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edition, dated 1999 pp 1054-56 ( (ZR7iEE2~F/) 1999 E5 17 WEh
1054-56 71)

SMQ AI14678 28 17.1 i 20
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

28.1

2.8.2

2.8.3

2.8 PLAHBRZEEE (SMQ)
(2006 4 9 H 1E Al H RO

7 3

PUBBRZE S LS — M EIRBPIRES, HAIES A RRIsEME (HEE) &
GLOIRERES AT K

HL R L] 2 UK

PUHBRAEAL 1 (R BRAZ AAE 5T ] 19 5 PR e A e S BC I 42 T
MRZAEAN B R AL S AR AL (1 ZBEREBRAE S, IR RS I RE A 22 3T
Ry Rz A1) 2 I BB FH o

IR RZ AT B N B . BUWME. TE . ARk, ..
FER AT %4 B R BLFN CNS R B/,

- &5 GND ER: WK, 20, JTeRBPEREFLBOR. T &
B BB, D, LahidiE, mILEAE R WA E AR
THREIRSS o

- UG (& AE RIS T AR, SRR, W,
R BRAICIBL. SEATREH LR AT SMUBIER IOSETE R SEREF 2 6
A WUREE R A

SN

27N

- SR AR LA BRI PT

~ Jt SMQ WA T S PERUIRIS &1

R

- EAMBIHBAE

Hik

S E LUTR -

A CFRSGTEHED = 9N PT 2L G IENT S s
B (7 GEHD « SHARgGA KK PT
C3 U uHED « SFEHINAE KK PT
Dk (7 XyuHD « HALSHUEBMLES A KK PT

SMQ AI14678 28 17.1 i 21
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

YRR ki BB E RGOS T AT PT MHEMEG]; s8iEHR
T By CHIDRETED— PT RN PT A& R R,

EE: R ARGIA T RE SOC A2 /AR, HAbdk S AN AN
CNS TRMARTE . MRy XL R HIREEL,  WIAEFEAT ] SRR N AR A
ks B, ZMITARTRESHBIRET RN RS,

CIOMS SMQ LE4TE 2006 4F 5 AW E&# A 7k SMQ M58 —FhrBo =i, A
MedDRA ffi [ #F5H, 1 SMQ &GN PT Al /E. SMQ FF & P71 5
T, WHEELHN PT A /EW R @, (HNZAREE AR ZE, Bl fe S Eu
RENKETLREH . sbsk, 1ZBEH A 7 SMQ 19— 5% FHPEXT I8 7= i 24
AR P A 6, RIAE—BRE T .

2.8.4 PITHERBFIAMEHLERBY

Bk TRSURAT LR A, LIS A AF (SMQ) 2 — 57k SMQ. X Fh ik
RGN KA VI RAELS Ak, Dlgt— PRI o 241, W F Ak,
ZEE R TR R G AL PR P07
o G, $iZ SMQ EIHMEAN— M IR X R UK R KRS (S0
[% 1.5.2.1 %] ) .

o BHMTRIRJEALH, BTN SVRA G R L B R BRG] DR R F
ISR BIRD CEIEHRERIRAN) . MW N TEB R RGN NFE. T0E 0
ZREIE (SMQ) HSEE A B (B. CHI D) o FIAIZSER I G 1) =1 F]
IpSE

2.8.5 ZLHEBLG AT (SMQ) 3% 3CHR

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

24-25. (HPRETREAHAR 2 RATN (REA RV RiEE L
HALFHFRAED O
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FHAth “RENAM” PT s in 2| AR AW o ZERE T SMQ RiBFIEK A . 15
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\\

2.17.3 @M SR (SMQ) 3% 3CHR

e Levey AS, Coresh J. Chronic kidney disease. The Lancet published
online August 15, 2011. DOI:10.1016/S0140-6736(11)60178-5 ( {#iH-7I)»

Z&ETF 2011 4F 8 H 15 HEL KATH CIEMEIRFER)Y D

e 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_kidney disease.html ( (ERTZE2TF - L E S EE (it
MBS I R L AN TR ), 2011 49 H 26 H AN

e Verrelli, M. et al Chronic renal failure. eMedicine, accessed 2011-09-26:
http://emedicine.medscape.com/article/238798-overview (eMedicine T
2011 £ 9 A 26 HEAIK) (BHE'EE) )

e Harrison’s On-line (Harrison’s Principles of Internal Medicine, 17¢e), Ch.
280, Chronic Kidney Disease, accessed 2011-09-26
http://accessmedicine.com/content.aspx?alD=9130075&searchStr=kidney
+failure%2c+chronic#9130075 ( (M E M ANRIZE) 5 17 fish 280 &= (18

M EZR Y , 2011 4 9 A 26 H &k A)

e K/DOQI Clinical Practice Guidelines for Chronic Kidney Disease:
Evaluation, Classification and Stratification. Am J Kidney Dis 39:S1-S266,
2002 (suppl 1) C (& MEEEZm lm IR SEE IR . PEAG . 0 RFIERE R 245
Z) D)
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P&, IERHERR T1% PT (£ MedDRA % 11.1 i)

2.18.3 PSTEBFIN/EE WL RHY

ZEHEGNT (SMQ) A B B AR R ARG K, B IR SRR 45 BAHE
FENUE S L T35 1.5.2.1 5]

2.18.4 LGN (SMQ) %5 LR

e Scott, O. Conjunctival problems. Patient UK,
http://www.patient.co.uk/showdoc/40025324/, May 2008 ( {45 a] /i) )

e  Conjunctival disorders. Merck Manual, 17" edition, pp 710 — 717, 1999
C (BRTCER5FM) 1999 4F55 17 JREE 710-717 TUR 4558 ) O

e Stedman’s Medical Dictionary, 27" edition, 2000 ( {4/ & [2 2] #L )
2000 F55 27 [0
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HoR BRI R AT (0 PT R AERRRSD
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PT st 52

— RGBS SRR RS (. PT )

- SERMERBAL RSO, A0SR AR AL M BOR BUEA SAE I E EER L (A
PT 3% (R LR 2P0 AE D

- VRIT RSN EARE (. PT SR

- MECLFUEOR R ARSIzl Can: PT RERR A AR
o HEBR:
SOC A 7 i 47 PR g ] I R A PR 1A R R i
R R IARTEE W EA TR, SRR BT KR
PT BIRFERA PT IR BT 218 il 24 2 1T
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2.19.3 PUTHERFHRNE LRI
B% (SMQ) RA SRS R A, HEMBIHIES I [5 1.5.2.1 1] .

2.19.4 {7/ (SMQ) S LR

e Harrison’s online, Chapter 348, accessed on 29 May 2005
http://accessmedicine.com/public/about am.aspx ( (M5 H bRl 7ELk

fiz 2005 4 5 F 29 Hj)D

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
24-25 (EPrEITRFAHATR R KATH) (i ARGV RifiE XK
FAE I ARTED O

e 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 ( I A AE IR R L fivg H B 43 BT L) D
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Ly KA 298825 2k, BONEARER R LR, IXER LRSI R i SR
il

2.20.3 PSTEBRFIM/RE SR HH
S5 IRAHT (SMQ) BA B SR AFZR AR, HAHBHIES I 155 1.5.2.1 77 .

2.20.4 A5 (SMQ) (SMQ) B 3CHR

e 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 (3 [# [F 7. LA
W58 B 1) 70 SRR 56 B [ SZ AR BRI 78 BT 2007 4 12 FRATHY (AR LA
BB E LR D) D )

e Hollander DA; Aldave AJ Drug-induced corneal complications. Curr Opin
Ophthalmol 2004 Dec;15(6):541-8. ( (Z5¥5] K& AR IEARE) )

e Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and
factitious disease. Eye 2003 Nov; 17 (8):886-92. ( (fAfErhd. EJEME &
N BRI A ZMEEFED D
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2.21.3 PUTHERFHRNE LRI
SR (SMQ) AT~ AR AR ARE . FMULEIES N 1.5.2.1 7,

2.21.4 SR (SMQ) &3 L HR

e Stedman’s Medical Dictionary, 27th Edition, 2000. ( {4 & 5= 2 4a] i)
2000 F55 27 [0

e Harrison’s Principles of Internal Medicine, 14th Edition, 1998, pp 142 - 149
C (g B g REY) 1998 R4 14 JREE 142 - 149 T
e The Merck Manual 17th edition, 1999, pp 1393 — 1400 ( (ZRTLEE2~TFHt)
1999 5 17 JiEH 1393 — 1400 )

e Fago, JP. Dementia: Causes, Evaluation, and Management. Hospital
Practice.www.hosppract.com/ ( {JEisr: B . PS54 O
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2.22.4 BEERH (SMQ) S5 3CHk
e http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902

e Gale Encyclopedia of Neurological Disorders. 2005. The Gale Group, Inc.
( (TR EREHZMAERER) )

e Stedman’s Medical Dictionary 26th ed. ( (s 5 ~2ia 8) 55 26 i)

e 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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2.23.5 HIEBR B B4 (SMQ) 2% 3CHR

e Definitions and basic requirements for the use of terms for reporting
adverse drug reactions (IV). Pharmacoepidemiology and Drug Safety

1993; 2:149-153. C (i HARIESR 5 A B 25% SOV 8 CAFEAZESR (1IV) ) )

e 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. ([ FrEITRFE#HLZE G4 1999 FR AN (HREA
RGP RIEE AT HARAE) 26 43 T2 ) D

e 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. ( (59697 —PomBE A T77%) 2002 455 5 WS 1243-
1264 2 (HERRED O

e Major depressive episode. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC,
1994, pg. 320-327. ( Rz S 4uit M6 IURRD 1994 5 320-
327 Wz (FEAHLHY D

e Major depressive disorder. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC,
1994, pg. 370-375. ( CKEMBImiZi S4tit FHENURR) 1994 % 370-
375 Tl (EEHHRED O

e Substance-induced mood disorder. Diagnostic and Statistical Manual of
Mental Disorders (4th Ed). American Psychiatric Association:
Washington DC, 1994, pg. 370-375. ( K% 12 W7 5 48 -T2 DU Al
1994 45 370-375 [ (Wi KHIELE =H) )

e Dysthymic disorder. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC,
1994, pg. 345-350. ( CkEHEIRIZIT S Gt T VURRD) 1994 45 345-
350 iz (OEEESER) D

e Minor depressive disorder. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC,
1994, pg. 719-721. C CREMERIZEIS St FMEEDUAR) 1994 428 719-
721 T2 CREAAE) O
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IARIER A IR SMQ 2 FAENTTREW R “TI” , EE X T8,
25 ARG I R B T2 T3 5 (B2 WR VAT AR RIE Y, POBHEAN
E

FER: fE58 16.0 [P, 28 2 2 SMQ Z5#in/TE 48 SMQ Z5 it /1 A IK R

TEE: AN CIOMS TAEH /K SMQ #7N SMQ ZGHils i FI# k. 'E k¥
F SMQ ZGH RN SMQ i f#s

2.24.4 PATEBFIMMNE RS RN

Zr i R R (SMQ) s& — AN Bk T BRI ZH itk SMQ. FRIZZH
gER)Z AN, 1 SMQ IPAT ZRL T 5 ST R ARIEAEE AL SMQ (& I,
[%5 1.5.21 7] ) . AP SMQ HIRIESE &K, MWmEH L% SMQ.

2.24.5 ZHilE A 1 R B (SMQ) 2% 3CHR

e Stedman’s Medical dictionary 5th Edition, Lippincrott, Williams & Wilkins,
2005  (Hrkpfl & P #&) 2005 F55 5 O

e Harrison’s Principles of internal Medicine, 16" Edition,McGraw Hill, 2005
C (ngE# P E) 2005 F25 16 O
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e 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 ( (£ E{#
FARBR 7 4b 75 25 A0 2548 FH B BOAT SRR SR . AR S A OIR
BLRAT I S A S5 ) O

e |saacson 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 ( (AT7 25 AR Y UL CRBSRZR . fEks
155 LA TP SR ) D

e Haydon E, Rehm J, Fischer B, Monga N, Adlaf E. Prescription drug abuse
in Canada and the diversion of prescription drugs into the illicit drug
market. Can J Public Health 2005 Nov-Dec;96 (6):459-61 ( (N KibJy

23 FH A S AN TT 25 NARR 25T ) O

e Woody GE, Senay EC, Geller A, Adams EH, Inciardi JA, Schnoll S AU -
Munoz A Tl - An independent assessment of MEDWatch reporting for
abuse/dependence and withdrawal from Ultram (tramadol hydrochloride).
Drug Alcohol Depend 2003 Nov 24;72 (2):163-8 ( {MEDWatch il Fi /&

AR Ultram CERIRIH S 22D AR PPAG IR D

e Brady KT, Lydiard RB, Brady JV. Assessing abuse liability in clinical trials.
Drug Alcohol Depend 2003 Jun 5;70 (3 Suppl):S87-95 ( (Il AR 56 vF-Ad 1%
D) D

e 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  {unfa] & B i
EE ISP ESL /D)

e Widlitz M, Marin DB. Substance abuse in older adults. An overview.
Geriatrics 2002 Dec;57 (12):29-34 ( Z NIEAYFRMBEE) O
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BB R HARE (1. PT BAEMHMA) « PT JEEHFEIH. PT

FEILEHRIIEESS . PT IR, PT JEEERZIIL PT MR/
i

2.25. 3 PATIHER BTN E R R

el AE (SMQ) AN A B A R ARG K, BB RG U RIRE L
AME. FEAHES I T3 1.5.2.1 7] .

2.25.4 F & MAE (SMQ) % 3CHR

e Harrison’s Principles of Internal Medicine, 16th Edition ¢ (P& B Py RF2)
#5016 B

e Ross R: Atherosclerosis - an inflammatory disease. N Engl J Med
340:115-126, 1999. C (BhAKAEAGIE: —Fh RIETEZIR) D

e Detection, Evaluation, and Treatment of High Blood Cholesterol in Adults
Adult Treatment Panel Ill — Third Report of the National Cholesterol
Education Program (NCEP) NIH - U.S. DEPARTMENT OF HEALTH AND
HUMAN SERVICES - NIH Publication No.02-5215, September 2002
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2.26.5 £ ERLME-FELE (SMQ) 3% 3CHR

e Concise Oxford Textbook of Medicine. Ledingham, John G. G., Warrell,
David A. 1st Edition © 2000 Oxford University Press ( {{i] B4R %5

) O
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e The Merck Manual assessed online as
http://www.merck.com/mmpe/sec05/ch055/ch055d.html ( ¢ BR 72 &2 F

WY FEZRO .

e Harrisons Principles of Internal Medicine, McGraw Hill accessed online as
http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinop
hilic+pneumonia+&rootTerm=eosinophilic+tpneumonias&searchtype=1&rootID=
12837&gobacklink=1&drug=1 ¢ (M5B uFRl2E) 7ELRRRO
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2.28.4 PATIERFNE RS R

HEIR SN R 2551 (SMQ) A& B A B AN X ERERZH A SMQ. BRIZE R L
248, I SMQ IHATEML T H B XA X RREKAEZH L SMQ (S [
1.5.2.175) ) o " T SMQ HIARIEL ALk, M H L% SMQ.

2.28.5 #MESF R LEAMF (SMQ) B TR

e Stedman’s Medical Dictionary, 27™ edition, 2000 ( (/i 5 [ 27 3a] 4t )
2000 5 27 fO

e Harrison’s Principles of Internal Medicine, 14™ edition, 1998, p 2356 — 63
C (m by RE) 1998 4E5 14 Fi5 2356 — 63 T

e CIOMS, Reporting Adverse Drug Reactions, 1999, p 29 — 30 ( (k%24 5,
ARRRL) 1999 45 29 — 30 T

e Kaplan & Sadock’s Synopsis of Psychiatry: Behavioral sciences and
clinical psychiatry, 8" edition, 1998, pp 955-963 ( KM M E . 1TH
FH R s R RS A 2% ) 1998 4E58 8 s 955-963 1)

e The case of the frozen addicts by J W Langston and Jon Palfreman —

Publisher New York: Pantheon Books © 1995 ISBN: 0679424652 OCLC:
31608154 ( (KA EJEY O
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W, OO ARE A AE & SMQ BIVERE, RIS 7E 1 A58 A A
ERREERBLBIOGERS], B HHARR. MedDRA HI 72k B 5 £

Va5 18, AL R R RO g hsis, RS 7B A ARTE, IR YE 5 2l
AFHRATE

N
EtE:

F 25055 B R B I RN LLT ERE IR AKAE. BIRE—RiEH

AT MR BERE 2 AR SMQ I PT i, {E AT DU 2R IS 1) ZE 51

2.29.3 PITERF N E RS RHUY

st tHFF GESS FarEAIEA ) (SMQ) BB T VIR ARE, HEAMHIES
W[5 1.5.2.10 95 .

2.29.4 Jit HHELE ST BERIEA) (SMQ) S35 CHR

Brown, S. Complications with the Use of Venous Access Devices. U.S.
Pharmacist. ( ({4 & fkdEE I &RE) D http://mww.uspharmacist.com/
http://www.uspharmacist.com/oldformat.asp?url=newlook/files/Feat/ACF2
FF9.cfm&pub_id=8&article_id=131

Stedman’s Medical Dictionary, 27" Edition, 2000 ( (34 & % 23] i )
2000 55 27 ki)

Wickham, R. Long-Term Central Venous Catheters: Issues for Care.
Semin Oncol Nurs 1992:8,2 (May):133-147 ( (KIAd LE KGR . 3
A ALY D

SMQ AI14678 28 17.1 i 80
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

2.30 AFETHREERR (SMQ)
(2011 4F 9 HIEAEHBO

2.30.1 ®X

o ESMQﬁ%ﬁﬁﬁﬂfﬂ%%%ﬁ,uowmeIWQEE“iﬁw%
HhG 7 NgEHHN 12 SMQ

o AFEAFH:
o RMUEMILRIFENM, VAL —FHERBEMNE (N4 EED
o 150%CLikA B AR I RZEEZ B
o VFZLMEN THERAEFTHE —AHER
o NEAFYWEFLHAER, K 52 35%H EH
o BLHEMAER L 20%M A A E b
0 RN 10%ZEHS], HAFIHEE A .
o HURILIATRIMALAT HIAFEARA TR R IET . R -
O K& RGP BRI 2 18] i) AR ELAE F D e 2k
o MiaFE%E
o FHN R
o HAITEARKHEL A AT B JE B e RARIE 2 kR Ay g 2 ]
o AR AR RESBARAT
o MIEABL K ER
o SMHE. KEREAN YA SRR AR
o BT
0 SAERBEIREA KA LIRE
o =ik
o SABAFREARINLINA:
o PUMEITIE (ABEBIE. & TRRETE)
O HUIMIE 24 AN 2K [ e 25 M) IR A 2459

SMQ AI14678 28 17.1 i 81
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

o FushiA xR
o FARIRANTEF

o HiAh

2.30.2 N / HER bRt
o YN:
— A B R R B SR ARE (U PT 24009 9976 35 1 30
- HAFHYIREA KNS EARE (W PT #4021
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VER: XN THEMRMETIREESEE / B, EEEJLVEATA R
MedDRA KRB TTLE A HLGT (B HLGT HELIBEEERE, S ATEE R i & A5
HLGT M4 1y5ERI4ESE T pESERD AT,

2.30.3 F#4E B AN (SMQ)S % 3CHR

e Puscheck, EE and Woodward, TL. Infertility. eMedicine, 21 December
2010, http://emedicine.medscape.com/article/274143-overview. (2010
12 A eMedicine {ANZEAEF) )

e Buchanan, JF and Davis, LJ. Drug-induced infertility. Drug Intell Clin
Pharm, 1984, 18(2): 122 — 32. ( (ZiI5IERMAZEAET) (IR %
BITY D
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2.31.3 B®REWH

AE4F A B W 95E AR
D RE A S i
(20000137)

TR || A Ry || IR
(20000138) (20000139) (20000140)

Bl 2-9. FEARRHE Bl K AERIDIGEMERFIAE (SMQ) B R4

2.31.4 PATHERE N EH L R B

FEFESTZE B I 495 I L) EE fE 2575 (SMQ) & — AN BB U U R ARE M 2
HA SMQ. [REHLEMZ AL, 1 SMQ HIHAT AL TH Bk SR U R ARIBRIFE
E%4k SMQ (W, 45 1.5.2.1 %] ) o AP N4k SMQ HIARIEL S#Ek, M
s 2% SMQ.

2.31.5 FEARRHE B B K AEFI D) BEIERFIRAN (SMQ) 75 3R

e Harrison's Principles of Internal Medicine, 16th Edition ( ("5 E.i#h Py Rl
#5016 B

e Medline database (Medline %#E %)
e The Merck Manual ( (ERTZEZFA) D

e Dorland’s illustrated medical dictionary ( (& > RIfFE B 2 i) )
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(SMQ) RIEBUAAT XVul. fE 16.1 Wi, ANFEFBG T 7 H 2k
FFHHIR DA TTHRAF (SMQ) FHIARTE Cl BT 0 SOy sk SV

EE: £ 130 AT, T EBFIA. #m. HiZrEH (SMQ) T #% SMQ
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o ZERHEMF L. B, HMBEEH ARG, TR EL S
SMQ, VIV AR Fish, FFLTAASH (SMQ) AN & .

2.32.4 PITEBRFRME LRI

B 5. 5 MR (SMQ) #2&— D RA AT L RAERZH A
SMQ. FRIZHE A, 1 SMQ MIPAT AT A IR A SHERAE AR Z A
o SMQ (ZW [5 1.5.2.1 %] ) . "R T4 SMQ THIRIGEL &K, M
£ SMQ.

2.32.5 B FTL. Bl HMiZAERH (SMQ) 275 3T

e Reporting Adverse Drug Reactions — Definitions of terms and criteria for
their use. Council for International Organizations of Medical Sciences
(CIOMS) ; 1999 (HPrEEyy Bl 2 HAZ Fi4r 1999 FRATH] (ki AR5
BeRL: AR E SO AL FHFRAE) O

e Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30™ Edition
( (TEZIKEIMEB 8 ) 2003 55 30 hiv)
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(A7 R4 B VE 43 1038 S R BRI 22 2 RS20 AR )

2.33.4 BRIFEH EFIERHRLIE (SMQ) S 3CHR

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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FHIR (SMQ) B AR SUAI) ™ AR ZRAE, VEMiES N 14 1.5.2.1 15) .

2.34.4 B#MR (SMQ) S TR

Dorland’s Medical Dictionary ( (i =% [ R B 221 i) )

Merck Manual, Sec.8, Ch.100, Glaucoma
http://www.merckmanuals.com/professional/index.html_ C 2k 52 I 2% T fiit )
5 100 #5815 [HO6IR] )
http://www.emedicinehealth.com/glaucoma_overview/article_em.htm
http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html

Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update
7/24/2004 ( (EHEHR)Y O

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

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

- CFF GBS WIS EARIE (W PT WAREKFI71EU I PT HlE K7
)

HERR:

- ERMARIE

- IMERISEARE (1. PT SpEMZHH)

- ZIRERMAE (. PT &8

— R/ AR

- HYURBFEERAE — SRR CNEEE PT M EME SR 7D

- GBSRJT (W: PT MR ELZLD

2.35.3 &

vy
=

A AA A EER R IR . fEF R SMQ B, CIOMS TAEZHMIR T )L

NS, EERA—MEER IR A8 T, SRR S AR EIE S .

B2,

IERTHER ) ARTER R AR B E SRS, WSk Re A i .

FE B XTI SMQ PUTEIEM A P &% CIOMS TAE4H A
(https://www.meddra.org/standardised-meddra-queries), LL T fi#ith SMQ HiE A4

2N
=] 45\

SPRKER S STERE

CIOMS TAEAH mARME LR FE—Fh VL, (BAhATTE & B R MSSO id3% T PL R 8

Ji 3

werhit— D BE RGN ARG LR — DTSSR SR 451

EHH—ANFIN A GRGEED M PT, B

AT T B R HAS PT EH], 5

EMEDIRE T B Kb —A PT LUK C Eh—4 PT %K, 5L
RS T By C D EZE—D PT HIEH], B¢

RERE R g BB AYLITC IS5 ARTE RS 25, 5% 2B A
1B+1C iR BB 2 TIHdlh . @V IS s 5% 1B + 1C + 1D,
XAE AT bR R B R RO T

I LR

A% B STE )

- PT ML IEIERERIIEZ 725 . PT M BEBIEZ K457 PT #EHk-
EFZRETFCL e PT K - #2454 0F, X4 PT A% GBS LA X GBS i+
it
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B2 (J 30

- IRHEHI 25 A A A2 A AL B B I, FEAIC B AR - R 2 A
NE e HAS e =4 A AR5 8 WA AR (e A 28D o IR 4E BAR K
b S A SRR 2R . R EORIE MU S bR DL R R
I o

C3 (0

— R, VELNIC F AR R SR S AE K LA 5] A LR AE « GE
RAZ Wb s e S 40 25

D (J7 30

— RIBBWE, BAE WAL, SERAS K ESLI =R LR LTI
TREE FE A AS AR - R S A R AR R ARAE L DR A2 Wi 14 S 06 == 46 7

2.35.4 PATHERETNERNLE R IUY
M- EFE AT (SMQ) BB SURIT S RARE, VFEAHIES I 15 1.5.2.1

Wl .

2.35.5 B BFI4R 4 1F (SMQ) S5 3CHR

Textbook of Clinical Neurology, 2™ Edition, pp1085-1089, 2003 ( (Ilf JA ##
22 %45) 2003 F5 2 AR 1085-1089 1)

Cecil Textbook of Medicine, 22" Edition, pp 2379-2381, 2004 ( (7 KX
Bl22) 2004 F55 22 fiRE 2379-2381 T1)

Harrison’s Internal Medicine, 16™ Edition, pp 2513-2518, 2005 ( (i Bl
NEFE) 5 16 hiEE 2513-2518 1)

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 /R i
Al PREIZ W AIEST) 5 26 O

Cha-Kim A. Guillain-Barré syndrome. eMedicine. Available at
http://www.emedicine.com/pmr/topic48.htm. Accessed May 22, 2006. ( (%
M-ERZREED) D

Aarli JA. Role of Cytokines in Neurologic Disorders. Current Medicinal
Chemistry. 2003; 10:1931-1937. ( (4NMLEIGIT ML ZIRITERY O

Stedman's Medical Dictionary. 26th edition. Williams & Wilkins. Baltimore,
MD; 1995. ( (Hrefi & B 2ia] i) O
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2.36 & M40 EE (SMQ)
(2005 4£ 11 A E=F AR

2.36.1 X

o HRHEDR S F IR LB ARG P 8 T A T 3 S SOR1A» SRAS T IR 2
Xt SMQ HcHE

— RS S VA [X A3 38 M s A SRS i
— BT R I A Rl BT

o CIOMS XfFABEFZTM . FIANMGE Z0E . B REH0H] . Rgn s b F40
PR/ P 2 /R R 4 1 A PR 2D S 240 AR s SRV A v
(AN AT B ARG 1% L 2
- XU SE SRR MR RE B A AE AR AR
- AR, BMEX T SMQ R, WA ME
- A, X SCEIEA R SEI S A AUETE R, X 7E MedDRA K

B HRA B
2.36.2 INIHEBRIRHE

o ZHA:
- PRIE M) 6 E R MRS
— B BEIIH A0 I 2 AR RS e
— CEPREANR 0 IR G 1 A
- FRERIIZ IR

- A UARBEINT SRR (DRI B A LA 2 AW € B A& 3R A5k
RIad 3 A% PR D

- FERHERIEPNTT LR
o FEx:
- I RARAEAAE IR
- EWEBESE BT AR SRR TR (BRSBTS M
RFAT ¥
- SEEBEVER (ARSI B RN

- PRSI PUARAE SRR ML BRI TT I LA S B 440 M 1 3 1 )
ZNE
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EAE& SMQ

- RIGH L ER ZAE HOHUAE — > SMQ
- EH RO AL AR FR E AL AE -

R 12151 R, PT MA2FFFMIR PT M08 F577%, ¥OAAERAS
Fh2WBE AT e SR O JE it b, BEWON & 2140 DI (SMQ)
1) PT ™ X HREAE., EEE, REXEAERIDERN RS, HHE
5 0 -3 I 2T 40 s 3R 2 A %

R E14.0 ik,  “iEi” —ia SN & 20w S SMQ) ) = A1
SMQ 1, DA WX £ SMQ 2 75 P42 [ 40 A s 1 AR A IR i 40 i 51 & e
o T SMQ W TR 07— Ff L _F- 11 20 19 11 5K 0 -0 R 1 ) GERE AEAG 52

freezh -

J& SMQ &K

MedDRA v14.0 F )3 SMQ &

SEN—F LA 11 205 9 1 5K a0 T
M1 T FESE AT

P LA A 1A
i

2L D TG M 2T e
F1 IR ) D TG A M BRI T
M DRI AE TG I 1 RN AE

& 2-3. 5 14.0 R & MAAREEAIE (SMQ) T HIT SMQ BFXMETT
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2.36.3 BE&LH

i L MR
(SMQ)
(20000027)
|
| | | |

B % A L 40 1 4 .
o/ A i (SMIQ) ALAIRIE SMQ) | oot smigy bR

(20000028) (20000029) (20000030) (20000031)

B 2-11. BMAHERAIE (SMQ) KB R

2.36.4 PATHERF A0 4 R I

A SE (SMQ) A& — AN BB T R ARIEZEH AL SMQ. [EZK
gER)Z A, 1 SMQ HIATZREL T B B U™ LR ARIERIEE &L SMQ (S,
[565 152171 ) . WK T SMQ F AR IES Ak, MmN L2 SMQ.

2.36.5 F M ZBMHEAAE (SMQ) % CHR

e CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of
Terms and Criteria for their Use” (CIOMS KAl (&GN R KR
B X AL FHFRAED O
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EAE& SMQ

2.37 MW /FRMRBEIKM . BHAERE S (SMQ)

(2008 4F 3 H1EAE O
2.37.1 EX
o EPXIYFZ W EH IR W) 5| LK i
® HLIE:

- BTN FIK I RS RE TR
-SRI KR A I PR C51E BRI BT
- AESARZEDT K 25 (NSAID) ) 5 41 iR R Ak
— A AN E K AR G 1 24 i -
PUANALZ
MR
2K [
o COX-2 #7
o JKME X:
—  (EYN IR A 2 BRAR A AE S K (A
- JEEAR R R AL RS WA

- WLGEREE ClFap kel 8 P2, B Mg @& R s g0
W] LR 4 BV g0 0 s B B T 20

- ARARTE AL AR ARTER S (K /KL BB
L B PN NS et N

[ SCAR] s i AR K

o B N:

PRI 8 BB R Y, E NSl AR Bl A
U 232 51

O O O

2.37.2 SINIHERR PR UE
o ZV»])\
- 5N —FARTE, SRR AR S AEAARE (. PT K0
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EAE& SMQ

— VRIT BRI IRTE (s PT /K Ak 2E)
- MEGE EREARE (W PT A ET2)
- WRREMGAFKMAZHARTE (. PT SE LMD
o HEBR:
W RFARBAEOKIARE, . PT FAREKM
o Bilsh: WRALHFMBEBEKIKM (0. PT ZEZ/FIERNTERE)
- S5RITRAAREEA R IARE (. PT RN S Bk D
— VB ICHREERIK M PP ARTS HARE
- PT KR 2 AT PT e i
- PT A& KW

o LLT g kuiaRimz] MedDRA 9.1 i H H 5 PT SF 8%
KBE. HTAMNEMERAEFIK DI BEA S S 4YIR AN KR, I HERR
HEARAE

- IR, DR B IR B ) S A B R T
- A SMQ MK RV ARYE, TR LTSI R AR

o PT IHEEAN . PT ALAkM, PT L1 kM. PT EkAM, PT &
KM PT EFEAKM PT &AM, PT WiAkM. PT g E KM,
PT &Kk, PT ALK, PT LA, PT B, PT Lk
W PT HRHEF AR PT Wk, PT BHEEAM. PT ZkM, PT
LEAN PT BLE AN PT SMAM . PT Sk, PT [TA4
M. PT Bk, PT A LMK, PT ALK, PT BZMK. PT
BT, PT S, PT IBIEMKE LK PT

2.37. 3 PATHERBHNEHLE R

M) 77 FREA-FEHI KN 22 AR Z (SMQ) SURA SR A Bk,
PSR GT SHE RGNS RME . FEARES N 158 1.5.2.1 795 .

2.37.4 M¥EF 1AL SBHKM . BHRAERIEE (SMQ) % 3CHR

e Schroth, BE. Evaluation and management of peripheral edema. J Amer
Acad Phys Assist , www.jaapa.com/ ( {FMREK RS 540 )

e Harrison’s Internal Medicine ¢ ("4 Hib ALY )
e Dorland’s Medical Dictionary ( (i % [ EIff a8 ) )
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e Stedman’s Medical Dictionary 27" Edition, 2000 ( {4/ & [22 2% ] #L )
2000 F55 27 [iO
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EAE& SMQ

2.38 HILZENR (SMQ)
(2005 4F 4 H1EAAEHRBO

2.38.1 X
o VRILITINE SN AL AN e i, AR 21 AR 0 2R D9 AL (Y 2 1ML
o HIMVETT I AIRF R
- WAL IHETH=
- ARSS SRS AL G
- MBS EHREARD (EEkZ)
R S EIEVSIY I SE
- ZIAMMATEIRE (n. BESRRE B 20 & F D
- LY (A1 BARPEROEZCANIE R0 R PR I A PR DL

Ko BRLT 2 M 22 1)
- AMERE (e PR, 4B SHPUE. SUmE R mE . Rl
=)
2.38.2 IN/HERR R UE

o RSGEH: FERTEMAIARTE, U S T A L B IR R R T
WEIN o MAYANE LRSS I ML 1) e P A AR Bk B 45 R BN . 38
N T WAL R LA EIRE

o JUIGEH: HABDBATREEA—E I IUE - B0 S =R A A RRE

WA
o PT MR Z i XN XAaf, BROVIRAE S — B Bullal, e
HAK,

o JFARTTMATA HPEIRIE ¥ B kR (T JE=) .

o HAMIFART MAE T MR FIARAE . REIRFIRS &5 45 AL HERR, e LR
Al BE. MRS LDH Jhas 28 (AR54R) LKA R MAE
AEHTR)

o AR M LL R P I8 HHRER . IESSTROL T R MURE 2 — Al PR R
B, OvEA AR MR R S, AN 2R R .

o DRBINERBHER, i YL MR A AN SR . (H PT @
N A SR Z AER AR, i DR A 7 N AR il S g ik =
PR DL R B A 2L I
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o AT BIRATE H VA L B I B RS G B B R TE A HERR

2.38 3 PATHERBHWAE AL LB
P ZEHR (SMQ) A B SURIT™ SR AE, VEAIUIIES I 155 1.5.2.1 11)

2.38.4 ZI &5 (SMQ) 3% SCHR

e Reporting Adverse Drug Reactions. Definitions and criteria for their use.
CIOMS publication, Geneva, 1999. (CIOMS 1999 £kl (fEANRZG
YOBL: ARiEE R FATHARED O
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EAE& SMQ

2.39 &I (SMQ)
(2006 4F 3 H1EAAL O

2.39.1 EX
o HHIMAZMBMMEZH; Hill.
o NHMARYEH AN NI (ARH/ND o BB (oK 1 KD DL s
(B
o FEHLPA KR MIAARFR - L

2.39.2 PINIHERR AR UE
o FHA:

- WIWRROR I, L. I BOBE. SO WAL IUFRARTIL S YR
77 AL ME BERARYE (BFOIENTILED .

- QI PT K2, BARE ATy —fsi =i d, JHkf
Y 1t B R P A I

0 BEAREIEH A Tk JR A B .
o VER: WIREGILKEPAEMN (oL, WIREFTERD , 4id
N G RLEFE PT AR ML

o FEx:
- 5B IR PR AR
R AN AL, (EOR B 52 S Y I (R AR

- SHERAER AT, A PT R A B AR
PRI ILE S, TR (LU —FIA R AR L L)

- HIMIAE 0. PT AL H il #0 RO G TG, 545

AR TR
- PT O/, NPT OFAHmEMNE SMQ, JE AR Ol [k 285
4
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2.39.3 BN

25Tl o o
(20000038)

HIARTE (AT V5 H IR SIS =
SEEG A AR ARG
(20000039) (20000040)

& 2-12. AFHM (SMQ) KRR

S SMQ R —MHRERLEH, I DRTRR KA (55— AP
ANF SMQ (A2 HAL, Bi:

o MR (NHIFLHEREAE) (SMQ)
o WRMHMNTIESRF AT (SMQ)

(FEE: N SMQ Y ARiE (PEF5ER ZF k&R #H) X CIOMS A4
IR BB SCH i 8 2O

2.39.4 PATHER BN EH L R B

PR (SMQ) 72— BATP SN SRR ARIERZ A SMQ. Br/Z R4 2
4k, Ik SMQ AT R FAT BN AR ARE R ARE e SMQ (2 5
1.5.2.1 %] ) o AR SMQ HIIARIESS AR, i 4 SMQ.

2.39.5 A (SMQ) S35 3CHR

e Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000
( (GE= REfEE 7R ) 2000 10O
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2.40 Wt 71 RBiEEFA (SMQ)
(2009 4F 3 HI1EAEHBO

2.40.1 ' X
o K SMQ BTEINTFTREE LA LRI H R
NUL TR ER DAL T AT SMQ:
- WA
- P
o Wi AMIRERZIR. R R
- TEA SMQ W% XM e kRN Ji 5%, RUATE RS 5 L IXpy
PG LIEAE -
o TEA SMQ ., GANTETIET P E B AT RSB AE
o JEMN: WrJy—IRENFEEMAET): WX A RS
- Wi IR T R 2
o APHMEBPEHE (B o K
o WHIEE )\ [z (L)
- BT AT TS0
o EE (HW) B
o ME CBE/)\firms
o JEN: TIRE - W RHTIkE
- FIEE (WHED BnIEE:
0 k%, BE. KET. WA, B, HZ. EE. ERIEE

LR AR
- A4, WA NBHEAT LR TIERETI. SR ARIR R UL &
BAT R

2.40.2 IN/HEBRFRTE
o ZHAN:
- ARATRB T I RERS (U 3t 2k DAS e 5 B /W v i B0 ARG
- FEFAER PR AARE
- BRI SGE R ARE
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EAE& SMQ

- AR ERFA ST IREAREEFE AN AR
o FER:
U5 S S ) PR 22 R G b L R R T
Fe RN I ARAE
SO IR G I3 A
iR ARV
S 31 AR L RGO ARE (e NS RSN BT )
Chn: /NI
HIAM SR RIRAEARTE (. PT SA 01 H )

TR BASBCKENEEARSZ, BRESREBRSERTI, Hikz
UK PT LN CF SMQ FrEsm) T~ AR, PRUONRE I 5
Azl B

2.40.3 BE&sEH

Wy 3 )% HiT BE = T4
(20000170)

W 715245 T B 97
(20000171) (20000172)

&l 2-13. #r7 R EiESH (SMQ) K BER G

2.40.4 PATHE R B IA/E AR L R

W7 77 & BT EEG N (SMQ) & — AN B B LA B R ARIE K E S AL SMQ. BEHK

GERZ AN, SMQ HIBHATZRBL T A B XA AR ARIEMIEE S AL SMQ (S,
[%5 1.5.2.1 %71 ) . A N4k SMQ Hh i ARIEL &k, MimfEH EZ SMQ.
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2.40.5 H7 7] R BT ESHT (SMQ) 2% STk

e Stedman’s Medical Dictionary, 27" edition, 2000 ( (4 & [ 23] i )
2000 55 27 ki)

e Merck Manual of Diagnosis and Therapy,17™ edition, 1999 ( (Bk7ii247 F
M) 1999 5 17 ko

e Vestibular Disorders Association,www.vestibular.org CRiEEIDEER M2
e Otorhino-Laryngology, James B Snow, Jr., 1979 ( (H-&M1RE=) )

SMQ AI14678 28 17.1 i 109
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2.41.1 X

AR (SMQ) MR 0%, UV BRI BN R4 E

2.41 ZF R (SMQ)
(2005 4F 4 H1EAAEHRBO

el E

o AR, ERAREMKNPAARE, NERXLEARELEARY K
21

o FARFFHER AT T SMQ
o JWRWHES WM KM ARLE

SMQ G SMQ Ri&
20000008 | ERHAFHERG &t e HIFFEL (SMQ)
20000009 | JFFHF b Hope 18R EE ZE R E (SMQ)
20000010 | FEEECEIEHFA (SMQ)

20000011 | #E/EG 1A BRI B RE (SMQ)
20000208 | fHitE 0 (SMQ)

20000209 | K759 FERT I HERE (SMQ)

20000012 | R EAFEIE (IR FLE ALK (SMQ)
20000013 | JFR. P FFRE LRI R AT i hidE (SMQ)
20000014 | JEKHEGUEIEEE E1ERTAE LT (SMQ)
20000015 | SAFFAHHIHEMFIH 1l FEAF (SMQ)
20000016 | /7 z5/E7 (SMQ)

20000017 | AFH15 H-5 W0k BT 5 FHFH (SMQ)
20000018 | AFAFIRZEN 7 (SMQ)

R 2-4. EFHH (SMQ) HIERE

PAEAEA TR G R — AN SMQ,  Horh A B il 5 25 A R AT
WK R — B RBEREM I HE GES WU BRG] —7 .
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EAE& SMQ

2.41.2 PNIHEB R UE

w = SMQ A #ATH (SMQ) BAEINITA 5 A IR .

SMQ A mALF 5 SOC KIKIIARTE, HHAR SOC HiFFEZAR
15X SOC f1iH 5 250 E ] SOC KEK.

FEAR G AN RN, ARIEHF 2 O TR iR, mAE £ S il
ARG IR AL AT SMQ KA, 7520 M Hatiid Ansg
e = e A e T B

HERITFHER) 5258 25 EAERENL (SMQ): T4 SMQ T KK ZHARE
J&T SOC A28 & i) HLGT #HH % 45k 2. 15k HLGT H £ RiE
105 S S A ORI 3 W AN s IR e ], B A IR 45 R BLERIE
WHMANE R, oh, XA SMQ B SOC M #4500 HLGT #F4H
JELRFEAFRI T RE, LAl SOC Hr/b% PT.,

T HF el 1 IR BT 2 JEE 28 (SMQ) AR A0 5 57T e il T I
BRI R B E SR AE A R I AT RAE ,  REHRRR 1 $670s el ¥ I 51 RS
SOESIRAE PT, W PT JFop e e 14 a e HoAh o Fim A HERRAE 4 o

NG A I ATEB R (SMQ) - L N2 SMQ I HIFT A KRB & T
SOC R, HIERMEFHAHINE (EIFELALEARD TH HLGT 41
ARPELFENT AN BRI SRR ) e A% A i g

RIEFFFEIE CEIFFELRALE AL (SMQ): MR SMQ FHIFTA ARG
Y&+ SOC R1E. MILRIEEAHHIIHE (CIFREILFLE L)

IR ZTHEAL R IE 1L LUSER A R AT 17 071950 (SMQ) It T4 SMQ 18
AN, RS JEERA AT (SMQ) Bl A il . it SMQ AEFE PT

PT M TN NHFRE P R DL AN R 950 (SMQ)
HARAE E 7 INE] MedDRA 10.0 i) SMQ A, “HF5i4% X i y2c 38 itk
RN B 2GS B G (g, RSB, e TR
AMTi. HP T ME R 1Z PT MR BRI REIRAL, DU e & JE/M 1 45345
52 AN T AT 35475

G HFRIFERTEE M A1 MR (SMQ) : IH R 2% SMQ B4 AT Re DA Dy e %
17133 B AR Bt L R 7 7P B, DA B R 8 R 777 A ) L R 1 2 K i 22
N2 SMQ HHIARIERH SOC AL 2

FERIHE -5 RS SN S F AR (SMQ): It SMQ A3 0 H: 5 W5 kS AH S 1
PIRARTE . XEEARTEEHLM N H SMQ ¥y RiET, KHANEELRAMETH
JHF 451 2 IS 3 B AN R SRS AR AE .t a] i H At PR S ) 5 T RS A OC
H Can: L) ATESE TS SMQ .
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EAE& SMQ

FFIAEIRZEN TP (SMQ) : TR AL & JEH SR URAT ORI o« IX AR
FEHAR T 2 SMQ IR, PUONEE R T NI F N EE AL R

W RE I AR -

o I HIRRIPEE AT R MPBIR ARTEGHERR -
o A TR G REU A IE W A5 R AR A ARE i HERR

o TEEE Y BCIRET, A S AL S R (20000011) &,
NERFEN. ETHARCEN, EHAETREEHX—F%L, TIEHREMREL

=

o  HISMI T BRI RE ARG BEAHERR o

EE: £ 141, 5 SMQ F/ TR AT HIFHT FHHASMQ) B iy 44 4
FFE 15 -5 R FT AT &5 AT R(SMQ), 7t it SMQ S I Ui B .

HE: 7E 14.0 e, WASHIT SMQ CIMACH T SMQ &5 H
HIRF B, AIAERI PR R ) A B A/ S A B R S
/ B BEEE S TERAN R F A/ =6

VERE: {04 121 Wb, ST UUF R4 SMQ M4k

5 12.0 iR T4 SMQ KISERT 4R

5 12.1 R T % SMQ KIFT £ 7%

HF A BES 2 I FE TR — £ E Y
# (SMQ)

HFGLTKNIITNG — EIEFEE
(SMQ)

HFh A BES ZT IR — I E
FH1F (SMQ)

HFGZGYRITHII — (™ EF
(SMQ)

R #5018 (SMQ)

RAIERFrEIE (E75HRFLE AR
(SMQ)

1] BE-GHF AT HY G il 11 7 1 B 1
(SMQ)

L HFRIFE R HE ML A1 H1 1 FEF (SMQ)

#2558 12.1 RPEMIFR (M) KITH SMQ ZFRET

SMQ A[1#6m 5 17.1 iR
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EAE& SMQ

N
e

KA RIS URIE)

T T AT EBHIAE Y TR BRI ZE i (SMQ)
FEAR SN AL LT (SMQ)
IS ZTHEAL R LR A R T 202 7 11977 (SMQ)
TR K (SMQ)

W E5R (SMQ)

RN HI IR 2 KTEATEIR (SMQ)

25 12.1 fih, #5BUR N2 SMQ v B O B3 T SORIBk A

R R 12,1 [, KLU N4 SMQ KB E SO ELE B S B ORE
CZRMX ST XRIE) -
FFHTE TR KNI FEATR (SMQ)
RIEAFEBIRE (75 NFLE AL (SMQ)
GRS PR BN B BT B AR (SMQ)
LR EE ML AT 1 7 (SMQ)

Q)

- PAFIRFEHT 7 (SMQ)
2.41.3 B &R
SRR
(SMQ)
(20000005)
|
| | | | |
R ST R KESIAG H SRS
AH I BT SN,
e g oo Q| | ety s R
% (SMQ) A (SMQ) (SMQ) (20000018)
(2000000 ) (20000014) (2000001 )
(5} 7
| I I I |
SFh S I A G T I
i — 13 wRKT . R LR R R
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e Melkersson K and Dahl M-L. Adverse metabolic effects associated with
atypical antipsychotics: literature review and clinical implications. Drugs
2004; 64 (7) 701-723. (53R BRURE P 245 M0 H 50 O AN RARIE S . 5T
IR [0 AT A% I PR 3D )

SMQ AI14678 28 17.1 i 121
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

2.44 FBHFHE (SMQ)
(2013 4F 3 HIEAEHBO

2441 EX
e 7K SMQ H1:

- RS XREEETR. PSUR A Al B S S R4 / R
R / i U ) HE e s R

- BERRARE S BB / S BUNA R T AL =
- DX AFERE RGBSR, 41 Coombs 7338

o HTEPXPRER B R) SMQ TAFFE (W SMQ /< p7. SMQ 1l
HEAHD

o EREEVE” W AR R L IE ] UL KBS B A SR B 1 Tk R N A
PN IR
— T A2 PR A P R T SRR i U

o SMQ &R ELE R 2 AREA SCVEIX 0BT / 1 iU N A5 5 F A
HAwJR N, Dk, & EEE—D 0t SMQ R R 6

2.44.2 INIHEBRIRHE
o YAN:
- FTEULBIETELY) / BT R / i B R
0 WX = MHCHEEFEKZ — 1
0 J7 X = A HER H AR K (1
- RO / SRS R ARE

HERE: EFZHB0T, AU R ESE, —5% PT /A% Lk
JUSGERIARER N, HIEEARBESELAZEGAY) / MR
RetE. filtn, H7E MedDRA WA EIMR L B R RIENT, A PT &
MEER O SEED REFETM / FEESERRE (7 GERED PN
Wo R, 7ESFEERGACARIE S, B PT M A VLA M P IREE
INNFERRE X 2, 1 PT Bl PT BN PT Bl fFAERE. PT B
hiig 5. PT N JLEERT PT BV EERN BN TE I ARTE N .

o FEx:

SMQ AI14678 28 17.1 i 122
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

B B B e I AR
o SR, R TEEE X EAE, W NS %GR INZERIE A TH
W) HLGT 5L %5
CHUENNR HTL ZEAE /AR AR RS
B o ARl S A I e B PR AR 1
0 WRFFEIXLEE QRIS —Fh 2P 5 OB I OB A & & i)
W P35 KB PT 472 1457 258/ v
SHAME A X BORE, W PT 317004, PT /508, PT &#
bk
TG ARTE, W PT M7k PT Bk Hiky
59E25W) / A R JR RAH L KIS RRE RAE,

_ wn PT IRz 1EZHZ

2.44.3 EEPE (SMQ) % CHR
o [RFZML]

123

SMQ A[1#6m 5 17.1 iR

2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

2.45 FILE (SMQ)

(2008 & 9 H 1 =Ad FH ko)
2.45.1 X
o EMLE E SCAB KL &
L4 Tﬁ

- AR O Rk Ry P e LD
- A HA R (R R L)

BE A AR E, MURZEE 140 mm Hg, #F5KJE 90 mm Hg, #IU4E
J£ 200 mm Hg, #F5K/& 110 mm Hg

Y% (2003 ESH/ESC milfil R iayT#EFE Y A1 NHLBI K AT FEFR, ALk
HAET 120/80 mm Hg. i & AT BA LA I & 120-139/80-89 mm Hg K7t
5E o

v L LS RTS8 SOR LRI 558 D EAT V0 A8 23 A AE

KRy B B TOREIR R BE LI & I 5 SR € 2 13 e ML s

PRAEFNREAR :

- SRR (DU E LD

- ARSI HANAR RANE . ke, AL, S ST DA R
sRAN %

- SUMEIMERANEAT . S i PR ER)

- EILEBUERE R M. PR AE DL A s &2 4540

- MREJTHRRIVE . PCEERE . RN ZE B I A R A B UL
iDL

JEUR A v L S RS B AR, a2 D S IR NS KR4, e A

B AL .

e 0L s 2 51 Lo LB ZE AT o S o ML A ) B XU R 2R . 12 I S

JT T B,

2.45.2 ZN/HERR IR

PN
- A FUE IR AR R e LR R

SMQ AI14678 28 17.1 i 124
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

GRTEREILR (e i IUEP ST PSR 3 RIORE IR . 844
WERIIBILE (0: PT PAMBYE RIS PT B I HERS L)
PT (Rl AE, [R5 ST R LR

FEIRBILE, e PT S6J6 TR PT FFRGF 5 R MR £
L RGP R
SRR A e R

FILR RS9 BT PR, e PT R LM B

FHEAH ML, KRR E IR, Wi PT i SRR
R . G SEEERIR M &8 B 2 RIE, TR B AW SMQ, 4. fk
M ER (SMQ) AT AR A28 2 4 HY AT I 7= 4 (SMQ)

o FER:

A RE -5 e L AR 6 BT B0 L (R e R PRI AE R, e PT e kit
0 PT AIEZEAE

PN RK IS R 1Tk R HRE A i AR P e I S B AR AR R AN
TN

e L AR 2% 2888 B SR I8, e O IUVRESE. X SHAKEEACAE, BRAE
A L

X R L, HERR R N (AR R I, e K AR
Bk

011 1K= KW S b (P 1 VRS 0 SN 792 BN 8. =1 e N
e LS PR ARAEATREAR e SR An Sk =

RSB R M S ILE R TE PT BRI . PT FERRZESAE. PT
RIEMREEG LRI UL PT & LR AR

AR WL R — PO R RAE, I SMQ I P AT IS R AL SMQ HHERR
I Bl ARAEATAEIR DL S G R ATE I AT RENE (352 B CIOMS LARAL 5 s SO 1

[%21)

o WP WA BAT AR SMQ, G B Lo (SMQ) LA #7774

ZER G IR M B A (SMQ) LAFR HY ey I = 3 35 45

TER: AE 14.0 ik, AM/A(SMQ) AR sEis =i B ARTE s, BRAE
AT 455 2 11 e ML 12 i R 2 MBI S R BE X 38 1 S o 3K SMIQ AT A 2 9k S

HIARIE .

2.45.3 PATERFIN/EREHE R
AL (SMQ) BA B SR X RARE . MU HES N 158 1.5.2.175] .

SMQ A[1#6m 5 17.1 iR 125

2014 £ 9 A

MSSO-DI-6226-17.1.0



EAE& SMQ

2.45.4 F /& (SMQ) &% CER

e Journal of Hypertension 2003, Vol 21 No 10 ( (& L/E4«&) 2003 55
21 &5 10 #D

e Journal of Hypertension 1999, Vol 17 No 2 ( (&L/EZE) 1999 4% 17
B 2 3D
e Harrison’s Principles of Internal Medicine, 16™ Ed (2005). Part 8, Sect. 4
( (W HEIB AR 25 16 iii(2005)5 8 #4554 1)

e Dorland’s Medical Dictionary, 30" Edition, 2003 ( {i# % [K [RIfif 12 2 in
) 2003 455 30 fi0)

4l

7N

SMQ AI14678 28 17.1 i 126
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

2.46 &4 IAE/SIADH (SMQ)
(2007 & 9 HIE:XEFH RO

2.46.1 & X
o PRI, RANIMES S RERA R, W

- B LERIEEAS. O, A, B REEEME. HURERLEE
AR REVEGUE . S IURIE . SRR R R . MKk, VS
SIADH

o fIRANIMAE RS LASE
- RIS ENE: EAAHOKSFE (Rt BEYE S350

- AR AL 2 AK R A O I 3 38 B R R ER B L3
O

- ZmEEtt. A EWEUEE MR E (B ILE K2 SIADHD
e SIADH 5&MERA <, .

- Mo OUHZR . PIRFZE RS (CNS) HF CHRG PP H i/
i SN % BRI ) B CRRGLPEIm 2 . G5A% . 18 g B 7k
L ZE 8 s )

o RAMIMFEF SIADH &5 & F25W4a %, .

- CNS EMEZM: =3 RPUMEE) (TCAs). HlEALEEIHIF (MAOIS).
PP ML PR USR] (SSRIs). HPERE . Hifthikzy COuHgR57E
) BLURKEH] 25

- AEBEIARZEPT R Z) (NSAID) Xt 2.k & F oy

— MRS PR AN PR A

- TR OO0 SR P IR

- R4 R B (ACE) 5

- VFEZHUMIESIT ORI

o fRAANIMAEIEH & XN IMIFH < 135 mEqg/L

- WERBHECK RENE, WREEAH R

- WRTE (LGS < 120 mEqg/L) Bk B, U H B BTOK A 4k
FEAE IR
O JRZKMEEAR: SkPUm. PHEROHT. € M JPEAS. W . REL. ATERE

TG Bk DA S vk

SMQ AI14678 28 17.1 i 127
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

o HAMSEAR: oo MK PASILAI TG I B A R 2R
o HAtseie=fams (B 17 MIEMHEIR « MARE/RZIERIREERD
PRIZIEE T PR R R IRV IE IR P T v UL PRI EE T fry B A

o  HRAEHERR I A ARBA ILIEE A DX KA HE (1) SIADH 2 Wy

2.46.2 PN IHEBR bRt
o HIA:
- RV RS IR
o [RANIMAE
SIADH
B ILE BN B T PRI SR i = A 2
Fa 7N MG B SRS I8 R IR B R PR SE IR A A
TR PRAWIR FE AR 1) S5 =5 A A
TR 7 PR BE IR V5 125 e A P D48 1Y) S B S A A
PT 7 (T SIADH FIRIEFIFER 5 2L
o PT mi7kpt (FiHE SMQ M4 5D
- PR RO SEAIIE. SIADH JUNASE, PAK S s8R 1T R
PRIGUE R JE 7 B A A DG PT
- TR RAFEHARR R MR AR PR RIBE R R S E 1 PT. fan KA
M AEA/EL SIADH [ JRENEEE JREE RIKEE R PT PT A3l &

0O O O O O o

PT Wik p
o HERR:

- EZHLL AR SMQ K E B 1 40 T

R RANIIE /L SIADH 2 Wik 5 R A TEAH S SL IR =R A . H
T RE LA TEHPRE S W AT Rl IR Ses2 I8 A A, X BB iE U o8 P 5 [
WM& R RIFEH (AR RELEE) , BOLRE, FroAR & X E R
PR 245 DL ST 045 FH 0% S 06 S5 G 7 45 SR 5 i 2 2 Mt SMQ  HHHERS:
FRE, fRAEACEEI (. Fl, Rk, BEIRBOIECELEIR) KR 6I L
BAEWE ML ZR AL R R HEGH ML SMQ FHRR, KN, E
R TARREFIER, WEMAESEN, s rE BB R LT
BRI SE A/BY SIADH 783 25 SH2F P s DR .

SMQ AI14678 28 17.1 i 128
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

2.46.3 PATHER BN E HLE R A

£ M JEISIADH (SMQ) B A S ST VAR AE, FAUiES N T3 1.5.2.1
Ml

2.46.4  fEHMIEISIADH (SMQ) B3k
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Management. Tisdale JE and Miller DA (Eds). American Society of
Health-System Pharmacists: Bethesda, MD, 2005. pg. 611-624 ( (HiF|
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phosphorus homeostasis. Pharmacotherapy: A Pathophysiologic
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2.47 AMEFHRIERBLRAE (SMQ)ZE 3CHR
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
2007; 25: 5875 — 5881. ( ({RERMAEIR (HHE) /9L 2 30 e Jm 1Y)
ARFAF: b L REIREE . A A RIE ) O

e 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.

O (RBR BOEIR B g % A RS R 98 (VAERS)) )

e 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. ( (52%)Lf1) &
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 Daptacel® [package insert]. Toronto, Ontario, Canada: Sanofi Pasteur
Limited; 2008. (Daptacel® [N & it B 45])

e Recombivax® [package insert]. Whitehouse Station, NJ: Merck & Co, Inc.;
2007. (Recombivax® [N & i 85D
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e Satyaprasad V Alapati SV, Mihas AA. When to suspect ischemic colitis.
Postgrad Med 1999;105 (4)
e Michel Huguier et al.Ischemic colitis; Am J Surg 2006; 192: 679 — 684
C (TR pRsE B SIS 2 ) )
e Higgins PDR, Davis KJ, Laine L. Systematic review: the epidemiology of
ischaemic colitis. Aliment Pharmacol Ther 2004; 19; 729 — 738 ( ( &4t
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e Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988
August 13; 297(6646): 473-477 ( (SRR AHRRZIR) D

e Westfall, CT. Lacrimal disease. Curr Opin Ophthalmol, 1995, 6;V: 100 —
104  CHEZR) O

e Thampy, H. Eyelid and lacrimal disorders.
http://www.firstinmedicine.com/summarysheets files/Ophthalmology/Eyelid%20

and%20Lacrimal%20Disorders.pdf ¢ {&FpHREGAIERRZR Y > CEAR url 3
(N NEIRPIED)

e Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999
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e Braunwald E, Fauci A, Kasper D. Harrison’s Principles of Internal Medicine.
15th Edition, 2001 pp 285-9 ( (MG HLIEMANFLF) 2001 45 15 fEE 285-9 T

e Weatherall D, Ledingham J and Warrell D. Oxford Textbook of Medicine.
Third edition, 1996; volume 2 pp 1541-44 ( (FEEE$S%) 1996 F5 3
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e West S Epidemiology of cataract: accomplishments over 25 years and
future directions. Ophthalmic Epidemiol 2007 Jul-Aug;14(4):173-8 ( {(H
WFRIRATIRE: 25 SEWT TR NS TR s ) )

e Abraham AG; Condon NG; West Gower E The new epidemiology of
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e Robman L; Taylor H External factors in the development of cataract Eye
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PT GH I FES &l RN E fe— -5 S BE IR SRR W A R JE %
HIRFIR SR B AL

55 e A B e AR DR PR A ST )RR, -5 3 BB A AR 5% IR T
R PRI AT e IUARE AR GRS S 2R

PT JEAER PT K AEMIARS, XEERTEEAGEHIR 2T HdE, =
2N BER ROMIR [E]AH 5% 52 41

R AP WaE 7 LSt H o sin T I FH AR, ATRERRAIA
PT Mk, HATEIX— PT fixd R4 itk

2.55.3 $UTHR BT N/EHRE RS R A
HER i ERT (SMQ) BA S SN SR ARE . VEAIIES I T45 1.5.2.1

Tl .

2.55.4 JEFrfCHER? (SMQ) S5 3R

e Robles, DT. Lipodystrophy, HIV. eMedicine, 24 June 2008
http://www.emedicine.com/derm/topic877.htm {33455 S5 g 7 A 15t FE ps )

e 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 (2008 4F 2 J 28-29 H#E WHO [ R IME R B &< Wibts ik
filt: ARV ZGWIA R FHAE. Bflw X ol SEE =12 W Aa 7 I DA

K

BRI (FEFE) ) )
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2.56 ZHFBMEME (SMQ)
(2007 4 3 AI1EMF AR

2.56.1 B X

BB E X, ESEM LS EH (W1: DeVita et al 2005, Peckham et al
1995)

It SMQ MU T SMQ A, EAT KA BIE R KA R 5T . BT 2%
SMQ FHMAEH], R gE A

o Y SMQ /LA IETA HHINE (SMQ)
o N2} SMQ M HFTARHE (SMQ)
o T SMQ IR ITRIZBIEEE (SMQ)
o T Z SMQ M trE# (SMQ)
SR P AR R LS AR TR, 155 % A AT AR (SMQ) L0k

2.56.2 IN/HER AR
N

- BIEECIEIE A 9AE (SMQ)
0 T MedDRA P4 B J5i A~ BH 1) iy AR

- BIEE R KNHE (SMQ)
O ST R A DT FE AR T

— BRI IT RIZ R (SMQ)
o HI TR 7 WAtk R (KR 7 NS Wi RS
o H AP R B 4 B F TR YT AR AE

- WEEEY (SMQ)
o ¥ KJiEitr V) MedDRA Rif

o W 1 ARERIN IR AR EIH LY, 1S5 Mk
http://ar.iiarjournals.org/content/27/4A/1901

o FFEx:
- FERARIE
- WRREMERATE
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0 JEARIERHEER”
AR 7E 14.0 ierh, WASETI T SMQ TSI T SMQ #EFEEL 1T AW I
AR PR R B S A/ R BB R R S/ R SO S
JRANI R F A/ S

TR 5 EMEE (SMQ) BRI T SMQ“#E M BL 1 E A 987 (SMQ)” B 1EAR
KB MR, HP WA R TR MR, oA HAh SMQ A F 2k
SMQ & BARMBEFIEBAL KB SR AR, 0. &SP A 15T PR
W (SMQ) LA R 26 SMQ #1455 HE I AN I T HERTE (SMQ) -

R T SMQ &M RIET A2 B E (SMQ) ISR LYY BURURIETT
(P& Fh PT. [RSNGB 59 KA R SR 40TT B3OS 71240 25 1) MedDRA
LLT, Hi% T SMQ J R %iXt MedDRA LLT. X% LLT 3:A 54097 808U 7%
PT AN o 75l 4an R
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T e BRI 1ITIT BECAIR
MR F AN A g
=) 7/ Vi gy o]
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2.56.3 B
T s
(20000090)
|
[ |

BUSHEE AN | | po i oo %ﬁﬁgm%mﬁ r——

il (20000092) ST SR {E (20000094)

(20000091) (20000093)
I—I—|
e ( SMQ) MRS
(20000194 (SMQD
(20000195

E 2-16. A (SMQ) KEREH

o I FEIE (SMQ)
- B EMEE T ANBE R (SMQ) R ML 576 )7 RITi2
(SMQ) — 2, TR Fi8 7 T 14 i I8 A S 90 RNt A 0% 1A e i 45 1 5%
P iR AH ST R BRVA T 1A 2241
TEFERANMERN B, WG RIL PT A ZF NN RIS, TR A
BRI E (SMQ) R %R P R IE PT. B il R R34 MSSO DL IF
MedDRA 432K,
VER: BT IFYIRR & B TR Y7 B S o] ) T A S 1 i g 1) B i — R T 42
BAE, DI PT A7 C R E N XARVEISINEEE 17.0 MR AFE5 147108 (SMQ)
o, DU BER 5 261

2.56.4 PATIER F A E L R

AN (SMQ) A& — D RAE B R ARE R ZEHAL SMQ. K, *FF L Aifr
H R SMQ, HNHERE NHEFEMERME. REREMZ S, 1 SMQ
FIBATELLTH I T L RZARERIEZH M SMQ (S0 [% 1.5.2.1 75] ) .
AP R SMQ HIIARIESS ALk, Mimif A g2 SMQ

2.56.5 I (SMQ) 35 3R

e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005. ( (J&#: i 2% ERISE R ) O
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e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995
C CREME =25 ) O

e European Group on Tumour Markers (EGTM).http://egtm.eu/ (BRI HIRIFR
EYHL (EGTM) M)

SMQ AI1#87d 2 17.1 iR 155
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ
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2571 X
o MRER = — AR NARE T AR EE (NHL) FIUE 35 4% i — 2 5 o 1%
P e e
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T
- REREAMERIT AR Z AR RS (G LEDE, REAL 7338)
713K,

- SR SEI =AU U TR NHL JREET 2030
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e s Sh
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G BRIARIL
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- DLMREZ A SR B R VRS

- KHZMYAST, AN DUBSH YT %

— AT E IR A IR R A
o FIREM ML Yt Rk, thin EBV
0 HIV EBAEFH KI5

o IR KIE T HEEH

2.57.2 PN/HEBRPRUE
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- WIRFIARESGEMEROARE (I PT ZZ0M74 5\ A
- RREDTEWMIEFTEMCOTARE (I PT MG 1L I T E &)
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. i

- SRMEBRIAE
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7l
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FEE: WEEIEESNEER, vl PT A M AR 2006 FB5Y
Z AT BRI BG4y R R, WA 2 i R, WJcvkiEs
PT EHME R R BRG] . WHBIAN] W PT EHEH R, LS
= 2006 2 B HIEE .

2.57.3 M EE (SMQ) B% 3k

e Vinjamaram, S. Non-Hodgkin lymphoma (Vinjamaram, S., £ %34tk )
http://emedicine.medscape.com/article/203399-overview

e Dessain, SK. Hodgkin lymphoma (Dessain, SK., E#&4&#ER) .
http://emedicine.medscape.com/article/201886-overview
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(2013 4 9 HIEA Al RO

o HEERFWIMALLAAE (MDS) = & Fhid 4 i 38 56 710 7

- A HEYN AR % el A A D
- SR
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- ANJE L ER D
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— ABAEEEMES e 2O

o WREBERM (HDEAMABMD sk R (IS8l EYHRE )
o YAMLIBL AR LAN SR A R

- B AR

— PR GO A S A R B R

- HARAGER Croi et il g =M

o AHATFRZHIREHIN, HEZRm SR At

o EEIIRK:

- MEBPHETTMLLE (RA)

—  HORERKI)AH R 2 e PERL 1L (RARS)

— JFRiRan 2 VA T (RAEB; JRIA4IN S 6-20%)

—  IEFNEBEYE B IR I R R AR T 2 XA PE SR (RAEB-T;  JRAGZHN 5
21-30%)

- B HEEERAX A A % (CMML)

o 2008 it T2

— VR G e DR AR B RS R
- RARS

- RAEB

- MEEYEMYEfR D2 RKE R
- {X 5q Bk MDS

- TB¥ESKM MDS

- JLE MDS

2.58.2 N/FERRIRUE
i élj‘])\

- 45 MDS [HE BRI SEATAKBR AR IEARTE (. PT ELEEFI LI 12
ZHIETE HE T ILE)

- X MDS 1M & A5 VRGN A D SE L0 A B 45 RAE, WIEE TR
B (. PT 24817 (X 26) HrZhE 7))

- 5 MDS I REIA R HANA IR ATE, BIMEIZATE S5 K —okr e
MIRF R4 A (. PT 20 20068 JE)
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- Xf MDS Ifi 5 EH FRAR I T HERAEARTE (0 PT WAF A #EE A

o FEx:

- 5 MDS =AM AT R A AE AR A AR AR . REIRFI R EARTE (A
PT 2 MLE/HHINEZ . PT MBI AELG T HIHE LG L F 7 2 )6 D
BRI 55

- HBRE

R “SMQ AHEF LA IF FEA ST RER N MIRAE M E; FTLL,
R AR BE n] LR s MDS KB 45 R (. PT A5 , B PLRR
—HTCIPRER T RS A SMQ HHERR . T BRI RESH “SMQ A g7
T LA IET RA RO E G T HE IR Re S “SMQ & 1 4L "
e IRV, DAL B RE R s IR AR & A MDS H .

2.58.3 BEEREMAELLAIE (SMQ) B% SRR

e Besa, EC, Woermann, UJ, Krishnan, K. Myelodysplastic syndrome.
eMedicine, 10 October 2011;
http://emedicine.medscape.com/article/207347-overview (2011 % 10 H 10 H

eMedicine KATH (HEERHIEAELZEEME) )

e Tefferi, A and Vardiman, JW. Myelodysplastic syndromes. N Engl J Med
2009, 361(19): 1872 - 1885 ( (‘HHEKR B WL ELE) D
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2.59 HUREMHIRZEELEAE (SMQ)
(2006 4 3 HIEA Al H RO

2.59.1 EX
o PURHFIIRZIBIEEE AL (NMS) RN, AR REZ — P8 1500, HAF A
e, PLASRE. BIRBCE K H MRl XS RHRZ
BEAT R YT LI I R o
o NMS (R AN SAH 100 25 (P2 R TER 5%
o I, ML NMS HPAEIR:

- HBEMTEAEZ BRI 25Y) Cndlii-r) SHATI6 7 B3R 70 290 &
w0k

- RS AT IR e AR ) B 15 TR 2 RS2 AR sl Rl 2 e
- SPUBEBZR . LA BRIRE. TR R CURIE T R

o WK I R AE LIRSt 23 AT IR T I A B H ™ B R UL 5 L HLAA
IS, RS FEMAEDIRAR ORI K28, e, JHE/it
SEME) « FWHEXE. B, PIREZE. BURE MBS A Sk SHERE |
20 B G 220 DA e 2 S == A A R A LA, 490 UL Tl P A s v
(CPK).

o ARGTHURT AN 24 R4 S HURG A1 25 Il o5 )l PR R BB AR OR T IX i1 o

2.59.2 ZAN/HERR R HE
® élj‘])\

- P NMS ) PT RHFERD, 0. K#HC smE. UIFEZE. ZE. I
WG BIRSAE. B EMSIIREAR . A4 ulE L RER CPK & .

o HFRR:
- AR B HERR AR v

2.59.3 &y

BB E RGO ST A GGEED FES—APT Y
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K PT ZH & WA 241

o A (IR

SMQ AI14678 28 17.1 i 162
2014 £ 9 A
MSSO-DI-6226-17.1.0



EAE& SMQ

- RF A NMS s SRR RE IME 22 S e Bt g m iy (kiR
2N NMS) W) PT, Bl PT Ziftg it Zod5 L5 5 E . PT M5 245 4 1FEY,
PT &L g,

e B. CHIDZE* (JXJEHD B. C D HEME LW T:
- B2 (K#HHEPD
- CZk (NWsRESIZE PT)
- D2k (HAhAHI NMS 2% PT, R arss i)

* VR AZRXTR CIOMS XX RIS 125, B. C Al D 229 HIXT N5
2 BRPIKHEARIE. 5§ 2 BUWREARG S R ARIE UL E 2 F5HANA
% NMS K EARIE .

2.59.4 PATHEHEBFIME RS R
B T B SURN T AR AN, Dika oy 5% 145 4 1F (SMQ) & —Fh % SMQ.
XFEE G Z A BRI AR ARIBGE Ak, PAE— R miR ) ey =401 .
WINPT, S5 AT EBEAT R 2 i 1 A FE A PR AT
o L, K% SMQ TUHIMEAN NI X SMQ LUK RAHLEM (B0 [5
1.5.2.1 %] ) .

o HHMTKEREAEE, BN EEAH AR L LA RBIRRG] . IR R R
PZBIRD (RIEHRERIR/N) , WP N TEB IR RGIENEE. dirg i
W 2T ML A F (SMQ) B2 A (B. CHI D) » FIHZEZRLIER
ESEIPIsLifR

2.59.5 FLFE 2GR L B (SMQ) B 3CHR

e Levenson JL. Neuroleptic malignant syndrome. Amer J Psychiatry 1985;
142 (10):1137-1145.  (PUkEHIRZBIELEEAE) O

e Caroff SN and Mann SC. Neuroleptic malignant syndrome. Medical
Clinics of North America 1993; 77 (1):185-202. ( (HikEHG 25 %255
fiEd» D

¢ Neuroleptic malignant syndrome. Diagnostic and Statistical Manual of
Mental Disorders (4™ Ed). American Psychiatric Association:
Washington DC, 1994, pg. 739-742. ( (R 25 48T 55 DU AR
1994 5 739-742 T2 (HUREMIRZEMELEAIE) D
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e Velamoor VR. Neuroleptic malignant syndrome: recognition, prevention
and management. Drug Safety 1998; 19 (1):73-82. ( (FUk:s #1524 % 11 4%
B ARB BIIa AT 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. ([HPREFRIFHRA L2
RATH) (HsS ARGV ARIEE ORI AIARAE) 1999 45 31-32 T
Z AU HIR 2RSS AE) D

e 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. ( (i KZi¥y

RIVERT) 2000 455 14 RS 139-163 Uiz (B i 25 RS #h i 25 ) O

e 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. ( (Z4¥iR)7: —

R FRAE PR VESE AR 2002 4E5E 1219-1242 T2 R0 245D )

e Hasan S and Buckley P. Novel antipsychotics and the neuroleptic
malignant syndrome: a review and critique. Amer J Psychiatry 1998;
155 (8):1113-1116. C CHr AL 25 A HURS 100 24 PR L S AL PPE ) D

e Caroff SN, Mann SC, and Campbell EC. Atypical antipsychotics and
neuroleptic malignant syndrome. Psychiatric Annals 2000; 30 (5):314-

321. C (L RERE Fe 4 ) 24 ANURG A0 253 R SR B AED D

¢ 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 (HUFREHE 25 % M S S AE AT E SRR e HI I 25 ) )
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- WH5EEARBBA R AT 25 A IEARE, W PT EA A IE
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PT B4 DG455 %)  PT B4 1F. PT HIRRGE 0. PT
BIGiE i rES . PT R A PTHIV 4. PT G2x & 1F

- PT G ML %, DRSS S IC i B & 205 1 A7 A FE A% Je P9

2.60.3 FEEZMEEYS (SMQ) 2% 3Tk

e Chassany O, Michaux A, Bergmann JF. Drug-induced diarrhoea.
Drug Safety, 2000; 22(1):53-72 ( (Z4¥151 KHIIETE) O
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2.61.4 FERRIEM A (SMQ) B3R

e Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical
Dictionary, 30" edition, dated 2003. Saunders, Philadelphia ( (i K&
fii 241 ) 2003 4E5 30 AR

e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy.

17" edition; 1999: 1431-42. ( (ERFLLITFM) 1999 4F55 17 s 1431-
42 1)

e Kasper D, Braunwald E, Fauci A, et al. Harrison’s Principles of Internal
Medicine. 16th edition, 2005, page 2480-83. ( (M5 H b Rl#) 2005 E 5
16 iR 2480-83 1)
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10 H; 52(4):526-40. )

Sherwal, BL and Verma, AK. Epidemiology of ocular infection due to
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Osteonecrosis. Merck Manual Home Edition.
http://www.merck.com/mmhe/sec05/ch064/ch064a.html CEIRFE, 7Lk KA1
Merck Manual Home Edition ( (ER7aE2FMFEERD) ) )

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
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e Grbic, JT et al. Incidence of Osteonecrosis of the Jaw in Women With
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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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e Cimatti L, Borderi M, Gibellini D, Re MC. Bone alterations during HIV infection.
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l |

AR AR TEF T BAE T
Bt 5 (SMQ) (20000202) A1 7 2B BE (sMQ)
(20000203)

& 2-21. BHESHEASBHIFIARME (SMQ) KIEREW

2.75.4 PATHERF TN/ ERE ML R HH

EEG LA DI BT SRR ITE (SMQ) BATPR ORI XARZRATE, FEMUEHIES L 58
1.5.2.175)

2.75.5 FEIEGIER A R ZIBREE (SMQ) &2 SCRR

e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005. ( (J&: JPeg=# FE RIS ) )
e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995 ( {4+
MR EZ ) O
e European Group on Tumour Markers (EGTM). http://www.egtm.eu/ CERH e
W EMHL (EGTM) M)
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2.76.1 X

o  HEHARERBTFENLZHIMIEEE (>300 mg/24h)
IRSLAE B PR AR VA AR IR BRI 3 O PR R
EVFZBEIER T, EAREEE RS (0. R .
IR FIEE AT E A #E, S5l B
FH R S SRR I B (1 ROE R FEAY) (R 7E— RAUR I A 7ED

I, B REE S HRE FRRSY 150 mglk, nlEWEER 24 /N R EE
BRI E VLB L (H < 0.3 ARH) + HEAN 30 mg/ KA L

2 EHEEAF 30 5 300 mg/k (20 % 200 pg/sr) MNMEEEER, EEK
RN K E HEE R

RIS, H AR FEE AR E AR

A REHEA TRIRIK

BHHRDR:

5 ADIR I 2K 1R
0 B/NERBIRHTEL
o  F/NEREZEMEINEAEE 2 MR E N CANBEEIRD HEAERT

D ETEE FIR
o rdm/NVE ECE A TS E
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o HEARKESHBEUMIES dnfERERRENIFAERS) 51E
o  WHMHEAHALE /NEIIRESIE (1 HCO3 JHAE. JRHE. &EMKIK
AED , AR E NI (A2 SEERA K

i 2K AR
o MIEA (VR RN R AR dE, Bl
St/ 1 B R

ZIREVER F1/R
o HMMmEIEA (il TaEsh. ke mi RO RS TED fE
RIFENEBANEAEE N, ANNSERKEHRESEEN GEY <
19/%)
o  YBNE IR EKE IR R S

E MR

o  —FhRMWAE (FEJLEMTE DEFENE W)
0 ERAREBERALEE B
o  IEEERF QHEF AT B RIS B EE S L 2
o  TijEtkt:
o  AFEHIRT

2.76.2 N HERR bR

b élj‘])\:

fuf CEART A

A RPRBEUE P HEAAFRRE (AMREG R TRAARE) , GFLEEER
HERVETHE R 24 AN ERRAE AR (BEA/NEFLEER) E8BARE. AEAR
KD (FEEEAKR BEAAN.

AREMER (HEARKRID KPFHRE (AMEEGETRERE) , XEEHT
W i 5 R PRV B LR AR I, Biltn B2 fsREE . REskE R RE CRRE K
HE) - NAEAS

PAHEEREREGAE (PT BW4ail) N, JRBERLS KREREARK, UK
B EPR S PT &5t ERK PT AMEYIMER, BARIXEIRZR I AR B LsR
EALFTRAT 1, HAS R T IR SR AL A AR 5C R P4 2R
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HEER:

- EAREEEDN, HAP O NERGIR AR NEBR, EAEEE PT BR45E
fiF

- EREEALN AR I AL CEMESNG TIE T PT 2K Z IR PT AKMERAN)
Bl BeRas . MARARZE . BARIAE, PO RETRES AT,

- EEEHIE ARG EAE IR A RS 5T 3T RIS 8T B ShREAS I, 5]
WMyE AR . BUN, WLEF A 012, GFR B2 2

- SERTEARTERHRSR

- AERIEAREGEERR, PT &7 AR5, HAER N AR B2 K2 HYOA N2
IREUAGREARE R B A IR —Fi07 20

2.76.3 PATHERFIA/RE WS R

HEFTAR (SMQ) HATF U™ SGHZE AR, TR WIES I [55 1.5.2.1 97]

2.76.4 ZH/R (SMQ) &% R

Harrison’s Principles of Internal Medicine: Chapter 44. Azotemia and Urinary
Abnormalities (" BN RIE) 8 44 #. FUR U K & Rl R RS ERS . D

Merck Manual for Health Care Professionals: Proteinuria ( (ER7ES A FM) 2
AWK D

Merck Manual for Health Care Professionals: Overview of Nephrotic Syndrome

C (BRTEBES N AT 2 [EWEEEERE] < O

Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 1. Approach to
the Patient with Renal Disease ( (HRZIHR 2 5i6IT) 2 [EMEY LEiik] 5
1 e XA BRI A # T 20 D
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2.77 REMEmA (SMQ)
(2007 4 3 HIEA Al H RO

2.77.1 B X

AN SE i 25— AN IR SIS R, B A, AR BT PR B I ROE L

B ABAERA R ERNEO N A, @A - FEREL, W EmTAR,
PREFAE ki, AT LR H BEf e

SR O i R AERR 2 AT T, B REM IR R A R PLAE R 1
DU Z A, B T AR R R R B s = I A

R P TR R A EOR R BIRMER T, (AT R I B PR S5 2R, 20 AT IR
RIHISCHE, AREISIRB IS5 2

V2 5PUERITIEAN ORI IR TG IR 5 AT (BB 25 fiz 2 1O D12 i sl B AR A
PUERVE S A RTS8 H AR5 PUE R WA R B shir 5%
X FREIRRF S BT SR (45 i 28, ) BE 7o 28 5 SR 7 92 DAV B2 i e P T -1

2.77.2 SMN/HERR R

PN

- CBRIRZE MR S i R S A R AR

- ORI E SR RIARE . AEIRFI SR IR = e B 4 R AR E

- TRUIRAER B E IR AR EARE .

- ARRERIERRERTE, DA SR RS A MBRAIRE AT E, (HAZGIA
“PERIERERR A BT B SRR

- K PT 75 PT Ml fEHE/ SR NDUA 37 i IR AR R A AT, RO RT3k
B HA DT ATER R BB =B (B, ERFMERZERYINHE, 4
RE AR LR BV 988 SO RAE . FETC XGRS 71, 12 KR
N PT /52 E OKET I Bk, @R PT 758 PT M1 475
THATPUERIIP IE R

HEER:
- ARWIARRAER W YR I A AR TE o
- RIGUIY KR R B AR -
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2.77.3 PATHERF N E WS R
BRI Z /0 K (SMQ) HATRRSCRIT SR AR, HEMUMIES I [28 1.5.2.1 141]

2.77.4 BIEML G % (SMQ) 2% X #k

e Merck Manual of Diagnosis and Therapy, 1999. 17" Edition. ( (ZX75i297 M)
1999 5 17 ffD

e Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett,
2" edition. ¢ CRRALHIR AR NIAISEER) 55 2 O
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(2007 4 9 HIE=\d kO
2.78.1 X
o EMIT LR —FIRE PEERT, AR R ISR SR TS, SRR
- =M
- 4
- WEMIELER

—  ATONEEEL. B, T A SRR REIRE
o FETEIFMMA X b, AEFILTE — PG PR RRAS, B EEO B R SRR B L AR
Rk b P i 2 H R AT TR IR )
o REHH AT H A PR AR R RSB e
- R R
- BV
- AR
- FERE R RN
- RS TR
- RS AT
- BIR
- BE%E
o FEMIILS LU B IUH K
S ¥ SS Ly Qe S PN NI | (U )
- Zion (UMK BEhA. e BRI RS
—  SETAEARERE . RS SERERE AT | 1R KA MRS A A DL R R A
ARAERERT AR AR . F L) B TACIREAT AL R 5K
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2.78.2 I N/HERR AR e
o NN

PT A8 SRS #55 i BAR RS #ps 880 Je Ho IRl (e PT #gtsii g, IRN'E 2 —
T WHIEIR) o PA BRI TG .

A SRS A0 S LR B AR A~ A RS AR IR (. PT #riZ2EM PT
HIF) LA AR TER .

Fder PT (. PT #EEHHE LG R B XRS5 R 2 LLT (.
LLT #Z#t tEAassE) - LA ERCR) .

FEAE LR B 250 SERIRB R Can: RS2 ) DU R 25 W B A0 N
FEREA (e K2 EREshFINE RS AR5 5 DLARE ALEIR
A ZYE SRR R, B RS S T e RS 1 BB 3 RS 0 2U0E 1 RS 1
it

o FEx:

FAIHI 257 R ARG, W PT J805 7@ LU LHIZ5H)7E PT Ja/r kL i
FEINHIZT 7 PT JiAg 25K IR PT 787 MR #2577 4
NIX L] FF B we LAV 2 AR AE

PT BG5S E/ AR PT B # FE R %, DN eI I AR
{ER LN

PT X &M 2 B VECLE LLT A7 A 1EERR T EC 1 3 (BLZT7)) , B
VP AR R IHAR LLT, A2 s ok & T3

PT 252y /20 S I LR LLT, (HHARVF 2 ANBA SR 274 sr 2
PT ZoP)icpnt Sl B LLT, (EHRAZ NA RS E R

PT SZHfG /LHTEHEZGP 0 LLT 28 i 2t 2 7L A Fn s i L 23 1 LI 2
L7257 mfe L 2R A /B RASRE R AR ) LECHT A2 LA 75 R AR

A RE H A A S BUE IR M) PT (31 PT APMIEN PT 76%D .

PT 2N, ONEIET SMARICR, RO AH RS R

A REREATIZ I

FEATAE PR BORE P 5 OO0 R AT BE L 3L (E A RS PO I AR L B AR
(e B RARRE . RARBOIANE M I FEGaE)

S (PT ZEMAHRIN) FEFARTE, BIIEEA RSN IR

U

AR IIRRERF B IR B ARIE, 3G PT A0S, PT FErp i I 7
PT #ILEEf B i
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2.78.3 PATHEEF M E WL R
PR AE F7 B (SMQ) BATPR SN SRR AR, HAHBHNES I 15 1.5.2.1 37] .

2.78.4 JEHIAFIE R H (SMQ) 275 30k

e Dorland’s lllustrated Medical Dictionary, 29" Edition, WB Saunders 2004 ( (i&
= R E 21 ) 2004 4E55 29 RO

e American Psychiatric Association: Diagnostic and Statistical Manual of Mental
Disorders, Fourth Edition. Washington, DC, 1994 (& [EXsH -4 K AT Ok
PRIz W 5 Gk IR O
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2.79 FishikMLER (SMQ)
(2007 4% 9 H1EMF A RO

2.79.1 ® X
o BN (PH) A& — 4 AAS W8 o i afiL e SFL 777 5 B804 0 25 36 o R L 12 R 907
o IfK PH 25
- JizhlkE s (PAH)
— VR ORI B B R I
— U T R BB AT R i 2 o L g
- 1S PR B ZE R T B Mt B K L =
- At CEETRANE LN G 2 L)

o PAH 4% &M PAH (IPAH), i EFNE K MEMSIKIILE S (PPH). 7T #4),
PAH I8 5 45 4 20000 < Se RAERIT SRk 3 11 Rk i e AN S8 30809 975 B E e
FEDS

o PH @& HIizhlikiedi & (SPAP) > 35 mmHg e, B 7E 5 HURA T 1 5h ik
J&£ 77 (MPAP) > 25 mmHg Hiti B4 & #2% < 15 mmHg i &

2.79.2 N IHEBRARHE

o ZHA:
- Slfishkiin & m E A S IRE (PT)
- R BRI ARE
- JEF N PH KRS R A CREAE
- FHXREARE

o HEBR:
- A& PH & W AR

- ARRMREREA MARE DL AR IR P2 AR T R E . B E LR ARE:
PT fEfEFEE. PT IFE X 26575 PT F2FnFe 2. PT Righife . PT 0-&F
ERTASE . PT 45D, PT ZH MR PT 181 F N7
PT WA HEHAEL . PT K2 HEFRERE . PT S PEHFREF VA S PT JE A1
HEHFRELE
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2.79.3 PITEBREFTNE RS RBUN
My kv (SMQ) EATRRSCHIT SR AR, HEHMUMIES I [27 1.56.2.1 141]

2.79.4 ftzppri/E A (SMQ) 2% XLk

Simonneau G, Galie N, Rubin L et al. Clinical classification of pulmonary arterial
hypertension. J Am Coll Cardiol 2004;43:S5-12 ( (fiizh ik & i A 2025) )

ESC Guidelines on diagnosis and treatment of pulmonary arterial hypertension.
European Heart Journal (2004) 25, 2243-2278 ( {filizh ik iz Wriay7 ESC 45
YD

Barst RJ, McGoon M, Torbicki A et al. Diagnosis and differential assessment of
pulmonary arterial hypertension. J Am Coll Cardiol 2004;43:40S— 47S ( {ffizhfik

e R W S E PR D) O

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 ( (fifizh fik i & ARG 0 A0 2 1 -
ACCP SZiElfRSE B AR R ) D

Rubin LJ. Executive summary: Diagnosis and management of pulmonary
arterial hypertension: ACCP evidence-based clinical practice guidelines. Chest
2004;126;4S-6S ( (PATHE: [zfkm e Fi2 BTAIAEHE:  ACCP Sk I RSk
far) )
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2.80 FILEER (SMQ)
(2010 % 3 AIEEFH AR

2.80.1 EX
o B
- BIBKGERALE B A R DL 3 2 Bl o)
- BN A4ERE AR
- B3k
- B IO
o JITAIXELZGHE T BE S ThRERERS, W RIUNME T RIRE R
o HHFLLTHI =ML —HI:
- JCREAR ¥ B kg A
- BIE M LE
— kR
o T TAENE Bk AR T BRGNS G PR REE B
—  RAEIREIR 38 5 DR ) sl U 3 kg 7 5 e
K= 7N bR TS AN K= IR Eo e
o MEIEH EiimAe (G, BEshliopk )
0 MERMEERAL Ch, JCofiE Py IR
o WWITHEREIRERATHLHI ML
- B B AR
- VIR ERIELE S AL
- BRIEETEA L
B IR M 6 T R S 5 IR R T L, T I R 1 AL o

2.80.2 AN /HEREBRvE
o ZHN:

- WHLR: HLT Bl &t Ew T A RTE (PT M A2 17 il 2 AN &
AR HIRE (7 AEER) BRI

- SRR R L RS
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- TR PT Bl MR EFIE S AFAICARIE, Fl, PT M2 1 5w
PT 11 #2111 N B2 st /b 1P 25D

o SRR HUT Bl BRI A AR S AT R AR
o PR MXIRRIE, W, PT SRR

HEG: -

- FMAE

2.80.3 PATIERB FETA/BHE A S R Y
B E TSR (SMQ) B B SR U RARE, VEliHiES I 145 1.5.2.1 1] .

2.80.4 E il B 1E5H (SMQ) S 3CHR

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 B2 WAl #IE R 7T ) D

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 ( ("B &Nk PeE SR MG LI B . IATR = A2 I8 D
Kintzel PE. Anticancer drug-induced kidney disorders. Drug Saf 2001
Jan;24(1):19-38 ( (HUEZAMIHERKITIER) D

Nally JV. Acute renal failure in hospitalized patients. Cleveland Clinic J Med
2002; 69: 569-574 ( (EMEE R EH) O

Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk
factors. Postgraduate Medicine1996;100: 1-15 ( (i#EE2#4E) 1996 45 100:
1-15 #] (Z9BUE 0 — 2R EZE KRG EER) O
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2.81 EMERE (SMQ)
(2009 # 3 HIEFH AR

2.81.1 X
o MRS H MARME AR R I Z Fh 24 DAl AT — A2 e X
o < SMQ 1 (R AL 19X i S A E A JiL AL 51 PO AU A R 45405 -
- LAz H
- EHIFRRZ
- BR

- SRR B

2.81.2 IN/HEBRRHE
o YN:
- BUHE:
o FTAEE MR, TGRS LR HED

o WRHHIAE
o WRMMBEHAMEREIG A, . EARILE
0 EFRTHLIMIAE R AR B ARIE
- R
0 FORALIE R G AL AEE IR K AE
0 AN E T HL IR S A AR
o FHEkx:

- HAbWTRERZ N RMEIFAE— € 2w B I RO A1, BUE MedDRA
A R AR ARE

- SERUERE
- SHMBRIERGA R ARIE
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2.81.3 PATHERFHN/ERE W4 R Y
PSR 5 (SMQ) AGPEXF) X EFEA W, HHHWESH [4 1521 1) .

2.81.4 HMERH (SMQ) S35 3R
e The Merck Manual — Online Medical Library ( (ERTEEESTFF - FELREFE) )
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2.82 JEBRJE 44 (SMQ)

(2006 4 9 H 1E=fd H kD
2.82.1 X
o [EMELF4EML (R RPF; tHFRNBEZZMER) & —MEWRR, KZHEG
(68%) ME5 R M

o JHIBEJEEIRAHRIE.
- DA S A AL R B AR 2 (¥ 3 ik HH DS AR V2 H A Hh 1) B b
o ILHVFZHAEER, 34% MZMIIFAER R M.
- 2.
o T WIZSE. KA. B AR JPEansE DL R 2
- HAARSRTT R ALD -
o . JURMEMEAMEAEL . REVELRIVE
- BN (FEAR) -
O X BB I i (1 5 A APk 8 20 S AT L 11 S
- HAhRTRERIR A
o MEEENBE . MK EN . A IR EBIEN . BT AT
o FrRUEIEIERR L4 AL REDUR, s RE . 8. IEMEAE.
o IEVCEE AW ImIARIIEA I
- B HOR s A AR Ty e
o [TERAE(K:

- R, B, TR, AN, K| RE TR R B, ek, R
JRR AN e A PER K A, DL R S AR BT B BB Bk SOREIR (e TRk s

‘D)
2.82.2 AN IHERRFREE
o ZIN:

- PT R R G R, e SR RK AN 5 2l

K
T HCURAE IR ORI AR A i 2 R A AR 2 b s SR A
FERR BN OB 1% S 5 1 L 1

- IE¥ PT BRI 7R N e 2B Uk — ek
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~F
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- YN PT JEH5KE

- MIRKEE (0. PT MRAEH E I

- MWIENIRLIR, CIOMS TAEHYE RN PT M PT F A&
o HEBR:

- AET RPF & umf el i, Joim oA - AR E

— MRRBEEANBER (e BRRPEIRTT )

— PR RPF IARTE (. PERRS EFER)

2.82.3 PATIHEE FIAE L R A
HERR T AL (SMQ) BA B SURI LR ATE, g S I 56 1.5.2.1 1) .

2.82.4 G A4 (SMQ) S 3CHR

e CIOMS, Reporting Adverse Drug Reactions, 1999, p 20 — 21 ( (R&EZ AR K
Ry 1999 % 20 — 21 U

e Khan, AN. Retroperitoneal fibrosis. 13 September 2002.
http://www.emedicine.com/radio/topic605.htm (2002 49 A 13 HM™ L&A
CEME fE 4840 ) D

e Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis.
UpToDate®, 27 February 2005 http://www.utdol.com/ C {5 £F 44kl 7 2 31
AHZHW) O
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2.83 BRSERRIIIR (SMQ)
(2004 & 12 A EAEH D

2.83.1 X

AU & — PR SUULBR , LA I BAT AR i AT 23, m] BE P AT AL DA P g e i

RESUILR g2 — MR EAE, Hom 2 BV K EIRAE, BEBULA Ry, JEH RN
MRl (CK) FHABNLIAEE (fnn: Fers Mgyl iR o=t ) « WIKF. 7. KR, L
B BSABEIF R ARG IE . BELE I LI KSR M B B UL PR 4 1 1) 8 A% A S
WE G R, BT E AR R . (HRZEORGI R REANS B, POV H
BRAR AL EBOR N R, W S (RISF IS BGE s sl) 2 AN s g
CWl: AEHRFSFVERTE) « 5% (W1: HMG-CoA ik JE B FIFI 22 e 25)
BAERES, (e ATREEL ZARMBAANERS) o BEE (W0 RO REEAISE AR ) D
SeRi . BESUYE A MATZh AME, BN AR fe KA.

WU AAEATAE IR B AR LI B0 Ml 254, T8 RO, KRR, B
PN JT AR RAUAL, RTPE S AR IS, SN LA R R g UL

HARARRS A AR AT RE BRI AN = A RIS &L, Dshid UK
WIS 2L R AR . AT RS B ™ B R SR A A SR s . = SR A AR AR
BE TRIBVE IS A BRI O BTLIS DA R R B v

W AR BSOS A 1 S B8 S A A S R ULRR Il (78K CK, JCHHE CK-MM,
W RFETED T WAERARU LIS E AT . HAsei s i )
F& M5 UUET . FLRR I SR RN RS R T o 284 AR IS e/ RO AT R e 2 2 i 119 1L 4
HE FETEE R EES L) o Al PLAER .

2.83.2 PIN/HEB R itE

e SCYE R . RESOULVA U0 oA 1R BL 3 S8 DA B 2 W A sE a6 =k A 45 IR
Wltn. PT JIALAE Gl FPT HIZL & F1RFAE (KR .

J7NXGEH AL TR ARSI, (B4R T HAh K SO e
SRIVUAIE B . 5. AR SR PT IARE. LR AREAG T 2R 5 PH 1 1.
Wiltn: PT WA Z CREWR) R PT MyLEFHE (KMEER) .

HI RSOV i BV AR PRAR B2 Fh 2 4, [ALMAR S S BIAR W] BE BRI 44 M
REREAT 73BT . 9 T XTItk SMQ A& U, BRI S 7ML,
ne e EEEARE A Al S U B RMALALIRSE (IR WL Z 8 B LA
POREAE . JEASULANERE) » SCEidE7R T B I SUULES i BV IR AR LI 1 i
Wit CEZE LM IR, CK B AR RIS s B R IRD .

N T EEART SRR, AR R SUUE i SR AR DL N Bl (i,
ASEIE HLT JD2E I PT BIPINERD o
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o Itk SMQ #ATE LAARHEER A
R Y5 MedDRA HIRLNANZ)E, LLT BLIERIE 7K 5 RIRAE PT S
BRE . L, LLT BEUIAEIRAE 54 B RIEN) AR ARTEAN, BRI HE
EENIINIR AR, (B PT S F R XRIE, e dm2 XRE.

2.83.3 PITHERF AT WS R IUY
FELPLERA AL (SMQ) BABRSCR™ SR AR, TATAMIES UL 58 1.5.2.1 %) .

2.83.4 BEXHIERA WK (SMQ) 23 CHR

e Basic requirements for the use of terms for reporting adverse drug reactions (1V).
Pharmacoepidemiology and Drug Safety 1993; 2:149-153. ( {f#ifIRIEREAR
2P B FEAER (IV) ) D

e Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999. (CIOMS F 1999 £k il (IERNR Wi K
T AT ARAED D

e Poels PJE and Gabreéls FJM. Rhabdomyolysis: a review of the literature. Clin
Neurol Neurosurg 1993; 95:175-192. ( (RS : SCRRIEED H

e Omar MA, Wilson JP, and Cox, TS. Rhabdomyolysis and HMG-CoA reductase
inhibitors. Annals Pharmacother 2001; 35:1096-1107. ( (#ESE WA HMG-
CoA i J5 B A5

e Prendergast BD and George CF. Drug-induced rhabdomyolysis — mechanisms
and management. Postgrad Med J 1993; 69:333-336. ( (Z5¥)i% K I SUVLYE
fif — HLELRILLEE) O
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e Riordan-Eva, P. Vaughan & Asbury's General Ophthalmology, Chapter 1. Anatomy
& Embryology of the Eye ( (IREIFEL) & 1 &)

e Cunningham, ET and Shetlar, DJ. Vaughan & Asbury's General Ophthalmology,
Chapter 7: Uveal Tract & Sclera ( (HREIEZEIR) 56 7 & Hi &% LI

e Gaeta, TJ. Scleritis. eMedicine, 14 April
2008, http://www.emedicine.com/EMERG/topic521.htm (F 2008 & 4 H 14 H7E
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e Roujeau JC and Stern RS. Severe adverse cutaneous reactions to drugs. New
England Journal of Medicine 1994; 331: 1272-1285. ( (Z5¥IH ™ EA R K&
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e Reporting Adverse Drug Reactions. Definitions of terms and criteria for their use.
CIOMS publication, Geneva 1999. (CIOMS T 1999 FER Al (54 R 25 x
BL: AREE ORI HFRAED D

e RegiSCAR %] (http://regiscar.uni-freiburg.de).
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Harrison’s Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1581,
1600-1605 ( (W4 HL iy EMF) 2005 455 16 fRES 1581, 1600-1605 71)

Dorland’s lllustrated Medical Dictionary, 28" ed, Philadelphia WB Saunders Co.
( (GE=RERE A 25 28 [

Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use,

CIOMS, Geneva, 1999 (CIOMS T 1999 KA (IRENRAYRN: KRifE
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Harrison’s Principles of Internal Medicine 16" ed, ( (#5 B N FF#) 55 16 fRD
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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005. ( (J&: JPeg2# FE RIS ) )

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995 ( {4+
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2.88.5 FH ML BIRB (SMQ) % 3CHR

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. ( (A &

G LLRARIEIRTT ZHAM AL AR R D

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) (STAT!Ref 7E £k BEy7 5l 15 W 3SR AL (EI7 2
FESTIRY [543 W) (07T A BENLAE R ) D

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
FELR ST 8045 PE N AR I SR L1 (s HLEb N RHY ) 2005 AR5 16 fite (A RSt
G54 ALV ST BIR D )

Diffuse connective tissue disease. In: Beers MH, Berkow R, editors. The merck
manual of diagnosis and therapy. 11" 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 IR AL ) CERZE 1297 FME) 1999 428 11 e (&h4RH 230k
VR QD)

Trethewey P. Systemic Lupus Erythematosus. Dimens Crit Care Nurs
2004;23:111-5 ( (RGMELTED O
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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 & Al (A
RV REE X HATHARHED 56 19 - 20 7O

e The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999 ( (ER7eE =T
1999 55 17 iR 426 — 430 1)

e “Harrison’s Principles of Internal Medicine,” 14th edition, pp 1874 — 1880, 1998
C (e BN RE2) 1998 S5 14 JiEH 1874 — 1880 1)
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2.89.4 BREAIRERE (SMQ) S 3CHR
e The Merck Manual, 17" ed., 1999, p 687 ( (ERITEE2-T) 1999 4E4 17 R4S
687 1)

e Harrison’s Principles of Internal Medicine, 14" ed., 1998, pp 173 — 175 ( (M55
WARLEE) 1998 5 14 bt 173 1)

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 lLIE
2RI R IR 25 050 W i AL 1) 2 ) D

e Dorland’s Medical Dictionary, 28" ed., 2001 ( (i 2 [C B %17 ) 2001 F 55
28 hi
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Dorland's lllustrated Medical Dictionary. William Alexander Newman Dorland.
30th Edition, June 2003, Saunders, an Elsevier imprint. ( (G % [ &I i 22 27 17 #
) 2003 4 6 H 25 30 i)
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2.91.5 HQRBRIIEEF # (SMQ) % CHR

Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907 (FELL KA (I8 2 K RIfR L 2
W) O

The Merck Manual accessed online as
http://www.merck.com/mmpe/sec19/ch282/ch282c.html (fFZ KAl (R v £ 2

FAEY O

Harrisons Principles of Internal Medicine, Mc Graw Hill accessed online as
http://accessmedicine.com/public/about_am.aspx (FELEKARNT (M B N R}
'ﬂl,

) )

BB BRSBTS, http://www.dorlands.com/def.jsp?id=100051347

http://www.merck.com/mmpe/secl2/ch152/ch152e.html#secl12-ch152-ch152e-
239
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#£ MedDRA 9.1 Jit, ‘BEEN—ANH 2 20 N4 SMQ BRIV H KA (SMQ) F. 7
MedDRA 10.1 i, & XIKENBEMATE 1 2 SMQ.
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AU J57 (REEEE) .
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ORI [FE AN SO E I, U e T I . B RIEIE .
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- HEBRASE ARSI AL WARAE . REIRAT ECG 4528, . OFEAk=. 125
— BB e, XEAREARZENE, S E B A L IR E L
AR

2.92.3 PATERF N E RS RHUY

RIGIHFET F Oz FIQT #E K (SMQ) EA M AN X ERAE, FEAUIHIES L
[% 1.5.2.1 5] .

2.92.4 RIGFHET SO0 HFIQT FEK (SMQ) % LR

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. ( (EAROFREHE . L¥ANAIT) )

Marriott HJL and Conover MB. Polymorphic ventricular tachycardia. Advanced
Concepts in Arrhythmias (3rd Ed). Mosby: New York, 1998, pg. 293-310. ( (F%
RIS E) 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. ( (ff FIARER A R 2590 [ b (1 8 SCREA
LR (IV): L ILE RGHEHD D

Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999. (CIOMS F 1999 £k Al (IENR Wi K
T AR HIARAED) O

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.  (F&H N EISE) 2001 455 15
R 1292-1309 T2 (PR MEL AR HE) O

Bauman JL and Schoen MD. Arrhythmias. Pharmacotherapy: A
Pathophysiologic Approach (5™ Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, 2002, pg. 273-303. ( (2593697 : — MR # AR 3 550
TihR) 2002 4E55 273-303 112 (COEAFE) )
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2.93.3 PATHRFEIM/HE RS R B
NEFIEE M (SMQ) BB R U RARE, HHMiEHiES I 56 1.5.2.1

s

2.93.4 /NE R AR (SMQ) 2% XMk

e Harrison’s Principles of Internal Medicine: Chapter 285. Tubulointerstitial
Diseases of the Kidney ( (g HEibAFR}2E) 25 285 7. B /NE A] i PRS00 )

e Merck Manual for Health Care Professionals: Tubulointerstitial Diseases ( {EZk

RS NATFNY 2 [NERBIERRE ] D

e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 36. Acute
Tubulointerstitial Nephritis  ( (HAEKIZHIS5IRITY < [HMES A EE] 5
36 F: FME/INVET TR 2O

e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 37.
Chronic Tubulointerstitial Nephritis ( (BARZIRZW 516T7) 2 [B W2 M s i
51 %6 37 % 1B /NE TR AL E KD
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2.94.3 fHBIBAFLAAAE (SMQ) B Xt

e Howard, HC, Jones, DP and Pui, C-H. The tumor lysis syndrome. New Engl J
Med 2011; 364:19, 1844 — 54 ( (MIRIKEMRLEAIE) D

e Krishnan, K, Jaishankar, D and lkeda, A. Tumor lysis syndrome. eMedicine
(October 2012) http://emedicine.medscape.com/article/282171-overview (2012 4
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2.95.5 It IE R A BT T 5/ 5 0 E B (SMQ) 2% (R

e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005. ( (J&: Jeg2 FE RIS ) )

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995 ( (4
BRSO

e European Group on Tumour Markers (EGTM). http://www.egtm.eu/ R it b
VAL (EGTM) M)
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e Savage COS et al. ABC of Arterial and Vascular Disease, Vasculitis. BMJ 2000
May; 320 1325-1328 ( (BN E P Bl - M %) )

e The Vasculitis Syndromes. In: Harrison’s Internal Medicinel6th Edition [book
online]. The McGraw-Hill Companies, 2007.http://www.accessmedicine.com.
Accessed may 8, 2007. ( (PG H#ANERIEE) 55 16 At [fELRR] I (I R 45E
fEY D
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