR SR 2 T BRI 3¢ AN Bz A< st AR B
LIEH, LWEM N KRR E E 6-8 £5, HilW T LR B

R PN R T e 2 2 TR B A AR 2 sHEROR D s T il 4

A AR, POYIR P R = N n] [R5 e IR kAL 7T 34t
HEEERR P I e I N AR BEAT e B A b 42

o HAMAEIREIFIRET IR T ML A R BRAL. MAHE
B Wl X R DA R SRR

2.36.2 AN IHERR AR UE
L éljﬂ]\

HLGT HICHR KR I i oy PT

W AR T TERIEARTE

FARIFBREATE

PRSCALZARTE: NE IR B i 5 HA R 2 W RS . AR AEATE
Wy smig =R AL R LRI IRIEARTE

]S RARTE: FFAEE IR . EXRB R BIE A RARLE . REAR
WA A 25 2R

o FEx:

SRR, URHAGMERRATEARE (W PT 70 #5610 %
PT 27z - )25 k)

7 A BR E TR IR AN PR GE TR ) SOC % 8k &R TH
Y ESE W N

RVEFOCIR AR FIRIARTE (. SLARZE. HaRR. AN
P B IR A 2 B ) B A 47

K DAL ARLE COREZ)

HE: HSMQ 2N (BUIEFERA) IREHRFEHIEN SMQ 2 —. HEE
SMQ #ilE e Ia, RIEER AR, TRER ZMH 24> SMQ Bl & SMQ BT

o
SMQ A T'1HE®I% 21.0 i 106
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2.36.3 PATHEBF WM E WL RN
AL (SMQ) BAB LA™ AR ARE, FMUBES N 15 1.5.2.1 7] .

2.36.4 FEHR (SMQ) %5 3CHR
e Dorland’s Medical Dictionary ( {32 [K EIff 2= 2 3m 8 ) )

e Merck Manual, Sec.8, Ch.100, Glaucoma
http://www.merckmanuals.com/professional/index.html ( (BR7iEE 24T
W) 55100 &5 8 45 [HOLR] O

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

e Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update
7/24/2004 C (FHFHHRY O

e http://www.nlm.nih.gov/medlineplus/ency/article/001620.htm#Definition.

e e-Medicine — Glaucoma, Secondary Congenital — Article by Inci Irak, MD
last updated December 1, 2005 www.emedicine.com/oph/topic141.htm

C (R RMEFCIRD) O
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http://www.merck.com/mrkshared/mmanual/section8/chapter100/100asp
http://www.emedicinehealth.com/glaucoma_overview/article_em.htm
http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html
http://www.nlm.nih.gov/medlineplus/ency/article/001620.htm#Definition
http://www.emedicine.com/oph/topic141.htm
http://www.emedicine.com/oph/topic141.htm

Bk sMQ

2.37 BHR-EFIEAE (SMQ)

(2007 4F 9 F 1E 3 4# AR
2371 %X
o IEM-ERILEAAE (GBS) J& —Fh s A A Stk JORE 1 i B FF i Ve 2 &
5% (AIDP)

o IIRAEME W R AR BEE B S A B IRE B B e )
o Al SIS 1R DU AL RE L B R

o ELFNEYLRRE P E M R SRNVAR AT e S H U A AL RN, A HE
[RYff AL (2 AIDP) BRI (R EHRAD

o GBS #H LA NFHIL:
- UM s, G A B
ol DS R EES
- WERE (CSF) A MG Z, (BRI R4N R 2
o HAMKFALALIE:
- RRIBE G
- R K2
- AT R AR
o iR GBS fEEUI B H W RE R R, 8 H VY N 18 B o™ EUIRES

o IR FIERIFE L RIYE L EE LR K, WERE U a1t 28 e 1 i B A
it % K25 (CIDP). CIDP J8 W E AN H Wi 2Bl i KRFERE I BE /13 2k .

2.37.2 AN IHERR AR E
L] ZV»])\

- PT BHEF) il R GBS TRMEGARE (. PT K- #4574
7> VA Je GBS HIIF XARTE (A: PT &1 A5 1M G5 #0112 77 25700

- R AL ARTE (NSRS R AR R G, . PT Z D

- EHIMES LA FEEAE (. PT K80 PT YA K PT
Z7D

- MREIME NG (e PT Hag#ml e PT #AEHRR)
- FHEMRAEAGEIR (e PT RHHKLL N PT A /AEGE 7250

- SRZEENEBNRE) (AR PT ERARIIRSK SN BL A PT IR i 3 i
)
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- FF GBS LW EARIE (Wi: PT W& AV PT Wl E57
)
o FEBR:
- ERMARE
- IMERBGARE (W PT SFEMZ T
- ZIRERIIARE (n: PT 278
— (IR AR AR AT
- MR ERAE— AN ONOSE PT A M55 17 77D
- GBS AT (Wi: PT M Z572

2.37.3 8

R nJUAHSEERRIGERE . /27 Kt SMQ B, CIOMS TAEHM 17U
FhEE, (BEA—MEEREAN R BT, s P A R E
Ale AHE, WRFHAEH) UARERR SR REZG], N HEE] A B
Bho SR XTI SMQ $uAT EIEH 225 CIOMS LAE4H A
(https://www.meddra.org/standardised-meddra-queries), LA T gt SMQ Hi:H)
G, AR RRESIE.

CIOMS TARA ERME LIS —FEIE, (EARTILR ER MSSO it 1 AT &l
Jiak:

et — b B R N & LR — S bn i A AR S 41
o EMHAHINAR GREED 1 PT, B
o fEMEMDIRE T BRPIA PT HRE], =X
o [EfAIFEAMAT BIF—PT LK CHp—A PT IEHF, =k
o [EfZE/AET By CH D EE—PT HMERH, 5L

o KEMER Y M E MU HEARIE e 258), (#H5%E 2B fl
1B+1C &SRR MR LTI HdE . BV 8= i 5%k 1B + 1C +
1D, XA VHER S B R “TH,

F e LR
o A (B JuH)
- PT BHERIEIEBER R EZHE . PT BB Hm Mt Z K745 5%. PT
M- EFNZE AN S PT 2K - #7254 1F, X4 PT 0% GBS Ll GBS
[1)F- 27

e B (30
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—  MRHE 2 A AR 2 S LA B E I, AT SRS AR- R 2R A
AE N FLAS Foh 241 vp AR 5 LR AERTRER (e A 28D o Al E Bk
B A AR 2R . KR ZBORIEY MR S At iR DL A AR
I o
e Ck (J7O
— RIS, FEANC E RS AR R ZE AR S FLAR R Z 5] A i L AARTE L AE
PRAZ W S L6 == 40 Y
e DK (JTO
- RIS, BAE WAL AERAS WS Ie SA A BLURR IL T
TR 2 RS AR - RN S5 A E R AR ARAE . SEARAIZ Wi i SR8 = A A

237 APSTHERBHAE R R A

FEH-CIFYZ5 G 1E (SMQ) EA B SCR SR ARE, HEAUEMIES L T2 1.5.2.1
.

2.37.5 - BRI E1E (SMQ) 7% 3CHR

e Textbook of Clinical Neurology, 2" Edition, pp1085-1089, 2003 ( (Il A&
29 S 4) 2003 45 2 kit 1085-1089 7))

e Cecil Textbook of Medicine, 22" Edition, pp 2379-2381, 2004 ( (# KN
Bl) 2004 H55 22 RS 2379-2381 1)

e Harrison’s Internal Medicine, 16t Edition, pp 2513-2518, 2005 ( (M5 B i
MEE) 5 16 iR 2513-2518 1)

e 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 ( {Ferri Ilfi PR
. PUEZWIARIGST) 5 26 RO

e Cha-Kim A. Guillain-Barré syndrome. eMedicine. Available at
http://www.emedicine.com/pmr/topic48.htm. Accessed May 22, 2006.
C (HEAR-ERZEEAED D

e Aarli JA. Role of Cytokines in Neurologic Disorders. Current Medicinal
Chemistry.2003; 10:1931-1937. ( (AR IGIT LR ITER) O

e Stedman's Medical Dictionary. 26th edition. Williams & Wilkins. Baltimore,
MD; 1995. ( (Hrfpfl & B i) H)
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2.38 &I 4HMIRAIE (SMQ)
(2005 4 11 H EA8 R RO

2.38.1 ¥ X
o HRHEDR S IR AR AL ARG P 8 T e T 3 5 SORIAr SRAN T IR 2
S SMQ Ak A

- RSy REAT X I3 AR AR AR A 0 iE
- EATELE K E AR T R P A

o CIOMS X} FAERAGEL M. FIAME Z0E . B REFIH] . R4 E . B4
Pk ZDRE R PR 4 B k2 AR 4 I 200 k2D RE 20 ARAE e SORIE A i
{ERAN AT BE ™ K5 SRR X £ 78 X
— IXl g SRR MLk S R AR AE RRE TR
- HUERREMBRRA N, BERT SMQ TR, WA ME
- Ak, IXEE AFEAR PSS E A A EE TR, X LAE MedDRA R

TE IR I
2.38.2 YN IHEBR britE

o ZHAN:
- (RN MDD R S RS
— BB I P I 2 AR AE RS
— B BB AR A A R
- BRI WIRE

- HAEIUAREPINT SRR (DU ARIEHT A LA 2 LA E B A 3R A5k
RIa A2 BEAR R )

- FERHEOREPNT AR
o FEx:
- I PRARAEATEE IR

- EWEBESE BT AR SRR TR (BRSBTS M
REAT ¥

- SEEBEYER (ARSI BN

- PORWMVETTL . HUAAHICIEST ML SRERIEDT M L e B 44t Bt 3T iy
ENE

- R ER ZRE BHUAE — > SMQ

>F
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— B BRANE A% AR F R E A A -

al

ER: A5 Wi, PT M8 FRFICK PT 208 157 %, YICAERI %
PGB AT BV 25E DR R ik b, 348N & il 21 2 i P JE( SMQ) I
PT |7 S ZRE . R, REXEARE I ER s &), HEHRE 5T
ORI I 2T PR R R AR A K

ER: 2 14.0 b, G SN 2280 AP IE(SMQ) B =¥
SMQ Hr, DU iz £ SMQ s 7 7= A I 240 A s 1 A I i 4 ek 51 % Fr)
Wio ¥ SMQ W24 FR 207 — 7 LL_L ML ZHE #1175 066 /0 e 1 2 i Foet AT e
Iz :

J& SMQ &R MedDRA v14.0 H/j%1 SMQ £
R e A R L A i A
IR P
LA I S IETE I A
7 M1 ZR D IE T I 10 B
MR T LD BRI A

£ 2-4.58 14.0 [ IE M40 MR (SMQ) T BT SMQ ZFRIETT

sMQ A
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2.38.3 B L

12 10 20 B el o
(20000027)

A — > 9 3
R RCL RN | | o om g b | | i e | | MRR D

i 1048 i /0
J‘fgbﬁg%éiggﬂ? (20000029) (20000030) (20000031)

& 2-11. & M A AE (SMQ) K1 ERGEH

2.38.4 PATHER B A B WL R

IR IE (SMQ) F— A BA B AT X BRARIERE S SMQ. BEH

gERIZ AN, b SMQ AT RN T AR U X RARIERAEZE 4L SMQ (31
[5%61.5.21 7] ) . " T SMQ FIARIES Ak, MR L9 SMQ.

2.38.5 B M LM IE (SMQ) 575 CHR

e CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of
Terms and Criteria for their Use” (CIOMS &Af) (RENRAY M : K
B E R AT FHPRAED O
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2.39 MBI IFRNFEHIK . BHNEHRETSE (SMQ)

(2008 4 3 H =AML RO
2.39.1 X
o EXIVFZ LW O IR 25 TS A K i
® HLIE:

- BEENAIK R PR RE 3R R
- SRJJIMEY KRS TE P W R (51 B I E B
- AESAREBT % 25 (NSAID) Hii'E 5i F1I AR 25 5 K
- Al 5 AN AR DS 2 -
o DML ZY
o MERE
o K[ EE
o COX-2 5]
o JKIHIEX:
—  TEZH AN 2 23 R A AR AE e R TR A
- EEAR R T AL T 5 W R AR

- WLGEREE Cl g kel 28 P2, B Mg @& iR s g0
AT DU A B R CH T 0 o B B0 T 20

- AIRAE AL HARARE RS (KBRS0 BRI
L PN NS et N

[ SCAR] s AR K

o BHIEN:

PRI 8 BB R Y, E ANl AR Bl A

HI AU 232 51

2.39.2 N IHEBR bR tE
o ZHAN:
- XA, Q8BRS AT RIARE (. PT 1840
- JITEACEK B ARIE (e PT MK b 72)
- RS EREARRE (1. PT T2
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- WREE MG ARKM NS HARTE (1. PT 38 AL D
o FFEx:
- WRTARBIESOKMAIARE, W PT FARJEKM

o Wbk WRGHIILERIKM (0. PT FEA/FHEHNTE
%)

- BT RAANKREGA RIRAKIATE (A PT AR5 KD
- RIRESHIKR S BARANE AR TE

- PT K EBERR 2R PT s fi i

- PT SMA#E KR

o LLT it ] MedDRA 9.1 i L HH1 5 PT S sery
S, T AN A IKODRE A A S 2R AR, B
B

- ERERERI, DA R S T R B

— BUH SMQ UK B S R, IR A R A

i

o PT itk PT FE/KM. PT LEKM. PT EKM. PT &
PRoKMr . PT KM, PT SERAKM . PT Mok, PT MRS K
iy PT &Kk, PT koK. PT A5E 28K, PT B, PT |
WK PT MRHEE F AR, PT WK, PT FAZEKM. PT &K
B PT S AKM. PT FHIEKM. PT ZNHARM . PT iRk
PT I AK. PT HRAK. PT A K. PT kMK, PT BI=
MK PT BIZEMAK . PT S MAK. PT mHiFM K L& PT It .

2.39.3 PATIERF TN E R L R

MIRE) ) FZ L -FFHIKN . 2R Z (SMQ) I BA B AR AAE
g, PR SR RAENLEIRAE .. FEHRES I 155 1.6.2.1 %] .

2.39.4 1B 1AL R BHIK R BHAERES (SMQ) %30

e Schroth, BE. Evaluation and management of peripheral edema. J Amer
Acad Phys Assist ,www.jaapa.com/ ( {FMEK MR S4F) )
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e Harrison’s Principles of Internal Medicine 16th ed, ( (/& B A RFE) 5
16 15) Mc Graw Hill, 2005, pp 1808-1880
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e 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. ( (Z#iGi7: —
Tl AR R OTVA S ki) 2002 455 1335-1358 iz (BESKIFD D

e Powers AC. Diabetes mellitus. Harrison’s Principles of Internal Medicine
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Fraenkel PG, Rutkove SB, Matheson JK et al. Induction of myasthenia
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Costa J. Corticotrophins and corticosteroids. Meyler’'s Side Effects of
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Heck AM, Yanovski LA, and Calis KA. Pituitary gland disorders.
Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT,
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Currier J. Management of metabolic complications of therapy. AIDS
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Fantry LE. Protease inhibitor-associated diabetes mellitus: a potential
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Henderson DC. Atypical antipsychotic-induced diabetes mellitus. CNS
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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
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Melkersson K and Dahl M-L. Adverse metabolic effects associated with
atypical antipsychotics: literature review and clinical implications. Drugs
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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 ( (HiF|
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Joy MS and Hladik GA. Disorders of sodium, water, calcium, and
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Approach (5th Ed). DiPiro JT, Talbert RL, and Yee GC et al (Eds).
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Singer GG and Brenner BM. Fluid and electrolyte disturbances.
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e 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
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e Cody CL, Baraff LJ, Cherry JD, Marcy SM, Manclark CR. Nature and
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e Daptacel® [package insert]. Toronto, Ontario, Canada: Sanofi Pasteur
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Creation of a better medication safety culture in Europe: Building up safe
medication practices Expert Group on Safe Medication Practices (2006).
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Guideline on good pharmacovigilance practices (GVP). Module VI —
Management and reporting of adverse reactions to medicinal products.
C (ZGPPEMATE (GVP)IRFE) 26 VI B0 - & BUIHR & 245 i A R
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Center for Drug Evaluation and Research (CDER), the Division of
Medication Error Prevention and Analysis (DMEPA):
http://www.fda.gov/drugs/drugsafety/medicationerrors/ (JH 244815 Fip)i 1143
HriEf (DMEPA) 24 i PPl At 5 410 (CDER))

Guidance for Industry. Safety Considerations for Product Design to
Minimize Medication Errors. U.S. Department of Health and Human
Services Food and Drug Administration Center for Drug Evaluation and
Research December 2012 Drug Safety. ( (R & [FM%H 25355 )7 ) 7~
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European Medicine Agency: Medication errors.
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special topics/gener
al/general content 000570.jsp ( {HZREITHEHD )

Health Canada's role in the Management and Prevention of Harmful
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e Besa, EC, Woermann, UJ, Krishnan, K. Myelodysplastic syndrome.
eMedicine, 10 October 2011;
http://emedicine.medscape.com/article/207347-overview (2011 £ 10 H
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e Tefferi, A and Vardiman, JW. Myelodysplastic syndromes. N Engl J Med
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e Levenson JL. Neuroleptic malignant syndrome. Amer J Psychiatry 1985;
142 (10):1137-1145. C (PUREHImR 2B L5 1E) )

e Caroff SN and Mann SC. Neuroleptic malignant syndrome. Medical
Clinics of North America 1993; 77 (1):185-202. ( Tkt 265 % 42 &
kY O

¢ Neuroleptic malignant syndrome. Diagnostic and Statistical Manual of
Mental Disorders (41" Ed). American Psychiatric Association:
Washington DC, 1994, pg. 739-742. ( (KR 2 5 Sit-F M5y
i) 1994 55 739-742 JiZ (FUkGHm 25 EZREE) D

e Velamoor VR. Neuroleptic malignant syndrome: recognition, prevention
and management. Drug Safety 1998; 19 (1):73-82. ( (Puk 17 25 % 1t £
HAE: RB. Biva AL E) O

¢ 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. ([EFrEEIT Rl 2AH AR 2>

SMQ AT 14515 21.0 hiw 183
201843 H
000144



Bk sMQ

KA (A RV RiEE RS bRME) 1999 5 31-32 1T
Z (PUREHRIR 25 BIELE A D) D

Simpson GM, Pi EH, and Sramek JJ. Neuroleptic and antipsychotic
drugs. Meyler’s Side Effects of Drugs (14" Ed). Dukes MNG and
Aronson JK (Eds). Elsevier: New York, 2000, pg. 139-163. ( (1 [XZ5¥)
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Crismon ML and Dorson PG. Schizophrenia. Pharmacotherapy: A
Pathophysiologic Approach (5% Ed). DiPiro JT, Talbert RL, Yee GC et al
(Eds). McGraw-Hill: New York, 2002, pg. 1219-1242. ( (Z¥iGIr: —
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Hasan S and Buckley P. Novel antipsychotics and the neuroleptic
malignant syndrome: a review and critique. Amer J Psychiatry 1998;

155 (8):1113-1116. ¢ CHrAURGAI M 25 MPUF #1R 25 E LR S IR D) D

Caroff SN, Mann SC, and Campbell EC. Atypical antipsychotics and
neuroleptic malignant syndrome. Psychiatric Annals 2000; 30 (5):314-
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Ananth J, Parameswaran S, and Gunatilake S et al. Neurolepetic
malignant syndrome and atypical antipsychotic drugs. J Clin Psychiatry
2004; 65 (4):464-470. C (PURGHR 25 L3S AE AN AR S ADRS M0 245) O
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e Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical
Dictionary, 30" edition, dated 2003. Saunders, Philadelphia ( (i&>% K]
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e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy.
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e Kasper D, Braunwald E, Fauci A, et al. Harrison’s Principles of Internal
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e Jain K. Drug induced neurological disorders. 2001; 2"? edition: p. 23.
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o AT e XU 7 Bt )
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e Nettis E, Calogiuri E, Colanardi M, et al. Drug-induced aseptic meningitis.
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C CYIFHR TR ERIR ) O

SMQ AT 14515 21.0 hiw 194
201843 H
000144



Bk sMQ

2.69 BRRH (SMQ)

(2010 & 9 A 1IExMd R
2.69.1 EX
o =KFEEER
— YL A RN 2

- MR CRGEIRES D

— MRS PR AN AR HE J
o REZHIIATY
HRIEAEIR 0™ FLAG DU R] BE 45 R IFESE
S AR E Y i DA BRI
JRUERBGRTT a5 R RETe R AL
I S TR B BB R TR IR A % 1R XS 2 1
o RN BRI RIAT B AEIE BRI

2.69.2 AN / HeBRArHE
[ ] ?V‘]]\

- SHREG E AN RO T LRR I A RTE (BN, PT AMHEE 5
HHRA A — I8 NP RE . AR IRMEATHE B IR AR IR S5
MRHE. BEE. HERHZ . M. JURSNZ . SIRE . AR R 5 e 2

o AT ISR AR, (AL RIS (i, PT AT
%) —iBE R UK

o FEx:
- G T ARG R A B IR ERRRE RS (Bildn, B SRERE. %
ip

- @M TSR A A ) LR B9 AE IO A
- EHTARRARIREAER RS (B, PT ARz855)

o ZSMQ Y, A RGERIE (Blin PT Z7/RA4. ATIRA . WK &
2 W) SHERARIEAR (HIFFRZ) ST EEE. A, HRARIELE
A e e A 2 AT

SMQ AT 14515 21.0 hiw 195
201843 H
000144



Bk sMQ

2.69.3

2.69.4

PATER B HE R
AR/EZe (SMQ) A~ XHEE L ZREARE . FEMULAIESILEE 1.5.2.1 75,

IRERZ (SMQ) %30

Donahue SP, Khoury JM, and Kowalski RP. Common ocular infections. A
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Osteonecrosis. Merck Manual Home Edition.
http://www.merck.com/mmhe/sec05/ch064/ch064a.html CEILHE. FEZE K AT
Merck Manual Home Edition ( (ERTCES~TFMFKEER) D )

Levine, M., Rajadhyaksha, A., and Mont, M. Osteonecrosis, hip.
eMedicine,http://www.emedicine.com/orthoped/TOPIC430.HTM (¥f eMedicine
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Tofferi, J. and Gilliland, W. Avascular necrosis.
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Purcell, PM and Boyd, IW. Biphosphonates and osteonecrosis of the jaw. Med J
Australia 2005; 182(8): 417 — 418 ( (XUHIRE: 5 FAE B RIE) )

Grbic, JT et al. Incidence of Osteonecrosis of the Jaw in Women With
Postmenopausal Osteoporosis in the Health Outcomes and Reduced Incidence
With Zoledronic Acid Once Yearly Pivotal Fracture Trial. J Am Dent Assoc
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e Ruggiero, SL and Mehrotra, B. Biphosponate-related osteonecrosis of the jaw:
diagnosis, prevention, and management. Annu. Rev. Med 2009; 60: 85-96
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o Cimatti L, Borderi M, Gibellini D, Re MC. Bone alterations during HIV infection.
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BRSO

o European Group on Tumour Markers (EGTM).http://www.egtm.eu/ (BRI R bR
EMHL (EGTM) Muk)

SMQ AT 36 % 21.0 I 211
201843 H
000144



EA& SMQs

2.76 RAEATARECER (SMQ)
(2009 4 9 H IEAM RO

2.76.1 E X
o fRiG:
— B ORI IR R (g R
- B A RS BRI
I HE: 435 14
- RJE NIRRT
— NG N 4 e
- MREIMWIL CHH CN VI #& 30 T HE IR
- LHREGHIENL (B CN VI £ 3CED) F1 Maller LA #E
- HEBGMIREEALZ 4G, N L TFIRE
o HEE S IR 1) IR Gt ifiL BIER G B 280 IR HIE 25 44 5
— MRG0 R AR IR VE v 1 i 2
o HRES KK
o Kt IRIERAR N
o Zeiss BTG IRA Moll 473 h I 7E I HG: 321 25 1) At T o
552 M IR B 4D 1) 00 4 -

i
- RIEAEG

- SRR Chne HEANRD
RZ BRI AL ST, EAGE RN (R AR
M2 CHRESG RE) MIRMER IRIGA 3, LWEBAHHLY)

2.76.2 INIHEBR brfE
o ZIN:
- IREHEIE SR ARE (n: PT B84
- BEEARE
- MRHEARE
o FERR:

SMQ AT 36 % 21.0 I 212
201843 H
000144



EA& SMQs

— MR MG/ MR HE 93 A0 At HR A0 220 A ARl ATE R

- AT RS IR IS AT HR HE AL R DL B e (e MRR R MAARAE D, BRARIX A
AP —MERIRIEER IR E (e {PT MREZEFWANE SMQ)

- HRIGATHR RSN K QO R B 5 FEA R ER B AR (n: PT ZAEIE 7R PT #&

PR A

- SERMARE . PT SEX MR B

- AR

- 5 CN I ZUA CN VI BUFIRHIARIE, BAR AT R IRI iz sz, (B
A5k SMQ Tok

- SIRIATIRAES 05 A R AR TE

R L LLT ZUW RIS ARIERA AL SMQ KIARTESIZE Y, BFOVHA PT ZHHITE
FIRT™ A SMQ A P AT Re BB FIX L LLT JEfe by 7 ARMAAL SMQ RiEH 1
KEILASN, fE b T BRI N IX ARG P B X2 LLT & LA RIRIZAE R
il A IR LU IR ZEIE. IR CFIENE. IRRELHS IR
S 1] — BREZ AT 2 VA S HRA P e T HE »

2.76.3 PATHERF AR E WS RN

IRAEFIRAZ SN (SMQTUEA PR SR Z A . KL, R SRR IR A 45 FAHF
FEAIIES I T35 1.6.2.1 %] .
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e Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,
definition of terms and criteria for their use. Council for International
Organizations of Medical Sciences (CIOMS), 1999 p 32 ([HPrEI7 Rl H R
SRAE CREARGYIRN: ARG E R HAMAHRE) O

SMQ AT 36 % 21.0 I 214
201843 H
000144



EA& SMQs

2.78.1

2.78.2

2.78 MR R FAE)LEH(SMQ)
(2011 4 3 HIEAAE RO

7 X
il € SMQ YR Sopr AL ) LR N T -

- RERYIN SMQ A REEIRER / B REAE CRAEE A LD
o WU SMQTERIENRE EHTE, FEU™A 44 1)

- (EH SRR AR AR LA SR B H AR R — 5

A E ORI AT R B R A E Tk SMQ T —

SMQ

TR AR AR B> T

CIOMS SMQ TAEHHINZ7% | EMA 1] Guideline on the Exposure to Medicinal
Products during Pregnancy: Need for Post-Authorisation Data {£ NARE N 2 K6

[E2]
FEFRTE T, WRURES Bk e N
- EiAFS, IEW
- EiAPS, R
o Wi BH. I
o /MNPEREIL/ BNAKIES
o WA JLEMEELREIE
o M
0 JHA
- Jiakt
o sfr
O \])ﬁﬁ
o Ml
- MRURZL

It SMQ & B AEm FLIAI SCBR  (ThREVERI SR T4 JLid i BEL i)

PNIHERR IR

AN

- SMQ 4EGR S AR L F A A AN A AR HE -
o RTUMEYRIFSAEREE R ALE

SMQ AT HE#I 2 21.0 ik
20184 3 A

000144

215



EA& SMQs

R AL LRI AR AE R AR

R IEHIEIRAN A R AR T

K™ CNIAER) MIERRKIARE

KRG A

KT AT (DIRePEM ST E AL Ll B ALl AR
KB LRI AR

R SFERMEAR LB AR R R AR T

KT SMQ A FIE A S NEL N

©)

SOC & Hf & IC A M S FEAE S NPT PT

SMQ BRI K 73 6 I R AEA RS R 2R CHERRR ™ FIBENRD

©)

©)

@)

KEFREM IR 2 BEARTE
KT AHRE A IR

KPR AR

KT RAEIRAIARE
KR A AR TR
RTMEYR 57 ko i1 B AR

R AL YR AT P AP E [ ARV
KT8 A IARTE

KT SMQ MFFLIIAROC 8 (3 A LB BEL i) (RN T SMQ
T AR FLIAZR AT SMQ A ) L i BEFL 42 i)

©)

O

@)

@)

R PRZAIRT 77 A (R s 2L A A A P AR

R FLIIAH O AL 55 AL R ACRE O ARTE - (Cln PT 7 Jim LR 28D

R8I BEL AR 25 YA B R TR
R IRFRFRAG AR

- KT SMQ /LA

©)

KB DAE 1) 4 B AR VS

- KT SMQ # 4 HH

SMQ AT 14515 21.0 hiw

201843 H
000144

216



EA& SMQs

o RTWEJUAE I & HEARTE

o RTAEFAEIVEIE / R)7 e RIESIR KRR 48 PT (41 PT RGN

K 73D

- KT SMQ UEGRZ LA KU
KT BIRMN LR ASSERR AT
R W FIEIR S AL T RIE AR T
R SRS A A 2 R T
R AU AR AR TS

o HI HLGT it~ MAEAR IR 47 PT 415k
- KT SMQ IEH ERIRBLANSSE R

o KT SMQ IEHMEPRRDAMEIRHIARE, W% SOC H M AR TE
KEROMA AR

o RTKAELREYMZIIARE
HEBR
- SMQ 4EgR S AL LA A A R ER AR HE -

o MERIEEARE

o KT NMPEDIRERS IR GXLEME IR BUBAE M I 1 2% SMQ
F1)

O

O

O

O

O

o KRTRBLRMIIARE CREEGHRBUSE BRI ITH 1 2% SMQ 1)

o PT SIBMIAETELIGT— KAl fE5 Z5AHK

- KT SMQ F LA SN N
o Mg SOC F It A 1S L 1% AT A FARVE

- KT SMQUEYR. Mir™ Lo Wt AOE AR R 2 CHEBR ™ ASERR D
o KTUMIEARIARTE

- KT SMQEFLHIAA S F CEfEH A LEE B M (BREFTER T SMQ

Dy PEuH 7L A1 SMQ BT A J Ll BEFL R A
o  RTARMEYR IR AR FLIDRE ARTE  (ln PT FLiED
- KT SMQ if )L

SMQ AT HE#I 2 21.0 ik
20184 3 A

000144

217



EA& SMQs

o KRTHMFEEKARE (i PTIJLTERIE Mt (n PT ig) LA EAT
JE)
o KTHE )L KRS K 2= AR 1E
- XTF SMQ HrE L
o RTKEBBEHRMIAE GRVUENRIFFH] SMQ)
o JeRMEARE
o PTizimfpiEHZEL:A%E (LLT Meconium ileus equivalent syndrome (J&1&
FPH JE S 3 A ) iE4%3)] PT Distal intestinal obstruction syndrome (it
Ui B PR ZE LR GRE) o SR, PT X1~ 2 SR 21 4EAE FRAT (] A5 % 1) 8
CiySE=3liD)
- KT SMQ GEPRZ (b AR ™ RS
o RHUIABAFIE W AL R K AE
- KT SMQ IEF IERIRGLAIEE R
o KT LIAEUR R AH ISR AE AR 1

TER: 1R 14.0 fP, SRR SOBE ) L AU B I U e RAEgREE R / Bt (R
AL (SMQ)HI—FH SMQ. Kk, ANRUEEGREER / ARt CRFEHE L)
(SMQ) L A TERUIRES -

TER: £ 14.0 R, FAEAMSEIEZEHEAR(SMQ)Z T A El PT S XL
AR o

TER: PUONHIA LR (SMQ)HEER e RVEARIE, Br2E LU (SMQ) R HI - B 2% 18 15 2 1] 1)
W A FICAK S A A(SMQ) & 5T TPk

SMQ AT 14515 21.0 hiw 218
201843 H
000144



EA& SMQs

2.78.3 RSN

SR BT L
(20000185)

YR, G- F 2 I R IE

MAELAR K (] R

oo MRS @EFEL || aMELER | | e || MEAE R
(20000077 (REER RFE) B B EAL (20000190) 20000191 (20000192) 20000193
( ) (20000186) (20000187) ( ) ( )
\
\ |
i i L2 BANRE
RETE PR (20000189)
(20000188)

& 2-19. FIRRF 4L/ ZF(SMQ)HI B H L5

2.78.4 W 4R K FTE )L E B (SMQ)S % CHik

e Guideline on the Exposure to Medicinal Products during Pregnancy: Need for
Post-Authorisation Data. 1£%(, 2005 4 11 H 14 H, EMEA/CHMP/313666/2005

SMQ AT 14515 21.0 hiw

201843 H
000144

219




EA& SMQs

2.79 BABAHHA (SMQ)
(2007 4F 3 A IEAME RO

2.79.1 & X
o CRARHTBINHT: MBS LHEA I 7R A AT B R AE 22 AT H 3 A

- WRRIYE U EUMR ATEOR . IR . b R AR AR R )
- ATREBCA AR A A R
- ATREARAE AN LA (0 R AL
- A ERERE
- HIBRIEEBIIR
- MRERTEIR AR RS, A TE AR B

2.79.2 PINIHEBR bR e
o ZIN:
- ARSURURIE, W LLT M B AR, EEEBCREKEARPT T
HLT AR 557 5 47 a iR R T A RiE
HLT AR5 150 (LR EEAR) R T E RiE
— HLT ZHmEaiZE (1H 425 TR ARG
HLT B Gk 75 R W) GER w1 8 R

SOC A4 2N SOC A Ff ALK /7 #E1FH8 R Aa Ty A A2 AR
B GEZ R

o FEx:

O SO B AT, e ARG
SO 10 SR 25 5 A PR el R A 22

AP LA U PR O A LA AR 26 1R

KT SHEREGRIRIE (0, PT 5700 BE AR,
FLIAT A4 2 LRI

PR T R R RIR A E BRI AL . IR SMQ BRI
5 SMQ YRR, B EHRICTMET, 1/ T7T5% SMQ BHE M 01T 5
R

R T AU, 2N FIMLITININ (SMQYELE AR IO A
C: PT REFED 39T R SRR T % : 4K E LA (SMQ). 1
HEBAAIN (SMQ), B IEAATIFASMQ) LKA A 25 (SMOYHI XA

SMQ AT 14515 21.0 hiw 220
201843 H
000144



EA& SMQs

AREB, WRETER T SMQ 5 &BLEFIHN £GP IR B 5N (SMQ)4S
FERAE . R RERR ER ] B 22
TEE: SMQBARTAOmIEEBARREAR L, T %0t A SMQ Rl HERRC
T R RS PR R AR,

o CEMEIMYRRIEBALMIAYE (A0 PT FEH W55 550

o AEWTTAMA (i PT BAK/H /)

o BERPIOMETENRALMEAE, BEOOGNEIR RS (Ui PT 21555010 %, PT it

125 4

— LA ZURT RE T L A AL T MedDRA 2 i AR TE Rk o MU IR 32 CnAE 254 g 5240
O o SERIXANTREE E SR T L AUE R B A R G BUEAER T . a0, AR R PG
FPREAT R, I NS R R 2 I S A, DASRIRGG T FIOE R RS (n PT JEAL#
AL PT WIRRE) o BN Gl sl PR R RS R R BEAT E A R, 7 2O ARG
MedDRA ARIEFATAFAHA 2 KA E, R T BB TERARTE . 43S AHCRAR
1 DA S BL B3 T B2 SORE PR e AR

2.79.3 B L

A
(20000085)
AR
MAKEAN | | BB | | EREA | | miosedy | | SRR
e P P i folee
(20000086) (20000087) (20000088) (20000089) (20000169)

B 2-20. A SEBZHIHHT (SMQ)KIE R L

ER: £ 14.0 b, B oRSMQ)EE R, JeRI ORI I RARE. ZHit
SMQ KBk SCRIT LR AR B BIEEN -

TR [FREAE 14.0 hivd, SMQ #2717 AT SMQ HHZ14E 130 4> PT 2LH H 415
MR CIOMS SMQ AR f s BB SOy AE AT -

- ERREOMS (0 PT Fald i A s KA ARR E R P RS (I PT 4.4
AILJER) AR AT RERS 2R AR R AT R A5

SMQ AT 36 % 21.0 I 221
201843 H
000144



EA& SMQs

- G, —SRIERREAR, SCEREIER (I PT M1 A A 240 1
w0 BOFARRIEREARHT (U PT gz 1475 15D

- KBEERMARE (W PT 2550 SOREEIAT, B2 % SMQ i@ H HERR 1
RS BRI, 1T SR Ay XU A 2 o8l iR RV N SMQ AT
EIETEeh L

PR {E 120 KB, ORI B, W BRI, 2RI
(SMQ)EINS: 2 S, DL 55 BEAFI4HT (SMQ) I, LRI T CA T 2 2
SMQ [t PT. 5HL% 2 547 SMQ (l: MK 45305575 (SMQ)) I, 7%
. IR (SMQ)ARE— ML SMQ . & g5 L2
SMQ R (SMQR & i
o I SMQ SIS T LB B AL

- ARG (SMQ)

- BB (SMQ)

- BN (SMQ)

- MG (SMQ)

ANEF UL EVYAH SMQ HIARE B FRIWCSR AT B G AN 2G5 Pl B 5 7 ey
(SMQ)F.

o MR BUEILIX 7y LR JLIUE AIAS A 2R -
- LA G BRT RE R R OB PR
- SRR (TREAR D

2.79.4 PUTH R BN E S R IUH

BRI (SMQ) & — N EHA SMQ, H RABSURE . B, BROGEZRMT X
IR RIS R . VRANERS T2 1.6.2.1 75,

2.79.5 P BT R (SMQ) S5 CHR
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e DeVita VT, Hellman S, Rosenberg SA.Cancer: Principles and Practice of
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2.81.4 ZH/R(SMQ)S % 3CHR

Harrison’s Principles of Internal Medicine: Chapter 44. Azotemia and Urinary
Abnormalities (M BELIb N RI2EY 2 44 T FTUMUE X SRR IR RS ERG . )

Merck Manual for Health Care Professionals: Proteinuria ( (ER77E% AN RFMY 2
[EHK]D D

Merck Manual for Health Care Professionals: Overview of Nephrotic Syndrome
((BmEHSANRFM) 2 ['EREGEEMEMR] . O

Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 1. Approach to
the Patient with Renal Disease ( (IR IZWI 5in97) 2 ['BEY skl 56 1
B0 A B IR e e E T . D
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2.82.4 RIEHL R (SMQ) 2% 3CHR

e Merck Manual of Diagnosis and Therapy, 1999. 17t Edition. ( (ER3wi2J7 Fit)
1999 3 17 [

e Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett,
2M edition. (RGP I SR RIS ) 56 2 J5O
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2.83.4 SR ARG R E (SMQ) S5 CHR

e Dorland’s lllustrated Medical Dictionary, 29t Edition, WB Saunders 2004 ( (i&
2 REMEEE 18] 8) 2004 4258 29 Fi)
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e American Psychiatric Association: Diagnostic and Statistical Manual of Mental
Disorders, Fourth Edition. Washington, DC, 1994 (& E& 5 -2 K AT Ok
B WS g T AR O
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2.84.4 ik E MLE (SMQ) 2% 3CHR

e Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the
American College of Cardiology Vol. 54, No. 1, Suppl S. ( (flizhhkeE & 112 WAl
P O
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e Updated Clinical Classification of Pulmonary Hypertension. Journal of the
American College of Cardiology Vol. 54, No. 1, Suppl S.  (Jilizh bk & i (1) 58

AR D

e Guidelines for the diagnosis and treatment of pulmonary hypertension. European
Heart Journal (2009) 30, 2493-2537. ( (Jilizh k& i & S Wi AvG I 7 8/ ) D

e Assessment of right ventricular volumes and ejection fraction by
echocardiography: from geometric approximations to realistic shapes. Ellen
Ostenfeld and Frank A Flachskampf ( G 0ol B 19 47 O 25 55 1 B AT 5 1 2 £ 0T
e WJUMERUARISERRTEAR . ) D

e Department of Clinical Physiology, Ska°nes Universitetssjukhus, Lund University,
22185 Lund, Sweden.
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2.85.4 F I E R (SMQ) 2% 3CHR

e 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 ( (B IfL & M55 12 W A S BRI R B 72 ) )

e 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 ( ('Bzhfikpezs S1gtEsh 'S FATH FAHZHT) O

e Kintzel PE. Anticancer drug-induced kidney disorders. Drug Saf 2001
Jan;24(1):19-38 ( (PUBZWIFEKIER) D

e Nally JV. Acute renal failure in hospitalized patients. Cleveland Clinic J Med
2002; 69: 569-574 ( (AMEE M EMELE) )

e Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk
factors. Postgraduate Medicine1996;100: 1-15 ( (iFHBEZIE) 1996 F5
100: 1-15 1 (ZyMECEHi0 — B REEFNKE KD D

SMQ AT 14515 21.0 hiw 238
201843 H
000144



EA& SMQs

2.86 MRFEYE (SMQ)
(2015 4 3 H IEA RO

2.86.1 & X

o PPN — PG A AR A RS T RE SR B AL IR BRINRE R AR, SRR IR T g
oA Ly, S SEUMASRE L TAF.

o HPIRHEAHFE A (Al ge R BRI -
- HEALE AR
- CEMIERA L GEAFERS ST A MRS S BT

o W IMBMEEAR:
— T A AE A H SV Al SR AL
- R AN R 25 Wi R
- SUEMIRMLATARIEE (. MARERIEEEAE FOENLIC AT EEAT B

i)

o JARURAENIAEIR:
- PR PN X
- MREGA
- IR A B
- OEhdE
- KIT
- R
- EIRSE
- A#ATIRYY, RESIERH. MPRFIERURSETS

- ME B ULIm AR
- ERKIR
- JhER X 2

b /ﬁﬁ@ﬁ%
- HBEREEART
- BN
-
- BB

SMQ AT 14515 21.0 hiw 239
201843 H
000144



EA& SMQs

2.86.2 ZA N /HERR AR E
L] ZV»])\

FORIEIR SRR L RIATE, RN LIRS AR

- SRR AT R ARIEAIEIRAR TS, W0 PT (AR BIREIR VL. PT &1 5% M1
R 3 v ) S AP R, 0 PT S AR REIR . PT BRI e
- B RIPIREER RIS RIS, W1 PT FFa =08 I RIES
R WP 3 S ) SR 08 S RVE 0 P i ik I AU AT e
- MHXEGAE, W PT HA/ERAM T
o FEx:

PR IR BRI R TR, W1 PT ILSe BT sR G 1L PT BRI 25455
fiE

hEEJE I, PT —% bk

W RARE Y I RIAERFIR R D, 403 1

2.86.3 PATIERFIMNEHLE R

NPIR R #(SMQ) B A IR XA XL ZRAE, HHMUIIES W 155 1.5.21 5] .

Xttt SMQ IR S 1IN T84T 1K) S AL APIR o i 70  (SMQ) HH IR FITAT AR TE AL 24 =] 1 1)
BRI —HARE. ENRIE, e 72 ENW PT. SR 179 KRIA
S ERPR PR (SMQ) I, T AN 35 s PR 18 AN A1 BB R SR TE ORI, AR
ZAE GG HE R, IR A XS Sk IR A X U 1] B0 AH 5% FRX ' FH 24 W 481 a st %2
T B, R PR (SMQ) N — AN ALE] SMQ.
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e The Merck Manual. Professional edition. Critical care medicine. Respiratory
failure and Mechanical Ventilation ( (ERTCERZFMEAADY ;5 fEEMERST; PR
T ARG 0O
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e 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 ( (Mg HEARMNEZE) 25 18 FREE 11 F PR RS9 & 251
TN BRI R G R RS ) D

e Harrison's Principles of Internal Medicine, 18e. Chapter 35. Hypoxia and
Cyanosis ( (FgHEAZRNE) 56 18 [ 35 H AN KL

e Medscape. Family Medicine. Respiratory Failure ( (Medscape ZJE[E %) K
T )
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2.88.4 fEIE G 4F 44k (SMQ) 2% 3CHR

CIOMS, Reporting Adverse Drug Reactions, 1999, p 20 — 21 ( (#R&EZ AR K&
i) 1999 455 20 — 21 1)

Khan, AN. Retroperitoneal fibrosis. 13 September
2002.http://www.emedicine.com/radio/topic605.htm (2002 & 9 A 13 HM L&A
1) CHERE IS 4 4E4k) O

Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis.
UpToDate®, 27February 2005http://www.utdol.com/ ( {8k 5 £F 4EAk I R 2 LA
ZW) O
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2.89.4 BESUULEMAINE (SMQ) 2% 3CHR

e Basic requirements for the use of terms for reporting adverse drug reactions (IV).
Pharmacoepidemiology and Drug Safety 1993; 2:149-153. ( (fEfI RIEMEAR

2P DL FEAZR (IV) ) D

e Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999. (CIOMS F- 1999 E R filf) (IEASR LAY A
B SO SR AR ED D

e Poels PJE and Gabreéls FIM. Rhabdomyolysis: a review of the literature. Clin
Neurol Neurosurg 1993; 95:175-192. ( (REZUVLAAR: TR D

e Omar MA, Wilson JP, and Cox, TS. Rhabdomyolysis and HMG-CoA reductase
inhibitors. Annals Pharmacother 2001; 35:1096-1107. ( {HESLEMEA HMG-

CoA it J5 Fig 77D )

e Prendergast BD and George CF. Drug-induced rhabdomyolysis — mechanisms
and management. Postgrad Med J 1993; 69:333-336. ( (2445 K IR SUILIE
fit —HLEEAI BB ) O
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2.90.4 TP (SMQ)S% S0k

Riordan-Eva, P. Vaughan & Asbury's General Ophthalmology, Chapter 1:
Anatomy & Embryology of the Eye ( (HRRE}ZELY 2/ 1 = IRIBMTI = AARIG
)

Cunningham, ET and Shetlar, DJ. Vaughan & Asbury's General Ophthalmology,
Chapter 7: Uveal Tract & Sclera ( (MRFE}ZEIR) 5 7 & JUBEFIREZAE)

Gaeta, TJ. Scleritis. eMedicine, 14 April
2008, http://www.emedicine.com/EMERG/topic521.htm (T 2008 4= 4 H 14 H7E
eMedicine FfEZKARR CGREER) O

Hampton, R. Episcleritis. eMedicine, 18 March 2008
http://www.emedicine.com/oph/topic641.htm (F 2008 4£ 3 A 18 H¥E

eMedicine L7EZE KA CIUEANE SR D D
Merck Manual, 17t edition, p 717 ( (BRITE2AFM) 5 17 ik, 25 717 50
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¢ Roujeau JC and Stern RS. Severe adverse cutaneous reactions to drugs. New
England Journal of Medicine 1994; 331: 1272-1285. ( (541 ™ EAN K k&
DD

e Reporting Adverse Drug Reactions. Definitions of terms and criteria for their use.
CIOMS publication, Geneva 1999. (CIOMS F 1999 E kAl (&5 A R A&
Pz ARVEE AL FHFRAED D

e RegiSCAR £ [H](http://regiscar.uni-freiburg.de).
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2.92.5 /57 (SMQ) 35 3Bk

e Harrison’s Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1581,
1600-1605 ( (M5 Hib A E}Z) 2005 455 16 ks 1581, 1600-1605 11)

e Dorland’s lllustrated Medical Dictionary, 28" ed, Philadelphia WB Saunders Co.
( (GE=REMEI) 5 28 0

e Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use,
CIOMS, Geneva, 1999 (CIOMS T 1999 kAN (kA RGP AiEE

SCRSLAFFAFRAED

e Harrison’s Principles of Internal Medicine 16t ed, ( ("B HEF) 5 16 D
Mc Graw Hill, 2005, pp 1367-71
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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005. ( (J&#: M 24 ERISE ) O

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995 ( (4*
MR EZ AR O

e European Group on Tumour Markers (EGTM). http://www.egtm.eu C(EXIMH R FR
EWHL (EGTM) Wik ) http://www.egtm.eu
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2.94.5 KRG HATIRE (SMQ) S5 CHR

Guidelines for referral and management of systemic lupus erythematosus in
adults. American College of Rheumatology Ad Hoc Committee on Systemic
Lupus Erythematosus Guidelines. Arthritis Rneum 1999;42:1785-96. ( (A %

G RRIEIRTT ZHAM AL BEAR ) D

Hellman DB, Stone JH. Arthritis and musculoskeletal disorders. In: Tierney, Jr.
LM, McPhee SJ, Papadakis MA, editors. Current medical diagnosis and
treatment. 439 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) (STAT!Ref 7E£k 557 Hi 2 P 35 kA AL 11
(BEriZWAna Ty IRD [38 43 iz (ST RATEBALAZIE) O

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) (STAT!Ref
PEL T 8 PE N A M S L (g FLEb W RHY:) 2006 455 16 it (AE R 48,
SEARA AN CATRIAD D

Diffuse connective tissue disease. In: Beers MH, Berkow R, editors. The merck
manual of diagnosis and therapy. 11t 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) (STAT!Ref
TELG IR TT B4 e AR I ER AL ) CERTE 1297 TE) 1999 AR5 11 Wi (&5 4i2H 230k
R HO D

Trethewey P. Systemic Lupus Erythematosus. Dimens Crit Care Nurs
2004;23:111-5 ( ( RGEHELATRIED D
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e CIOMS Publication, “Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for their Use,” pp 19 — 20, 1999 (CIOMS T 1999 E XAl (5
RV REE X HAEHARE) 55 19 -20 70

e The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999 ( (ERTLEE 2T
1999 28 17 W 426 — 430 1)

e “Harrison’s Principles of Internal Medicine,” 14th edition, pp 1874 — 1880, 1998
C (s by Rky) 1998 E55 14 JRES 1874 — 1880 )
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2.95.4 IREFRIER H (SMQ)ZEICHR
e The Merck Manual, 17" ed., 1999, p 687 ( (ERiwE2#F M) 1999 F55 17 iEh
687 1)

e Harrison’s Principles of Internal Medicine, 14" ed., 1998, pp 173 — 175 ( (Mg H
AN E) 1998 5 14 fREE 173 T

e Doty, RL et al. Influences of antihypertensive and antihyperlipidemic drugs on the
senses of taste and smell: a review. J Hypertens21: 1805 -1813 ( (i lL1E
2 AL vy I 245 00 WA i R IR B R 52 ) )

e Dorland’s Medical Dictionary, 28" ed., 2001 ( (i % [KRIf#E L 2417 #) 2001 45
28 i
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2.96.4 &g & FBH R (SMQ) S5 SCHRk

e Riley, G. Tendinopathy — from basic science to treatment.
http://www.medscape.org/viewarticle/569113 (Riley, G. & (4. MILRLRE}

BRI O

e Abate M, Silbernagel KG, Silieholm C, Di lorio A, De Amicis D, Salini V, Werner
S, Paganelli R. Pathogenesis of tendinopathies: inflammation or degeneration?
Arthritis Res Ther 2009; 11(3): 235 ( (fig & RKIRHLEE: FAEEZIBAE? ) )

e Kaleagasioglu, F and Olcay, E. Fluoroquinolone-induced tendinopathy: etiology
and preventive measures. Tohoku J Exp Med 2012: 226: 251 — 258 ( (&M%

B 5 A R 2% . i DR TR B fE )

e Marie |, Delafenétre H, Massy N, Thuillez C, Noblet C, Network of the French
Pharmacovigilance Centers. Tendinous disorders attributed to statins: a study
on ninety-six spontaneous reports in the period 1990-2005 and review of the
literature. Arthritis Rheum. 2008 Mar 15;59(3):367 — 37 (T 3525% 5] S L

PRI 1990-2005 4] — TS L7511 B AR RIRIE T K SCHR BT
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e Dorland's lllustrated Medical Dictionary. William Alexander Newman Dorland.
30th Edition,June 2003, Saunders, an Elsevier imprint. ( (i % [ &I fif12E 2 6 i

) 2003 4 6 H 5 30 hio)
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e Dorland’s Medical dictionary accessed online on
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e The Merck Manual accessed online as
http://www.merck.com/mmpe/sec19/ch282/ch282c.html (fFZk K AR (2R va 25 2

FHEY O

e Harrisons Principles of Internal Medicine, Mc Graw Hill accessed online as
http://accessmedicine.com/public/about_am.aspx (FEZ KA (e B N R
) )

e http://www.dorlands.com/def.jsp?id=100051347
e http://www.merck.com/mmpe/sec12/ch152/ch152e.html#sec12-ch152-ch152e-
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R
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Tl

2.99.4 RIFHFE R FH/QT IEK (SMQ) S%CEr

Zipes DP. Specific arrhythmias: diagnosis and treatment. Heart Disease: A
Textbook of Cardiovascular Medicine (5% Ed).Braunwald E (Ed). WB
Saunders: Philadelphia, 1997, pg. 640-704. ( (HAKLFKE . LWAGIT) )

Marriott HJL and Conover MB. Polymorphic ventricular tachycardia. Advanced
Concepts in Arrhythmias (3rd Ed).Mosby: New York, 1998, pg. 293-310. ( {[%
RAEZNELEILIEY D

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. ( (i FIAREM A R 25W0 R B 1) e U A
TR (IV): L ILE RGN D

Reporting Adverse Drug Reactions. Definitions and criteria for their use. C/IOMS
publication, Geneva, 1999. (CIOMS T 1999 XAl (IMENSREGWI N : A
VB LA HIARAED D

Josephson ME and Zimetbaum P. The tachyarrhythmias. Harrison’s Principles
of Internal Medicine (15 Ed). Braunwald E, Fauci AS, Kasper DL et al (Eds).
McGraw-Hill: New York, 2001, pg. 1292-1309. (& Hu#MHEIE) 2001 4E55 15
i E 1292-1309 T2 (PREMEOAERE D O

Bauman JL and Schoen MD. Arrhythmias. Pharmacotherapy: A
Pathophysiologic Approach (5t Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, 2002, pg. 273-303. ( (Zj¥3697: — MR FE 515
FLhiR) 2002 4E5F 273-303 112 COEEASTE) D
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2.100.4 /NE TR RMERR (SMQ) &% 30k

Harrison’s Principles of Internal Medicine: Chapter 285. Tubulointerstitial
Diseases of the Kidney ( (Fg Blifh N F}A=) 55 285 & B /NE 1A i M50 )

Merck Manual for Health Care Professionals: Tubulointerstitial Diseases ( {27
S NRFEMY 2 [/NERFEHESE] D

Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 36. Acute
Tubulointerstitial Nephritis ( (MUKW S516ITY 2 ['BiEZ ekl 2 36
B R ANE TR E D

Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 37.
Chronic Tubulointerstitial Nephritis ( (IACERGIZW 5i697) 2 ['B IS K
I&] 55 37 & M NE RS KO

Coltran RS, Rennke H, and Kumar V. : Robbins Basic Pathology. 7t ed.
Philadelphia: Saunders, 2003. Chapter 14:526-527. ( (B m R EErlfiE 25 7

) )
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e Howard, HC, Jones, DP and Pui, C-H. The tumor lysis syndrome. New Engl J
Med 2011; 364:19, 1844 — 54 ( (EEMLEEAE) )
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¢ Krishnan, K, Jaishankar, D and lkeda, A. Tumor lysis syndrome.
eMedicine (October 2012) http://emedicine.medscape.com/article/282171-

overview (2012 4 10 A eMedicine &A1 R AMRLESAE) )
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e DeVita VT, Hellman S, Rosenberg SA.Cancer: Principles and Practice of
Oncology. 7th Edition, 2005. ( (J&: Mgz sl B RISZ ) )

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995 ( (4*
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e European Group on Tumour Markers (EGTM). http://www.egtm.eu/ (R eidr
EWVHZ (EGTM) M)

SMQ AT 14515 21.0 hiw 282
201843 H
000144



EA& SMQs

2.103 [ K (SMQ)
(2009 4 3 H 1E A O

2.103.1 & X

IS 58 - IS BE JOE

AR5 F AN SZ 0 (1 ML SR A, e PRATR BRARS 1R 25 57
JEORME ML 28 . IE RONIER DI . Flhn:

- WiEhhk R

- kKR

- BRI I

DA RE FT 4% K I 9%

- RGMEATEIRIE

- RRGRERTTR

DAL R R ] A5 9 RFALE

- I A2 45

- FERE f AR S it i F ZH 2R R I

e VR Y C N 7 (1R
AIREFCMAARATRA . K /NAGL B I

AR T—EE, Rk, BRlRERNE ARG HEE

2.103.2 SN IHERR AR HE

N

- RERVEIE RARTE (W0 PT ABIEEM PT FHZEL G IS PT A 2
B A [03E LLT HHEA 45D

- BEME R TRARE (W PT LRI EX. PT IG5 K5 PT ZEXAEHE
M B

- OEDIKRFRARE (W1 PT BRI PT 25 1 HEZ 204

- BEWERFROARE (. PT ZlbE T Z200R A8 PT 125 MM 1 1

)

— RIS P ARNE, . PT (LML, PT 1816 1 0 (5%
X, 35 LLT Majocchi 8 1 PT af g R 14408 (] )

- TR ME RIS =R A RIARE (W PT 2077 RS DT AT D

SMQ AT 14515 21.0 hiw 283
201843 H
000144



EA& SMQs

o FEx:

I8 R AREIRARE, PRS2 R R RER M i) B AR ML AN H], R AN ]

FEA R G sl O AR DLACEAR Mk R PR RARE (AN PT BT TRV
Lo PT BERATER IR A

FeRMARNE (. PT Z8JL a7 1 1A 0

NS F K IREA RIIBEARE (A PT #2117 AR PT g4 (R Al Rg
2% SMQ M £ 1EFHIRA)

B R AT WAL AE ) P AT 8 A BAR SRS (i PT 208, PT 2414
SR PT ML FEPE MDD AR I PT FE ML R 1 %)

5 25 T RO R KB AR IE ARV, G SRR T AN LA |5 A S )%
PRI

ARGMEATRIERE (AP ATRER 2% SMQ AL 2L RIRIE)
RERR R IEARTE (H AT RET 2% SMQ AZBFLA A TEITA)

FFAEREEXT I K, BB I RN RET R seie = ke B fabnoRiE (1. PT
PBRVLIEFITE. PT C KM FIT] A PT 2L AT %1 )

TEE: £ CIOMS AR BT I HATMART, |7 SORIER R B R EIR D, AL CLVHG B
DX BRPEA A VERT I X (BRI, N R IEF I ARIEEE Y 2R3
(K1, RS 2 AT REIE A .

2.103.3

PATE R F A E W4 R P

MEA (SMQ)EA B A X RARE, TFMUHIESN 15 1.5.21 797] .

2.103.4

M % (SMQ)Z% 3Tk

e Savage COS et al. ABC of Arterial and Vascular Disease, Vasculitis. BMJ 2000
May; 320 1325-1328 ( Bk E i Bl - M %) )

e The Vasculitis Syndromes. In: Harrison’s Internal Medicine16th Edition [book
online]. The McGraw-Hill Companies, 2007 .http://www.accessmedicine.com.

Accessed may 8, 2007. ¢ (rgH#AEEE) 2 16 hix [FEZAR] 1 IS R 5 &
fiEY )

SMQ AT 14515 21.0 hiw 284

201843 H
000144


http://www.accessmedicine.com/

B3R | ASCRE BT 4R iR 51 R

B | —ASCRE BT I 4 i 3R] 1R

| 5& X
bR =97 Bl 22 4 212 51 2 (Council for International
CIOMS e . .

Organizations of Medical Sciences)

ICH N FH 28 it S AR SR B Py 2 o

JMO H A/ 34> (Japanese Maintenance Organization)

LLT (R bAZE

MAG MedDRA 73 #1/hH

MedDRA (=) @?ﬁ A #4 )  (Medical Dictionary for
Regulatory Activities)
(MedDRA) 447 1 3 £f e 5 4H 21 (Maintenance and
MSSO : e

Support Services Organization)

NEC U RIES

PT BHikiE

sSMQ FrifE MedDRA 43 Hr £k

SOC RGARE R

SSC FERE R 7K

sSsQ PR R A

SMQ AT 4R 2 21.0 hit 285
2018 4 3 A

000144



B3% Il — CIOMS SMQ T{E4H R 57

M Il — CIOMS SMQ TAEHMRMKR R (B2 2017 FE7 H)

iEA FrJ@ il
Bader-Weder, Silvia It FE R
CHY ) EREYK
Brajovic, Sonja ESES|
() FDA
Gregory, William W. K E AL AL T
RS ) T Bt i) 245 A B A ]
Grosse-Michaelis, 1 ] AR
IIong FHH REA O E R A A
CHY )
Gdller, Isabelle B+ H W EL
(MEZ 1) ICH Fh54b
Harrison, Judy 5% e R AR R
() MedDRA MSSO

Jones, Judith K.
()

3 ] 5 ] R ARt
The Degge Group Ltd.

Kehely, Anne o [ = 5L

R ) PEFIF] 2 A
Macdonald, Lynn NN E Y N

(R ) g R AR
Michel, Christiane Bt [ ZE R

) B S Z B 1T IR A 7
Mirea, Constantin 15 [ SR

(R b B B
Moraleda, Tomas THHEF S

CHY ) MedDRA MSSO
Nagao, Yutaka H A ZR 5

QLAY H 2 25 TN LAY

SMQ AT HE#I 2 21.0 ik
20184 3 A
000144

286



B3% Il — CIOMS SMQ T{E4H R 57

4 BBl

Newbould, Victoria JeEE

(R B KM 2 i = (EMA)
Ohta, Miki HAgRR

(WREL B 2450 I R IT 2 hE B R (PMDA)
Paeschke, Norbert 8 5

(D BfArM
Rago, Lembit i H N R

(EE D B2 22 Bl E PR 22 51 2 (CIOMS) B35
Ronan, Dawn BitHWE

(W2 51 ICH 154k
Rump, Eva-Beate il [ pEFE IR 2 R

CRR ) MedDRA MSSO
Santoro, Aniello oL [EAS

R 51 Kk 25 i J5 (EMA)
Séguin, Michelle I N sl N

(B ISR AR
Takeshita, Hitomi wEA

CUWEL ) H A #1245 Tl th 4 (JPMA)
Tanaka, Yo H A %5

(W2 51 H A1 25 Tk b2 (JPMA)
Wada, Yu HAZR R

@Ik =37P) il 2] L g7 s i1 E P R (PMDA)

SMQ AT HE#I 2 21.0 ik
20184 3 A
000144

287



fH3% —F XK SMQ F1F 2 SMQ HIZREFIR

B3 I —FB 2 SMQ T4 SMQ K48 5%

LU F2Hr G 50T SMQ FIXS I 2 SMQ #9455 FEINUF A7, 574 SMQ H142 5* L

HA, [T D SR AT H A

5B (SMQ)[2007 4 9 A]
SRR AR (SMQ) [2007 4 9 A]
SRR K (SMQ)*[2005 4 11 ]

B FFEE (SMQ) [2005 4 4 A]
RLAHRBRZ RE (SMQ) [2005 4 11 H]
8RB (SMQ)*[2005 4 11 H]
MK (SMQ) [2005 4 11 A]
HIEBRZEE1E (SMQ)*[2006 4F 9 A]
FHR (SMQ)[2013 4= 9 H]
BEIGISC S EZE (SMQ) 2005 4 11 H]
REZEE% (SMQ)  [2007 4 9 A]

o MHiEMIE (SMQ)
o JHERVEMIE (BEIFEFRAERIR) (SMQ)
o SHMEEMEBAS I IEIE R IE (SMQ)
- CEHMERHIE MR (SMQ) [2011 48 3 ]
- OBMEASBARRIAEIE M (SMQ)[2011 4 3 A]
o S RMEMHIEE (SMQ)
o INREME. JOREMEAIESE A AIEEER (SMQ)
REIE 9% (SMQ)
JHE KRG . AAERVEIR (SMQ)
REH#ESHAE (SMQ)
RHEE A PAE (SMQ)
o RIBIAFAI A (SMQ)
o [EYMERHI (SMQ)
Tt 5 R K ZLIRME (SMQ)[2008 4 9 H]
o SHMERLFMIE(SMQ) [2011 4 3 A]
o SHMEASEHTE LM (SMQ) [2011 4 3 A]

DR E IR (SMQ) [2006 4 9 A]
o WIUDEAFHIRAE. MRIEFER (SMQ)

SMQ AT HE#I 2 21.0 ik
20184 3 A
000144

288



fH3% —F XK SMQ F1F 2 SMQ HIZREFIR

o LHRHIHAAL CREFBLLEREHOEELHIH) (SMQ)
o GERULERE (I FEIAITEHEDIERD (SMQ)
- RASBHRYI ML BR AR (SMQ)
- LT (SMQ)
- SRR (SMQ)
o RAESHELHA (SMQ)

o PREALOLHIRE (HHEE _EVEREA AR AT E MR POE RO AR

%) (SMQ)
- F EHPEAOERE (SMQ)
- AERR PR ALK E (SMQ)
- FEMEPLEALOERE (SMQ)
o e RMAHALOEATT (SMQ)
D JIFEE (SMQ) [2007 4 3 H]

DR (SMQ) 2008 4 9 A]
XM Z REME R (SMQ)  [2006 4 9 H]

o AR R0 I AN I R AE (SMQ) .
o VB MR 22 G0 IR L B AR KR IE (SMQ)
o MMM AR AR R G0 UL W (SMQ)
o BRIMMEFHKAFL RGME IR (SMQ)
o H I Bk A A P R AN B G TR AR 2 RS R (SMQ)
814 B ISR (SMQ) [2013 4 3 A]

LZEVEER (SMQ) 2009 4F 9 A]

PR (SMQ) [2007 4 3 H]

A EER (SMQ) [2009 4 3 H]

R (SMQ) [2007 4 3 /]

i BESSR (SMQ) [2008 4 9 H]
AR R HRIBE5 (SMQ) [2006 4 3 A]

o MEL (AMEFEHZFMET (SMQ)
o HA/BE (SMQ)
PERETR RN H 3 2 K 4 SRR R 2 R BLLR B T2 R ML (SMQ)* [2016 47 3 /]
IR . RIAER (SMQ) [2007 4 9 /]
o ZWpilk AR (SMQ)
o MM (SMQ)
HMAERH (SMQ) [2005 4 11 A]
e A MAES (SMQ) [2007 4 3 A]
o Bk ZEM MMM (SMQ)
o Bk ZEM MM (SMQ)

SMQ AT HE#I 2 21.0 ik
20184 3 A
000144

289



fH3% —F XK SMQ F1F 2 SMQ HIZREFIR

o M IR K 5 bR & A ZE A A2 FH4E (SMQ)
IS TRRL 4 F P i A (SMQ)*  [2009 4 3 A
RSN REZEE (SMQ)  [2007 4 3 H]
o HHALREE(SMQ)
o ZHIEIH(SMQ)
o 3K TR (SMQ)
o MHEHRFEFHI(SMQ)
ANBEM (S FEREA) (SMQ) [2007 4 9 A]
Z A E R (SMQ) [2011 4 9 A]
ke 14 B B2 E I REZBELISRIE (SMQ)  [2007 4 9 A)
o AEFEFMEE IR (SMQ)
o ARFEREE B4 AE(SMQ)
o AEFRSFME B R AR IT HEEAE(SMQ)
BB ZE. B HILEER (SMQ) [2007 4 9 A]
o Hpthi (SMQ)
o HWMH (SMQ)
o HMELL (SMQ)
o AEEMZFIL. Bk, e HEAA K RIAG T HAE(SMQ)
ik (SMQ)
%&%ﬁ)‘é?f AR BB R AE(SMQ)*[2012 4F 9 A]

FILHR (SMQ)[2008 4= 3 A]
AR-EFLZEEE (SMQ)[2007 4 9 H]
3 1 40 B gk /D FE (SMQ)[2005 4 11 ]

o WL —AhCA L M40 IS M ZH AR (SMQY)IE I 2140 A ik i (SMQ)
o &Il A M ERIRAE(SMQ)
o &I /MR E(SMQ)

MBS FZAF B BHAEBRE S (SMQ)[2008 4 3 ]

V255 (SMQ)[2005 4 4 A]
AP (SMQ)[2006 4 3 A]

o ALK E A ARIE (SMQ)

o HIMAERE CAEFELEEHRAARIE) (SMQ)
U 77 % B BEES% (SMQ) [2009 4 3 A]

o Wr /1% (SMQ)

o HIEESZT (SMQ)
B PR (SMQ) [2005 4 4 A1

o JeRUEFBMEBAL B A2 LR (SMQ)
o FMELYIFICHIIHE — & HE R (SMQ)

SMQ AT 14515 21.0 hiw 290
201843 H
000144



fH3% —F XK SMQ F1F 2 SMQ HIZREFIR

PET FFER I AE IR AR AT SE SR E (SMQ)

%ﬂﬂ S2YIRR KR — U™ EH4 (SMQ)

IFEE S AR EALAN AR AL DA S AR K T 35 HR E (SMIQ)
FRIEGLERT R (SMQ)

KPR (R EIRAE R (SMQ)

BE S RN BT B (SMQ)

HEE R (SMQ)  [2011 48 3 A]
A B ) R IR (SMQ)[2011 4E 3 A

o W &HEEE’J%*?‘% PAEAEEIR (SMQ)

'ﬁﬂﬁ‘ﬁ?éﬁ’] LA I fE S (SMQ)
o #%%U%aﬂj 55 P9RE FH 2R I A (SMQ)
o HFHEIE (SMQ)
o BFUEYRZEITIH (SMQ)
WE M (SMQ)[2007 £ 9 A]

T MUBERE T R BB R (SMQ)[2006 4 3 A]
AR (SMQ) [2013 4 3 ]

RILE (SMQ)[2008 4 9 A]

fRILHE (SMQ)[2016 4 3 H]
{RAAMLAE/SIADH (SMQ)  [2007 4E 9 A]
KT RR M RAE (SMQ)* [2011 4 9 H]
Y& (SMQ) [2017 429 A]

J6] SR P S (SMQ)  [2006 4 3 A]
BRITIEZE R (SMQ) [2008 4 3 H]

BRI AR (SMQ) 2006 4 3 A]

o LEAE (SMQ)
o HAth B LM FRG (SMQ)
R ZE (SMQ)  [2005 4 11 A]

A FVE R (SMQ)  [2009 4 9 H]
FLESHE (SMQ) [2005 4 11 A]
AR (SMQ)  [2008 4 9 /]

B ig AR RS (SMQ)  [2009 4F 9 H]
AR E (SMQ)  [2007 4 3 ]

o LEBIEMIEHSCHRE (SMQ)
o LEBIEMRE A SCRIIR T EAZ T BT (SMQ)

SMQ AT HE#I 2 21.0 ik
20184 3 A
000144

291



fH3% —F XK SMQ F1F 2 SMQ HIZREFIR

o EMEEMEFIA B EIIME (SMQ)
o SEMBIE(SMQ) [2011 43 A]
MLCEAE 98 (SMQ) [2017 42 3 A]
e MBS MR (SMQ) [2017 4 3 H]

o CEMEABTRIMMIE (SMQ) [2011 4 3 A]
- RAGHEME AL (SMQ) [2017 4 3 H]
- RTEHLEMER AR M MR (SMQ) [2017 4 3 A]

o MEEHREY (SMQ)
EHEMEIF(SMQ) [2013 4 3 A]
FAZ5RES T (SMQ) [2016 4F 3 ]
BRRHWALZAE (SMQ) [2013 49 A)
PUREHIRZ B MELEA1E (SMQ)* [2006 4 3 ]
JefE Y EIETE (SMQ) 2013 45 9 H]
JeRAEHER K (SMQ) [2007 4 9 H]

FE RS RRIEE (SMQ)  [2007 4 9 A]
FERRGP R E R (SMQ) [2007 4 9 H]
IREY (SMQ) [2010 4 9 A]
IRERIZBNEERS (SMQ) [2010 45 9 A]
PAHZEIR (SMQ)  [2008 4% 9 A]

& Fh OWEER (SMQ) [2007 4 9 A]

o YRR (SMQ)
o MU (SMQ)
o MWL (SMQ)
o FMEZR CNEFEMIR. BEAEED (SMQ)
o HWEME (SMQ)

BHIRFE (SMQ) [2010 4F 3 A]

B RGAAREIE FRIRD> (SMQ)  [2009 4 9 ]
Ttk 54 B A BH K R S PR (SMQ)  [2008 4 9 H ]

o SENMEGHEMIE(SMQ)  [20114E 3 A]
o CEHEMEAEHERI N EE (SMQ) [2011 4 3 A]
AR AEFI AR R (SMQ)  [2009 4 9 ]

JE B2 8% (SMQ)  [2005 4 11 H]
WEOR FE A )L (SMQ)  [2011 4 3 A]

SMQ AT HE#I 2 21.0 ik
20184 3 A
000144

292



fH3% —F XK SMQ F1F 2 SMQ HIZREFIR

o HEHR. WP R A IR IERERIRG R 2 CHER = RISERD (SMQ)
o BT K IR AL R (SMQ)
LA SE 1R (AR LS REL B (SMQ)
o TIREMERTL IR (SMQ)
o i LATEL I RFE(SMQ)
& LB (SMQ)
Btk LI (SMQ)
HER 2 LE AR KUK (SMQ)
T3 JRAR VLRI 5 (SMQ)

BRBARRIEIR (SMQ)  [2007 4 3 A]

o MWEKEAHILR (SMQ)
o BEBKEAERLR (SMQ)
O
O

(@]

o O O O

CATRTBIR « 45 B A HAD BAR AL BR (SMQ)
AFEZSEAHTER (SMQ)

Bz R ZESEAR /T (SMQ)

Btk 5 MR A B ETS R (SMQ) 2008 4 9 ]

o SEMERTHIIRMR (SMQ)  [2011 4 3 H]
o CEMEAEHERET SRR (SMQ)[2011 4E 3 A]
EHER (SMQ) [2014 4£ 9 A]

ML % (SMQ)  [2007 4 3 A]
FER ARG R (SMQ)  [2007 4E 9 A]
FEEhik R ML E (SMQ) [2007 45 9 A: 2016 4F 3 A1&iT]
S A% (SMQ) [2010 4 3 A]

IR B2 38 (SMQ)[2015 4F 3 A]

YL RH (SMQ)  [2009 4 3 H]
JERE 5 A 44K (SMQ)  [2006 4 9 A]
SRR (SMQ) [2004 4 12 A]
EZR (SMQ)  [2010 4 3 A]

TEE AR RN (SMQ)  [2005 4 4 A]
K7 (SMQ) [2006 4 9 A]

o MEESEEHUIEAK T (SMQ)

TR I P S 22 SR AR SO e (SMQ)

I 7 B PEAR SO (SMQ)

RGO R A B0 IR AE (OIm T B S kRSN (SMQ)
SR GO R 1 AR v 1 4% T = U AE (SMQ)

O

o O O O

SMQ AT 14515 21.0 hiw 293
201843 H
000144



fH3% —F XK SMQ F1F 2 SMQ HIZREFIR

o WEHE/MREIEIATRIE (SMQ)
Wik 5 A KRR (SMQ) 2009 4 3 A]

o SENER IR (SMQ)  [2011 4 3 A]
o CHIEASBAEAI R MIE (SMQ) [2011 48 3 H]
REGMITRAE (SMQ)* [2006 4F 3 A]

BRI FIRBE R (SMQ) [2006 4 3 A]
B PR R AP H B (SMQ) [2015 48 3 A]
MK & (SMQ) [2007 4 9 A]
FUIRARIOBE R (SMQ)[2009 4 3 H]

o HURIRIIEECEE (SMQ)

o HURIRHLEEGE (SMQ)
RIFHAER SHE/QT FEK (SMQ)[2004 4 12 H]

/NEE 1] BR P93 (SMQ) [2014 4E 9 A
I AR LR S AE (SMQ)* [2013 4E 9 A]
EBHSERAHKF 558U EME (SMQ) [2008 4 9 A]

o M EAEINE IS (SMQ) [2011 4 3 ]
o SHMEAREAN T E KA UNE IR (SMQ) [2011 4 3 A)
Mm% (SMQ) [2009 4 3 A]

SMQ AT HE#I 2 21.0 ik
20184 3 A
000144

294



	1. 引言
	1.1 标准 MedDRA 分析查询定义
	1.2 背景
	1.3 SMQ的开发
	1.4 SMQ内容的设计概念
	1.4.1 狭义与广义范围
	1.4.2 算法
	1.4.3 类别
	1.4.4 权重
	1.4.5 层级结构
	1.4.6 PT/LLT
	1.4.7 术语状态

	1.5 SMQ 执行注意事项和查询结果预期
	1.5.1 不使用SMQ特殊功能进行搜索
	1.5.2 使用SMQ特殊功能进行搜索
	1.5.2.1 狭义与广义
	1.5.2.2 算法搜索选项
	1.5.2.3 层级结构搜索选项



	2. 具体SMQs
	2.1  事故与损伤 (SMQ)
	2.1.1 定义
	2.1.2 纳入/排除标准
	2.1.3 执行注意事项和查询结果预期
	2.1.4 事故与损伤 (SMQ) 参考文献

	2.2 急性呼吸中枢抑制 (SMQ)
	2.2.1 定义
	2.2.2  纳入/排除标准
	2.2.3 执行注意事项和查询结果预期
	2.2.4 急性呼吸中枢抑制 (SMQ) 参考文献

	2.3  急性胰腺炎 (SMQ)
	2.3.1 定义
	2.3.2 纳入/排除标准
	2.3.3  算法
	2.3.4 执行注意事项和查询结果预期
	2.3.5 急性胰腺炎 (SMQ) 参考文献

	2.4  急性肾脏衰竭 (SMQ)
	2.4.1 定义
	2.4.2 纳入/排除标准
	2.4.3 执行注意事项和查询结果预期
	2.4.4 急性肾脏衰竭 (SMQ) 参考文献

	2.5  粒细胞缺乏症 (SMQ)
	2.5.1 定义
	2.5.2 纳入/排除标准
	2.5.3 执行注意事项和查询结果预期
	2.5.4 粒细胞缺乏症粒细胞缺乏症 (SMQ) 参考文献

	2.6  过敏反应 (SMQ)
	2.6.1 定义
	2.6.2 纳入/排除标准
	2.6.3 算法
	2.6.4 执行注意事项和查询结果预期
	2.6.5 过敏反应 (SMQ) 参考文献

	2.7  血管性水肿 (SMQ)
	2.7.1 定义
	2.7.2 纳入/排除标准
	2.7.3 执行注意事项和查询结果预期
	2.7.4 血管性水肿 (SMQ) 参考文献

	2.8  抗胆碱综合征 (SMQ)
	2.8.1 定义
	2.8.2 纳入/排除标准
	2.8.3 算法
	2.8.4 执行注意事项和查询结果预期
	2.8.5 抗胆碱综合征 (SMQ) 参考文献

	2.9  关节炎(SMQ)
	2.9.1 定义
	2.9.2 纳入/排除标准
	2.9.3 关节炎 (SMQ)参考文献

	2.10  哮喘/支气管痉挛 (SMQ)
	2.10.1 定义
	2.10.2 纳入/排除标准
	2.10.3 执行注意事项和查询结果预期
	2.10.4 哮喘/支气管痉挛 (SMQ) 参考文献

	2.11  胆类疾病 (SMQ)
	2.11.1 定义
	2.11.2 纳入/排除标准
	2.11.3 层级结构
	2.11.4 执行注意事项和查询结果预期
	2.11.5 胆类疾病 (SMQ) 参考文献

	2.12  恶性与性质不明的乳腺肿瘤 (SMQ)
	2.12.1 定义
	2.12.2 纳入/排除标准
	2.12.3 层级结构
	2.12.4 执行注意事项和/或查询结果预期
	2.12.5 恶性与性质不明的乳腺肿瘤 (SMQ) 参考文献

	2.13  心律失常类疾病 (SMQ)
	2.13.1 定义
	2.13.2 纳入/排除标准
	2.13.3 层级结构
	2.13.4 执行注意事项和查询结果预期
	2.13.5 心律失常类疾病 (SMQ) 参考文献

	2.14  心力衰竭 (SMQ)
	2.14.1 定义
	2.14.2 纳入/排除标准
	2.14.3 算法
	2.14.4 执行注意事项和查询结果预期
	2.14.5 心力衰竭 (SMQ) 参考文献

	2.15  心肌病 (SMQ)
	2.15.1 定义
	2.15.2 纳入/排除标准
	2.15.3 执行注意事项和/或查询结果预期
	2.15.4 心肌病 (SMQ)参考文献

	2.16  中枢神经系统血管疾病 (SMQ)
	2.16.1 定义
	2.16.2 纳入/排除标准
	2.16.3 层级结构
	2.16.4 执行注意事项和查询结果预期
	2.16.5 中枢神经系统血管疾病 (SMQ) 参考文献

	2.17 慢性肾脏疾病 (SMQ)
	2.17.1 定义
	2.17.2 纳入/排除标准
	2.17.3 慢性肾脏疾病 (SMQ) 参考文献

	2.18  结膜疾病 (SMQ)
	2.18.1 定义
	2.18.2 纳入/排除标准
	2.18.3 执行注意事项和/或查询结果预期
	2.18.4  结膜疾病 (SMQ)参考文献

	2.19  惊厥 (SMQ)
	2.19.1 定义
	2.19.2 纳入/排除标准
	2.19.3 执行注意事项和查询结果预期
	2.19.4 惊厥 (SMQ) 参考文献

	2.20  角膜疾病 (SMQ)
	2.20.1 定义
	2.20.2 纳入/排除标准
	2.20.3 执行注意事项和/或查询结果预期
	2.20.4 角膜疾病 (SMQ) (SMQ) 参考文献

	2.21 脱水 (SMQ)
	2.21.1 定义
	2.21.2 纳入/排除标准
	2.21.3 执行注意事项和查询结果预期
	2.21.4 脱水 (SMQ) 参考文献

	2.22  痴呆 (SMQ)
	2.22.1 定义
	2.22.2 纳入/排除标准
	2.22.3 执行注意事项和查询结果预期
	2.22.4 痴呆 (SMQ) 参考文献

	2.23  脱髓鞘病 (SMQ)
	2.23.1 定义
	2.23.2 纳入/排除标准
	2.23.3 执行注意事项和/或查询结果预期
	2.23.4 脱髓鞘病 (SMQ)参考文献

	2.24  抑郁及自杀/自残 (SMQ)
	2.24.1 定义
	2.24.2 纳入/排除标准
	2.24.3 层级结构
	2.24.4 执行注意事项和查询结果预期
	2.24.5 抑郁及自杀/自残 (SMQ) 参考文献

	2.25  药物滥用、依赖和戒除 (SMQ)
	2.25.1 定义
	2.25.2 纳入/排除标准
	2.25.3 层级结构
	2.25.4 执行注意事项和查询结果预期
	2.25.5 药物滥用、依赖及戒除 (SMQ) 参考文献

	2.26 伴嗜酸性粒细胞增多及全身症状的药物反应综合征药物反应 (SMQ)
	2.26.1 定义
	2.26.2 纳入/排除标准
	2.26.4 执行注意事项和/或查询结果预期
	2.26.5 伴嗜酸性粒细胞增多及全身症状的药物反应综合征药物反应 (SMQ) 参考文献

	2.27 血脂异常 (SMQ)
	2.27.1 定义
	2.27.2 纳入/排除标准
	2.27.3 执行注意事项和查询结果预期
	2.27.4 血脂异常 (SMQ) 参考文献

	2.28  栓塞和血栓事件 (SMQ)
	2.28.1 定义
	2.28.2 纳入/排除标准
	2.28.3 层级结构
	2.28.4 执行注意事项和查询结果预期
	2.28.5 栓塞和血栓事件 (SMQ) 参考文献

	2.29  嗜酸粒细胞性肺炎 (SMQ)
	2.29.1 定义
	2.29.2纳入/排除标准
	2.29.3算法
	2.29.4执行注意事项和/或查询结果预期
	2.29.5嗜酸粒细胞性肺炎 (SMQ)参考文献

	2.30  锥体外系综合征 (SMQ)
	2.30.1 定义
	2.30.2 纳入/排除标准
	2.30.3层级结构
	2.30.4执行注意事项和查询结果预期
	2.30.5锥体外系综合征 (SMQ) 参考文献

	2.31  外渗事件（注射、输注和植入） (SMQ)
	2.31.1 定义
	2.31.2 纳入/排除标准
	2.31.3 执行注意事项和查询结果预期
	2.31.4外渗事件（注射、输注和植入） (SMQ) 参考文献

	2.32  生殖功能障碍(SMQ)
	2.32.1 定义
	2.32.2 纳入／排除标准
	2.32.3 各种生育疾病 (SMQ)参考文献

	2.33 非特异性胃肠炎症和功能紊乱类病症 (SMQ)
	2.33.1 定义
	2.33.2 纳入/排除标准
	2.33.3 层级结构
	2.33.4 执行注意事项和查询结果预期
	2.33.5 非特异性胃肠炎症和功能障碍类疾病 (SMQ) 参考文献

	2.34  胃肠穿孔、溃疡、出血或梗阻 (SMQ)
	2.34.1 定义
	2.34.2 纳入/排除标准
	2.34.3 层级结构
	2.34.4 执行注意事项和查询结果预期
	2.34.5 胃肠穿孔、溃疡、出血或梗阻 (SMQ) 参考文献

	2.35 免疫接种后全身性惊厥癫痫发作(SMQ)
	2.35.1 定义
	2.35.2 纳入／排除标准
	2.35.3 算法
	2.35.4 免疫接种后全身性惊厥癫痫发作(SMQ)参考文献

	2.36  青光眼 (SMQ)
	2.36.1 定义
	2.36.2 纳入/排除标准
	2.36.3 执行注意事项和查询结果预期
	2.36.4 青光眼 (SMQ) 参考文献

	2.37  格林-巴利综合征 (SMQ)
	2.37.1 定义
	2.37.2 纳入/排除标准
	2.37.3 算法
	2.37.4 执行注意事项和查询结果预期
	2.37.5 格林-巴利综合征 (SMQ) 参考文献

	2.38  造血细胞减少症 (SMQ)
	2.38.1 定义
	2.38.2 纳入/排除标准
	2.38.3 层级结构
	2.38.4 执行注意事项和查询结果预期
	2.38.5 造血细胞减少症 (SMQ) 参考文献

	2.39  血液动力学变化导致的水肿、渗出和体液过多 (SMQ)
	2.39.1 定义
	2.39.2 纳入/排除标准
	2.39.3 执行注意事项和查询结果预期
	2.39.4 血液动力学变化导致的水肿、渗出和体液过多 (SMQ) 参考文献

	2.40  溶血类疾病 (SMQ)
	2.40.1 定义
	2.40.2 纳入/排除标准
	2.40.3 执行注意事项和查询结果预期
	2.40.4 溶血类疾病 (SMQ) 参考文献

	2.41  各种出血 (SMQ)
	2.41.1 定义
	2.41.2 纳入/排除标准
	2.41.3 层级结构
	2.41.4 执行注意事项和查询结果预期
	2.41.5 各种出血 (SMQ) 参考文献

	2.42  听力及前庭疾病 (SMQ)
	2.42.1 定义
	2.42.2 纳入/排除标准
	2.42.3 层级结构
	2.42.4 执行注意事项和/或查询结果预期
	2.42.5 听力及前庭疾病 (SMQ)参考文献

	2.43  各种肝病 (SMQ)
	2.43.1 定义
	2.43.2 纳入/排除标准
	2.43.3 层级结构
	2.43.4 执行注意事项和查询结果预期
	2.43.5 各种肝病 (SMQ) 参考文献

	2.44  敌意/攻击 (SMQ)
	2.44.1 定义
	2.44.2 纳入/排除标准
	2.44.3 执行注意事项和查询结果预期
	2.44.4 敌意/攻击 (SMQ) 参考文献

	2.45  高血糖症/新发糖尿病 (SMQ)
	2.45.1 定义
	2.45.2 纳入/排除标准
	2.45.3 执行注意事项和查询结果预期
	2.45.4 高血糖症/新发糖尿病 (SMQ) 参考文献

	2.46  超敏性(SMQ)
	2.46.1 定义
	2.46.2 纳入/排除标准
	2.46.3 超敏性(SMQ) 参考文献

	2.47  高血压 (SMQ)
	2.47.1 定义
	2.47.2 纳入/排除标准
	2.47.3 执行注意事项和/或查询结果预期
	2.47.4 高血压 (SMQ) 参考文献

	2.48  低血糖 (SMQ)
	2.48.1 定义
	2.48.2 纳入/排除标准
	2.48.3 执行注意事项和/或查询结果预期
	2.48.4 低血糖 (SMQ)参考文

	2.49 低钠血症/SIADH (SMQ)
	2.49.1 定义
	2.49.2 纳入/排除标准
	2.49.3 执行注意事项和查询结果预期
	2.49.4 低钠血症/SIADH (SMQ) 参考文献

	2.50  低张力低反应发作 (SMQ)
	2.50.1 定义
	2.50.2 纳入／排除标准
	2.50.3 算法
	2.50.4 低张力低反应发作 (SMQ)参考文献

	2.51 感染性肺炎(SMQ)
	2.51.1 定义
	2.51.2   纳入/排除标准
	2.51.3    执行注意事项和/或查询结果预期
	2.51.4   感染性肺炎 (SMQ) 参考文献)

	2.52 间质性肺疾病 (SMQ)
	2.52.1 定义
	2.52.2 纳入/排除标准
	2.52.3 执行注意事项和查询结果预期

	2.53  缺血性结肠炎 (SMQ)
	2.53.1 定义
	2.53.2 纳入/排除标准
	2.53.3 执行注意事项和查询结果预期
	2.53.4 缺血性结肠炎 (SMQ) 参考文献

	2.54  缺血性心脏病 (SMQ)
	2.54.1 定义
	2.54.2 纳入/排除标准
	2.54.3 层级结构
	2.54.4 执行注意事项和查询结果预期
	2.54.5 缺血性心脏病 (SMQ) 参考文献

	2.55  缺乏效力/效果 (SMQ)
	2.55.1 定义
	2.55.2 纳入/排除标准
	2.55.3 执行注意事项和查询结果预期
	2.55.4 缺乏效力/效果 (SMQ) 参考文献

	2.56  各种泪腺疾病 (SMQ)
	2.56.1 定义
	2.56.2 纳入/排除标准
	2.56.3 执行注意事项和/或查询结果预期
	2.56.4 各种泪腺疾病(SMQ)参考文献

	2.57  乳酸中毒 (SMQ)
	2.57.1 定义
	2.57.2 纳入/排除标准
	2.57.3 执行注意事项和查询结果预期
	2.57.4 乳酸中毒 (SMQ) 参考文献

	2.58  晶体疾病 (SMQ)
	2.58.1 定义
	2.58.2 纳入/排除标准
	2.58.3 执行注意事项和/或查询结果预期
	2.58.4 晶体疾病 (SMQ)参考文献

	2.59  各种脂肪代谢障碍 (SMQ)
	2.59.1 定义
	2.59.2 纳入/排除标准
	2.59.3 执行注意事项和/或查询结果预期
	2.59.4 脂肪代谢障碍 (SMQ)参考文献

	2.60  各种恶性肿瘤 (SMQ)
	2.60.1 定义
	2.60.2 纳入/排除标准
	2.60.3 层级结构
	2.60.4 执行注意事项和查询结果预期
	2.60.5 恶性肿瘤 (SMQ) 参考文献

	2.61  恶性淋巴瘤 (SMQ)
	2.61.1 定义
	2.61.2 纳入/排除标准
	2.61.3 恶性淋巴瘤 (SMQ) 参考文献

	2.62 用药类医疗事故 (SMQ)
	2.62.1 定义
	2.62.2 纳入/排除标准
	2.62.3 执行注意事项和/或查询结果预期
	2.62.4 用药类医疗事故 (SMQ) 参考文献

	2.63 骨髓异常增生综合征 (SMQ)
	2.63.1 定义
	2.63.2 纳入/排除标准
	2.63.3 骨髓异常增生综合征 (SMQ)参考文献

	2.64 抗精神病药恶性综合征 (SMQ)
	2.64.1 定义
	2.64.2 纳入/排除标准
	2.64.3 算法
	2.64.4 执行注意事项和查询结果预期
	2.64.5 抗精神病药恶性综合征 (SMQ) 参考文献

	2.65 非感染性腹泻 (SMQ)
	2.65.1 定义
	2.65.2 纳入/排除标准
	2.65.3 非传染性腹泻 (SMQ)参考文献

	2.66 非炎症性脑炎 (SMQ)
	2.66.1 定义
	2.66.2 纳入/排除标准
	2.66.3 执行注意事项和查询结果预期
	2.66.4 非感染性脑炎 (SMQ) 参考文献

	2.67  非感染性脑病/谵妄 (SMQ)
	2.67.1 定义
	2.67.2 纳入/排除标准
	2.67.3 执行注意事项和查询结果预期
	2.67.4 非感染性脑病/谵妄 (SMQ) 参考文献

	2.68 非感染性脑膜炎 (SMQ)
	2.68.1 定义
	2.68.2 纳入/排除标准
	2.68.3 执行注意事项和查询结果预期
	2.68.4 非感染性脑膜炎 (SMQ) 参考文献

	2.69 眼感染（SMQ）
	2.69.1 定义
	2.69.2 纳入／排除标准
	2.69.3 执行注意事项和查询结果预期
	2.69.4 眼感染（SMQ）参考文献

	2.70 眼球运动障碍（SMQ）
	2.70.1 定义
	2.70.2 纳入／排除标准
	2.70.3 执行注意事项和查询结果预期
	2.70.4 眼球运动障碍（SMQ）参考文献

	2.71  视神经疾病 (SMQ)
	2.71.1 定义
	2.71.2 纳入/排除标准
	2.71.3 执行注意事项和/或查询结果预期
	2.71.4 视神经疾病 (SMQ)参考文献

	2.72 各种口咽疾病 (SMQ)
	2.72.1 定义
	2.72.2 纳入/排除标准
	2.72.3 层级结构
	2.72.4 执行注意事项和查询结果预期
	2.72.5 各种口咽疾病 (SMQ) 参考文献

	2.73  骨坏死 (SMQ)
	2.73.1 定义
	2.73.2 纳入/排除标准
	2.73.3 执行注意事项和/或查询结果预期
	2.73.4 骨坏死 (SMQ) 参考文献

	2.74  骨质疏松症/骨质减少 (SMQ)
	2.74.1 定义
	2.74.2 纳入/排除标准
	2.74.3 执行注意事项和/或查询结果预期
	2.74.4 骨质疏松症/骨质减少 (SMQ) 参考文献

	2.75  恶性与性质不明的卵巢肿瘤 (SMQ)
	2.75.1 定义
	2.75.2 纳入/排除标准
	2.75.3 层级结构
	2.75.4 执行注意事项和/或查询结果预期
	2.75.5 恶性与性质不明的卵巢肿瘤 (SMQ)参考文献

	2.76  眼眶和眼睑疾病 (SMQ)
	2.76.1 定义
	2.76.2 纳入/排除标准
	2.76.3 执行注意事项和/或查询结果预期
	2.76.4 眼眶和眼睑疾病 (SMQ)参考文献

	2.77  周围神经疾病类 (SMQ)
	2.77.1 定义
	2.77.2 纳入/排除标准
	2.77.3 执行注意事项和查询结果预期
	2.77.4 周围神经疾病类 (SMQ) 参考文献

	2.78  妊娠及新生儿主题(SMQ)
	2.78.1 定义
	2.78.2  纳入/排除标准
	2.78.3  层级结构
	2.78.4 妊娠及新生儿主题(SMQ)参考文献

	2.79  各类恶变前疾病 (SMQ)
	2.79.1 定义
	2.79.2 纳入/排除标准
	2.79.3 层级结构
	2.79.4 执行注意事项和查询结果预期
	2.79.5 各种恶变前疾病 (SMQ) 参考文献

	2.80  恶性与性质不明的前列腺肿瘤 (SMQ)
	2.80.1 定义
	2.80.2 纳入/排除标准
	2.80.3 层级结构
	2.80.4 执行注意事项和/或查询结果预期
	2.80.5 恶性与性质不明的前列腺肿瘤 (SMQ)参考文献

	2.81 蛋白尿(SMQ)
	2.81.1 定义
	2.81.2 纳入/排除标准
	2.81.3 执行注意事项和/或查询结果预期
	2.81.4 蛋白尿(SMQ)参考文献

	2.82  假膜性结肠炎 (SMQ)
	2.82.1 定义
	2.82.2 纳入/排除标准
	2.82.3 执行注意事项和查询结果预期
	2.82.4 假膜性结肠炎 (SMQ) 参考文献

	2.83  精神病和精神异常 (SMQ)
	2.83.1 定义
	2.83.2 纳入/排除标准
	2.83.3 执行注意事项和查询结果预期
	2.83.4 精神病和精神异常 (SMQ) 参考文献

	2.84  肺动脉高血压 (SMQ)
	2.84.1 定义
	2.84.2 纳入/排除标准
	2.84.3 执行注意事项和/或查询结果预期
	2.84.4 肺动脉高血压 (SMQ) 参考文献

	2.85  肾血管疾病 (SMQ)
	2.85.1 定义
	2.85.2 纳入/排除标准
	2.85.3 执行注意事项和/或查询结果预期
	2.85.4 肾血管性疾病 (SMQ) 参考文献

	2.86 呼吸衰竭 (SMQ)
	2.86.1 定义
	2.86.2 纳入/排除标准
	2.86.3 执行注意事项和查询结果预期
	2.86.4 呼吸衰竭 (SMQ)参考文献

	2.87  视网膜异常 (SMQ)
	2.87.1 定义
	2.87.2 纳入/排除标准
	2.87.3 执行注意事项和/或查询结果预期
	2.87.4 视网膜异常 (SMQ)参考文献

	2.88  腹膜后纤维化 (SMQ)
	2.88.1 定义
	2.88.2 纳入/排除标准
	2.88.3 执行注意事项和查询结果预期
	2.88.4 腹膜后纤维化 (SMQ) 参考文献

	2.89 横纹肌溶解/肌病 (SMQ)
	2.89.1 定义
	2.89.2 纳入/排除标准
	2.89.3 执行注意事项和查询结果预期
	2.89.4 横纹肌溶解/肌病 (SMQ) 参考文献

	2.90  巩膜疾病(SMQ)
	2.90.1 定义
	2.90.2 纳入/排除标准
	2.90.3 执行注意事项和/或查询结果预期
	2.90.4 巩膜疾病 (SMQ)参考文献

	2.91  严重皮肤不良反应 (SMQ)
	2.91.1 定义
	2.91.2 纳入/排除标准
	2.91.3  执行注意事项和查询结果预期
	2.91.4 严重皮肤不良反应 (SMQ) 参考文献

	2.92  休克 (SMQ)
	2.92.1 定义
	2.92.2 纳入/排除标准
	2.92.3 层级结构
	2.92.4 执行注意事项和查询结果预期
	2.92.5 休克 (SMQ) 参考文献

	2.93  恶性与性质不明的皮肤肿瘤 (SMQ)
	2.93.1 定义
	2.93.2 纳入/排除标准
	2.93.3 层级结构
	2.93.4 执行注意事项和/或查询结果预期
	2.93.5 恶性与性质不明的皮肤肿瘤 (SMQ)参考文献

	2.94  系统性红斑狼疮 (SMQ)
	2.94.1 定义
	2.94.2 纳入/排除标准
	2.94.3  算法
	2.94.4 执行注意事项和查询结果预期
	2.94.5 系统性红斑狼疮 (SMQ) 参考文献

	2.95 味觉和嗅觉异常 (SMQ)
	2.95.1 定义
	2.95.2 纳入/排除标准
	2.95.3 执行注意事项和查询结果预期
	2.95.4 味觉和嗅觉异常 (SMQ)参考文献

	2.96 各种腱炎和韧带疾病 (SMQ)
	2.96.1 定义
	2.96.2 纳入/排除标准
	2.96.3 执行注意事项和查询结果预期
	2.96.4 各种腱炎和韧带疾病(SMQ)参考文献

	2.97 血栓性静脉炎 (SMQ)
	2.97.1 定义
	2.97.2 纳入/排除标准
	2.97.3 执行注意事项和查询结果预期
	2.97.4 血栓性静脉炎 (SMQ) 参考文献

	2.98 甲状腺功能异常 (SMQ)
	2.98.1 定义
	2.98.2 纳入/排除标准
	2.98.3 层级结构
	2.98.4 执行注意事项和/或查询结果预期
	2.98.5 甲状腺功能异常 (SMQ)参考文献

	2.99  尖端扭转型室速/QT 延长 (SMQ)
	2.99.1 定义
	2.99.2 纳入/排除标准
	2.99.3 执行注意事项和查询结果预期
	2.99.4 尖端扭转型室速/QT 延长 (SMQ) 参考文献

	2.100 小管间质性疾病 (SMQ)
	2.100.1 定义
	2.100.2 纳入/排除标准
	2.100.3 执行注意事项和/或查询结果预期
	2.100.4 小管间质性疾病 (SMQ) 参考文献

	2.101 肿瘤溶解综合征 (SMQ)
	2.101.1 定义
	2.101.2 纳入/排除标准
	2.101.3 肿瘤溶解综合征 (SMQ)参考文献

	2.102  恶性与性质不明的子宫和输卵管肿瘤 (SMQ)
	2.102.1 定义
	2.102.2 纳入/排除标准
	2.102.3 层级结构
	2.102.4 执行注意事项和/或查询结果预期
	2.102.5 恶性与性质不明的子宫和输卵管肿瘤 (SMQ)参考文献

	2.103  血管炎 (SMQ)
	2.103.1 定义
	2.103.2 纳入/排除标准
	2.103.3 执行注意事项和/或查询结果预期
	2.103.4 血管炎 (SMQ)参考文献


	附录 I －本文档所用的缩略词列表
	附录 II － CIOMS SMQ工作组积极成员（截至2017年7月）
	附录 III －有效的SMQ和下级SMQ的综合列表

