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e Tinetti, ME, Speechley, M, and Ginter, SF. Risk factors for falls among elderly
persons living in the community. N Engl J Med 1988; 319(26): 1701-1707.
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Berardi RR and Montgomery PA. Pancreatitis. Pharmacotherapy: A
Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, NY. 1999. pp 701-715.

Greenberger NJ, Toskes PP, and Isselbacher KJ. Acute and chronic pancreatitis.
Harrison’s Principles of Internal Medicine (14th Ed). Fauci AS, Braunwald E,
Isselbacher KJ et al (Eds). McGraw-Hill: New York, NY. 1998. pp 1741-1752.
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e The Merck Manual, 17th Edition.
e Cecil Textbook of Medicine, 19th Edition.

e Harrison’s Principles of Internal Medicine, 13" Edition.
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e The Merck Manual. 15" edition. Merck, Sharp & Dohme Research Laboratories.
(1987): 306-7.
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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.

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

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

SMQ Y& 7t0|E HH 22.1 29
2019 1 9 &
000356



74 SMQ

e Beers M and Berkow R. The Merck Manual of diagnosis and therapy, 17th
edition, dated 1999 pp 1054-56.
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Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,
definition of 1. Terms and criteria for their use. Council for International
Organizations of Medical Sciences (CIOMS), 1999. Pages 24-25.

Heller Brown J, Taylor P. Muscarinic receptor agonists and antagonists. In:
Hardman JG, Limbird LE, Molinoff PB, Ruddon RW eds. Goodman and Gilman:
The Pharmacological Basis of Therapeutics. New York, NY: McGraw Hill;
1996:141-160.

Watemberg NM et al. Central Anticholinergic Syndrome on Therapeutic Doses of

Cyproheptadine. Pediatrics. 103(1):158-60, Jan 1999.
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Polyarticular joint pain. The Merck Manual for Health Professionals,
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http://www.merckmanuals.com/professional/musculoskeletal and connective tis
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e CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for their Use”, pp 89 — 90, 1999.

e The Merck Manual, Seventeenth Edition, pp 556 — 568, 1999.

e “Harrison’s Principles of Internal Medicine”, 14th edition, pp 1419 — 1426, 1998.
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e Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp
1880-1891.
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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005.

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

e European Group on Tumour Markers (EGTM). http://egtm.web.med.uni-
muenchen.de.
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Harrison’s online, Chapter 348, accessed on 29 May 2005
http://accessmedicine.com/public/about am.aspx

Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug
reactions, definition of 1. Terms and criteria for their use. Council for
International Organizations of Medical Sciences (CIOMS), 1999. Pages 24-
25.

Commission on Classification and Terminology of the International League
Against Epilepsy. Proposal for revised clinical and electroencephalographic
classification of epileptic seizures. Epilepsia 22:489-501, 1981.
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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)

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

e Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and factitious
disease. Eye 2003 Nov; 17 (8):886-92.
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2214  ESMQ) HIEH 22

Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for Their
Use; 1999. ISBN 92 9036 071 2

MedScape: Drugs and Disease: Dehydration, updated 2016-11-27, accessed
2017-08-29
http://emedicine.medscape.com/article/906999-overview?src=refgatesrcl
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2.22.4 A/OSMQ) BIEZd =&
e Stedman’s Medical Dictionary, 27th Edition, 2000.

e Harrison’s Principles of Internal Medicine, 14th Edition, 1998, pp 142 — 149.
e The Merck Manual 17th edition, 1999, pp 1393 — 1400.
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e Fago, JP. Dementia: Causes, Evaluation, and Management. Hospital
Practice. www.hosppract.com/.
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- http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902.

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

- Demyelinating Diseases. Walter R. Timperley, M.D. Lecture. 2000.
http://www.dokkyomed.ac.jp/dep-k/cli-path/a-super/super-demyeli.html
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2.24.5 PEZ X A AYSMQ) HIAEH =&

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

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.

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.

e Major depressive episode. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC, 1994,
pg. 320-327.
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Major depressive disorder. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC, 1994,
pg. 370-375.

Substance-induced mood disorder. Diagnostic and Statistical Manual of
Mental Disorders (4th Ed). American Psychiatric Association: Washington
DC, 1994, pg. 370-375.

Dysthymic disorder. Diagnostic and Statistical Manual of Mental Disorders
(4th Ed). American Psychiatric Association: Washington DC, 1994, pg. 345-
350.

Minor depressive disorder. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC, 1994,
pg. 719-721.
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2.25.5 O HE& 9/F X FEASMQ) BNET 5
e Stedman’s Medical dictionary 5th Edition, Lippincott, Williams & Wilkins, 2005.
e Harrison’s Principles of internal Medicine, 16™ Edition, McGraw Hill, 2005.

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 |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
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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.

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
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¢ Ross R: Atherosclerosis - an inflammatory disease. N Engl J Med 340:115-126,

1999.
e Detection, Evaluation, and Treatment of High Blood Cholesterol in Adults Adult
Treatment Panel Il — Third Report of the National Cholesterol Education Program

(NCEP) NIH - U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES - NIH
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e Concise Oxford Textbook of Medicine. Ledingham, John G. G., Warrell, David A.
1st Edition © 2000 Oxford University Press.
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e The Merck Manual assessed online as
http://www.merck.com/mmpe/sec05/ch055/ch055d.html .

e Harrisons Principles of Internal Medicine, McGraw Hill accessed online as
http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosino
philic+tpneumonia+&rootTerm=eosinophilic+tpneumoniasé&searchtype=1&rootID=
12837&gobacklink=1&drug=1
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2.30.5 FHZ ZFSASMQ) HIET BE
e Stedman’s Medical Dictionarv. 27 edition, 2000.
e Harrison’s Principles of Inte FH2l= , 141" edition, 1998, p 2356 — 63.
e CIOMS, Reporting Adverse mi;‘;im ns, 1999, p 29 — 30.

e Kaplan & Sadock’s Synopsis of Psychiatry: Behavioral sciences and clinical
psychiatry, 8t edition, 1998, pp 955-963.

e The case of the frozen addicts by J W Langston and Jon Palfreman —
Publisher New York: Pantheon Books © 1995 ISBN: 0679424652 OCLC:
31608154.

SMQ 2 7}0|E B 22.1 113
2019 1 9 &
000356



7HE smMQ
(2007 A 9 & M| A HY L)

2.31

g2l

2.31.1

i

7

kIO

Klo
{0
ol
K
oF

—_

BB

Of
ol

Jo.

)

Klo
70
1ol

mjn

ol

wjr

¥

03

<
ol

7
gl

<

foF

|l
|
ol
<0
&0
ol

o

0| F8 XX OZ QEL|HLL WHLIQE 202 FuQsl7 Holsit,
1210] QULt,

H

o
-

|

X

7

100

114

SOC A Zof

L

—

717 at= A2of GLEHO|

o 7E
=0 PP GEO ).

-

/

L

H™ 22.1

X/E

=L

=

zZ2 7|E/H 2 7|&
=

&
0

cE

PT

2.31.2

SMQ & 70|
2019 1 9 &

000356



74 SMQ

N

=
=

j

=
N[
I}
{|

4

o A <AL H|

AP,
1717 &0

n o«

t

”, “7

” “X

4=

~
=

«{ i}
= L

“OlAp, “T}E) Ef

-
(=)
T

o O]

SMQ 2| Zo|of

|-
—

PT &0

03

<

ol

r
ol
100
IH
fayl
1)
jol

IF

oo
oK
Klo
UHO

o+
IF

Wk

X 2l

PT =&4 B5

| -
—

PT(d: PT =& 77 2/5)

Hp©»
L- O

X 7|EL EO[gh 77

Hf L
L O

/.

PT A 25/
JEBEER

b

E
=

X O] smMQ o
IS

4

-
(o]
—

K- H

Ct. 0]

o3

X

—

joll!

<
[\

muju

(g
Klo

7
ol

gk
LS

=

Mol AL

24

g CIOIE{H[O] 20 A

E
=

muu

1

Ct. MedDRA A X}=

Aoz 2%l

ol

et

-
o
—

X of 22 mafefop

1

of

Jo0
I
mjru

a0

T

r
ER

115

E W™ 221

SMQ & 70|
2019 1 9 &

000356



T ALEALE LLT Z/E/E 287 /S22 I E TS ZHAIZ A5 12{oli0f ot
O] 0f= &iXli O] sSMQ Of| 22 &l PT Off &okX| X2, 2t SIS dMe =
QUL

2.31.3 A /E= HHM0 F1 o F0f Chet 1

g2 o & MATAL TE X 0/4) (SMQ)0= &Ml & =ty A §0{7} QALY
Mot H 0= MM 15210 7[5O ACH

2.31.4 ZH 2 REAMATA, T Z 0/4) (sMQ) HIEZH S5

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

e Stedman’s Medical Dictionary, 27" Edition, 2000.

e Wickham, R. Long-Term Central Venous Catheters: Issues for Care. Semin
Oncol Nurs 1992;8,2(May):133-147.
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e Puscheck, EE and Woodward, TL. Infertility. eMedicine, 21 December 2010,
http://emedicine.medscape.com/article/274143-overview.

e Buchanan, JF and Davis, LJ. Drug-induced infertility. Drug Intell Clin Pharm,
1984, 18(2): 122 — 32.
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Harrison’s Principles of Internal Medicine, 16th Edition.
Medline database.

The Merck Manual.

Dorland’s illustrated medical dictionary.
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Reporting Adverse Drug Reactions — Definitions of terms and criteria for their
use. Council for International Organizations of Medical Sciences (CIOMS);
1999.

Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30" Edition.
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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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Dorland’s Medical Dictionary.
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Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update 7/24/2004.

http://www.merckmanuals.com/professional/index.html
http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html
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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.
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e Textbook of Clinical Neurology, 2" Edition, pp1085-1089, 2003.
e Cecil Textbook of Medicine, 22" Edition, pp 2379-2381, 2004.
e Harrison’s Internal Medicine, 16" Edition, pp 2513-2518, 2005.

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

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

e Aarli JA. Role of Cytokines in Neurologic Disorders. Current Medicinal
Chemistry. 2003; 10:1931-1937.

e Stedman’s Medical Dictionary. 26th edition. Williams & Wilkins. Baltimore,
MD; 1995.
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CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for their Use”.
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e Schroth, BE. Evaluation and management of peripheral edema. J Amer Acad
Phys Assist, www.jaapa.com/.

e Harrison’s Internal Medicine.
¢ Dorland’s Medical Dictionary.
e Stedman’s Medical Dictionary 27" Edition, 2000.
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e Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000.
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e Stedman’s Medical Dictionary, 27" edition, 2000.
e Merck Manual of Diagnosis and Therapy, 17" edition, 1999.

e Vestibular Disorders Association, www.vestibular.org.

e Otorhino-Laryngology, James B. Snow, Jr., 1979.

SMQ Y& 7t0|E HH 22.1 151
2019 1 9 &
000356


http://www.vestibular.org/

I8 smMQ

2.43 7t ZOol(SmQ)
(2005 = 4 & X| & Y 2)

2.43.1 Ao

2t FOHSMQ)= HH| 7| E7Y ot BHEE A S ESSID R Bl T K =Rt 0|
rtgoz THELT,

. YB SO\ 7H BT FH 0| Cfet 0f2] 39 SMQ

o TAHHQI = 2tE ZHHOK0f Tt S0 AA

SMQ ZE SMQ &0

20000008 | 7t @21 oAt ZIAL &S U ZA(SMQ)

o

20000009 | 7t 7/2/0f B A9 BEASMQ)

20000010 HIZIS A Z/‘,%’(SMQ)

20000011 | oy @ 441 £819) 2t Y HSMQ)

20000208 | 7t oras Z 2ASMQ)

20000209 | Aty Zojof orp 7f Z 2ASMQ)
Z

20000012 | otas

20000013 | 7t 7/ ML MO S| QI TEf ZF AN FHET HEHSMQ)

20000014 Zlol MAN T A

20000015 | 7+ mef 27 gl =g &'OH(SMQ)

20000016 7+ 2t S(SMQ)

20000017 | gr72 metoz £0/X 02 H ik 7+ EOUSMQ)

SMQ Y& 7I0|E H™ 22.1 152
2019 1 9 &
000356



74 SMQ

20000018 | g/A/ et 7t AOHSMQ)

H 2-6. ZF HOSMQ)Q| X

o] 2t XM S2A SMQO|Ct O & €8 = A=0|dBtshte| AN S ECHZ
FI2 ABHOZ 2FECHOE “ASFI MM &)
2.43.2 =St 7|=/AIQ 7=

FE5HX| 2 CHE sOC 9f B2

. Zeolets B0 TN YR HolEYER 0RE EED, B2
EAS YT 2N FS0|MEHS B 10|M 2BELL 0] X< 22 ofd
SMQ Ol GBI ME S EE 4 gton] T2 M X HEA A2 Yo ofE
20| ast,

o HEE YU ZAL HE B ZAMSMQ): O] 519 SMQ 2| 801 &

ch =
G4 ZA/O| HLGT ZHEHE ZIA ZBHCE. T21LY, O] HLGT @ %2 80f= 1
o

A2 M OIS 71 S0f £4] 07 80f §{0l) Y ZAL = At}
HAFQ THR1E|0, 0]2{8t S0} 0] ZA0| EBHE|X| Y, E8, 0] SMQ
]

= o
SOC Z/EHE BHOJe| HLT ZHEHE &% @ Z4/2 2 80 U T+Z soc @

74R| PT 7t EEIC,
. 2 IIIY HE FHSH FHSMQ): Ol B 71 7| AY » UL Ber &

R 2t 9 B HE

Hefof oo R

M| 2| =t

SMQ Y& 7I0|E H™ 22.1
2019 1 9 &
000356

153




[=13
=

|-

—

soc
HALE

L

—

8

SOC &4,

| SMQ

o
-

L

—

j
Ak

-

7 5 ESMQ)O|

MedDRA H7 10.0 0| A{ SMQ Off =7t ALk, “Zt

1

/L
(SMQ)

o
=

/L

| SMQ 2| & 80§
&7

o
aof
=

7 HEJSMQ): O]

2 Mlef=Ct.

(@]

j
/.

|SMQ 2ol 2 & &0

-
(@]

=

/2

o
L

+
-

o
L,

|

.

(@]
Al =0

A (SMQ): O]

7HE smMQ

-
o

=
o

[ ZF A1 Z(SMQ): O
&

SHC}H 7o 29| O]

o
[

—

O

2
o

ICt. Of

—

SHE
=

=

1

At
o

et

—

.
o

| #Al HEoHOF

OHSMQ): Of S+ SMQ

o X
= O

Ky

F

C
O/ oz P 7k 7FZEOYSMQ): O] SMQ ¥l = LAE

t

Ea¥e)
—

SOC Y& ZAM| 5

L

—

Ct. 0] 32l smMQ 2| &0

7

o

= &

glo

/2

)
=

a2

154

(=13
=

B AT

2 SMQ Ol =

-
o]

=

—

| SMQ Of] =2t &[X|

o
+

j

0| &
21 7+ ZOH(SMQ): 0] Z
H7& 22.1

/

-
L

E)
| -

/

HeO=z ofZfet E0l52 Lt

dojet £0|
0/ A
oL

SMQ & 70|
2019 1 9 &

000356



Z: ™ 14.0 O A

E (@]
AE/SE; e ofd B M 2o UdE MEe =g s F
o

y 4—1— 1 o ==
7|Z=0| 5t SMQ Y& X M 2 F 9/ 7F M FSMQ)U AHZ22 & SF2 SMQ 7t
F7tE| AT

SMQ Y= 7I0|E K& 22.1 155
2019 'H 9 &
000356



ZFH™ 12.1 Of|M, CF2

O|™o| 52 sMQ HA
(7 12.00]| A)

ME22

(™ 12.10 M)

512 sMQ HA

of 2 FEQY 7 Qe 7t &Y - BB

AN L L

021

orZ 32y Zf ZFOf - FZHE Z/AHSM
= 7 !
OrE 3219 & Ol 7} XfOf . ==
== T MM o S o
OfFZ 77 7} X/-O/ == /(/E#U/L(SMQ)
= 7 ! S
AL FASMQ) K °
S 7 HHZ(SMQ) I 2 MU EE Y ES ZE) (SMQ)

7 BRI 2 2l

Mr
Olo
ky

Y 5 & O{SMQ)

=< X0(SMQ)

Z ™ 12.1 oM, C}

SR e

H 2-7. H&12.1 oA ZF BOH(SMQ) Ot2l| 5+ sMQ H A

-

StelsMQeE =Y K o
(N

= S
CHOIH O = =& 80{2F ZZakah).

M4

AH
&

&0

7/0/ AMAY 7/ =4 /(//(HO/ 2 25K ZOHSMQ)
HIIE HE, RS J3 X I/E 7F 24 FHE FE(SMQ)

/gt G4 7FZ(SMQ)
ZF 7'LO“'/(SMQ)
Zf B O AF 7—//(/ s gl = ’L(SMQ)

QFE BHOZ E0/F 02 H Ik 7t FOYSMQ)

Y 7t U ES X ES EE) (SMQ)

&AL

MUl

Hl

oot
OF

S
0E
—o

SMQ Y& 7I0|E H™ 22.1

2019 4
000356

9d

156




I8 smMQ

£7 7 ZFO(SMQ)

S
=

/

O/ A
J

157

& 221

L=

SMQ & 70|
2019 1 9 &

000356



7HE smMQ

==
2.43.3 AE+=
7t Ol (SMQ)
(20000005)
[
[ [ \ \ |
o2 PR WOp- | | 2o HYY, FFY, ¥mg proz B a2
X HAM(SMQ) Aot Sl /o 2t ZH(SMQ) Eo|Moz g#nEl X 0§(SMQ)
(20000006) 0[(SMQ) (20000016) 74 ZH0}(SMQ) (20000018)
‘ YNNNNN1 A\ /YNNNNN1 7\
[ [ [ |
orm S ° = ZtaE s AU Ed
o2 2 71 Fof 7H B U4 A, 27|18 gE
== ot xS gl =Ab M| QF ST YOH(sSMQ)
S35 AEBHSMQ) A= A ZH(SMQ) A 2 2 2(SMQ) 20000015
(20000007) (20000008) (20000009) ( )
‘ [ [ [ |
- Il Il AMAl MO = 743
H1Zhey A SEERY UK 2 MM aolsee fﬂ‘i’fﬂ
2121(SMQ) 2go 2t 2 85 Z) (SMQ) = 7|8 o 2d 28
(=] M [=:] EH S
= SE(SMQ)
(20000010) Hd=(smMQ) (20000012) (20nnAn12)
— (20000011) ——
7t oty HM =3l oy
25y
SEMQ) zoozcgic’;/slaQ)
(20000208) ( )

A8 2-14. 2 FOYSMQ)| ABF=

7 FOHSMQ)= MZ ABH TRANO| e U2

o % SMQ ¥ HOYSMQ)= = =t 0| s = A=K 0F S =20H4,
ot SAE = e 2= E0{0f Oigh 22X HAO|Lf,

ZASMQ)2 A2 SMQ 7F ZOHSMQ) A A0 A
S H|S = 2E A E X QBT

o SFE BE 7FEOf - EEE ZAYSMQ) SHOIN, BT AUE A 7t =HO0| Chst &=
CI2 st AM2 oFF ZE1 71 8O - 5F ALZEASMQ)X| 2f ol LEEFHTH
2.43.4 AAl Y/EE= AM0 21t o|F0] CHet #0
ZHHOHSMQ)= SHE I AN HAM 20

SMQ Y2 7}0|E H{ & 22.1 158
2019 1 9 &
000356




CHS 8 7HX| 6H2] sSMQ Ol = = & A Al 24 80
SMQ O HA|l= MM 25 H A H|A

= Cf JULCEH ASF=x 2/0f, Of
k=) =

(@] (@)
X)), 42 SMQ = 5%l sMQ 2| &

MQ 2f FASICHAMM 1.5.2.1

| S
=2 Agsty 383 4= QUL

o Zt7/E9 BE FASF ZHEASMQ)

o IS/ MHY, JfZH, MO X 2 FOYSMQ)

o SfF HH M HOf- ZEE ZASMQ)

o SfF HE 7HHOf - EZ AFFPASMQ)

o I7/E YA, HRE o K I/Ef 7 24 FHE HEISMQ)
o H/ZIFH 7' Z(SMQ)

7t 2/ Z(SMQ)

ZHEE A A HS B ZA(SMQ)

CH2 5 7HX] 5t SMQ Ol = &f M| A 80{2F QUCH h2tA, &F A A2 0 =+
MM = SLot Z0HE Y0 ApMe 0= M8 15210 7|50 /UL
o« YT2HOZ E0/FHOZ H 1k 7FEOUSMQ)
o YU YYEEE Y 8F EE) (SMQ)
o YH XYM EZO 7 HEEFSMQ)
o FEZ SN ZH ZOYSMQ)
o YN FE ZHEHOYSMQ)

XXt Q& dAL A= B S 80 = 6%l SMQ 7 #& J& AL & X
SHSMQ)0| 2F =22, Rt HHER Ao A BB L &St 7F ZOSMQ)R
S5tel SMQ = =2 A A0 7t OfL|CE O & &0, 7t 42| #d S & 27|
floiM =, Stfl SMQ 2/ 2/ Z(SMQ)0l 2[d AME|l= AT == SE0HA] & &= QUL
tMo 2 S =2 27| M E 2t 71s A S XIXISHs YA HAF Zat
2015} sSMQ 2 #E1 F& ZAf HE X Z4SMQ)M |IXIsH UAS)E AME SHE
LA FOF S =& ULt E2 FOUSMQ)Lt FAISHA, ot%l SMQ E M &8¢ = Y
+T0| =5 7 BRSIC}. oot A HHElE ME6{oF & = QUL

159

SMQ Y& 7I0|E H™ 22.1
2019 1 9 &
000356



7HE smMQ

2.43.5 2 ZOofsmQ) HuEd 5E
e Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1808-
1880.
SMQ = 7I0|E BT 22.1 160

2019 1 9 &
000356



t

—

O|AF Hah el

o

Z{ M (SMQ)

7
o

7HE smMQ
(2007 F 9 & XA} B i)

2.44 HI|M/

g2l

2.44.1

]
=x

I

o

Ho

0/0
o

Ct.

o)
PN

A
T

=

o
[e]
—

I

=]
=

-~
o

o
PT: PT &4 &0y,

o
ooz

O
L
[

—

O}
LS
V10.1 0| PT =0 2

=

[«
HXl
o

_|

S
=~

-
o

4

LHEFL

—

b

=)
|
O//O

e
o

=
H LT 7t 22 2 0] SMQ Ol A

7
/
t

L

J

a1

—

(@)

St 74248t X

NSY PSR,

F

.
—

—1 OF2hof| LI K|

X|of

L

FXE7F TS RFRIK] ZHSHRFRIK] B

.
—

=]
LT EZ 28), PT 25 LT S55 215), PT L o/54%

zZot 7|1=/A 2 7=

olooz)
X 2| =| AL

=(

FEH L, BEE= X|BHO{| CH

=

_ PT 4/5(0]
ZH

.

- PT &&,PT 9ALPT 4, PT A/E0 25, PT £, PT £, PT

Mol el ofLt
[=

i

2.44.2
[ ]

o

ol

Ofs ot
161

/ OFIAf XF

L

O
o

o, PT A/l

/ OFIAf XF

L

O
o

H™ 22.1

g=4 &, PT A

cE

SMQ & 70|
2019 1 9 &

000356



- PT BHSUPT BHEY 012 HJYSAY £ HIpA0l i3t [20] &7

-=0f)

A0l =7| HZ20)

SMQ Y& 7t0|E HH 22.1 162
2019 1 9 &
000356



o X2

- Apa 3 Xpoff 2 pT 2F X|0ff 2 M a3k 2t pT = 0|24k HEHO| CHBt
SMQ E 0|8 = A2 2 XQE|AULCE

- MM/ A G0 A0l X 2 HAE 2HE pT. (B2 sMQ &/
2 FAE A ZOSMQ)Zt AS).

- Y32 =Y A= PT= LA Csh RHE 780 HoB 2 M2

- PT 0/ AfO(HF HIE0|H)

- PT O/& 8/ 20| LA AHS ECHZ L|SHAIZAQ| Otz =

EFLEE 2)

- MINMISEECZ O|0H 7t5d0] 2 = U= A S &
AT )2 HE HIEOIHO|E 2 X2 &[Tt

- 9 &= 344 S0 oAt 2 A XS LIEIL= & O0f(&HAH7}
ojsh A o] FHetol AR)

- SLet= 017} Ot “atf & 2r270|2t= S0(0: LLT 20/ g Z
Hr) = Xt AAZ T IRSIAY Vs 0| RO O 2 N E[RALCH 2L,
UEZ HIO|HHO|A0ME= EF 2 O] “Strf” T4l “SITHE BF 272
Zotgt = ooz Ol2ot 80 E E2tA|7|= A0 oY =% ULt

- PT A/ N (P HH o2 SANO|X| %5

- 3440 EO|HO|X| &= EO0: pT A/ES S O A LLT F /&2 PT
OFE SN pT A ZIEL PT E0L PT 272 ZE Y4 22, PT &

- PT &8 ZE(54d E= A0 siYSHX| ZS)

- YA XN B0(HIEE2 4 XN &A= HUA/SE 50X 2 5)

- PT A& A/2/815 AJE O/4 A PT FA S E2F O/ S &2

SMQ & 7I0|= ™ 22.1 163

2019 1 9 &
000356



74 SMQ

2.44.3 AA| SyE= HAM0| At o =0 Cfet &

LA FFESMQ)0l= SM K =g M E0{7F [AUCH XpMjet = M4 15.2.1 0

7| =5 RUALE.

2.44.4 WM SZE(SvQ) B2 55
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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.

e Powers AC. Diabetes mellitus. Harrison’s Principles of Internal Medicine (15th
Ed). Braunwald E, Fauci AS, Kasper DL et al (Eds). McGraw-Hill: New York,
2001. pg. 2109-2137.

e Vanrenterghem YFC. Which calcerineurin inhibitor is preferred in renal
transplantation: tacrolimus or cyclosporine? Curr Opin Nephrol Hypertension
1999; 8(6):669-674.

e Fraenkel PG, Rutkove SB, Matheson JK et al. Induction of myasthenia gravis,
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Costa J. Corticotrophins and corticosteroids. Meyler’s Side Effects of Drugs
(14th Ed). Dukes MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1364-1395.

Coates P. Miscellaneous hormones. Meyler’'s Side Effects of Drugs (14th Ed).
Dukes MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1520-1526.

Heck AM, Yanovski LA, and Calis KA. Pituitary gland disorders.
Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL,
Yee GC et al (Eds). McGraw-Hill: New York, 2002. pg. 1395-1411.

Currier J. Management of metabolic complications of therapy. AIDS 2002;
16(Suppl 4):S171-S176.

Fantry LE. Protease inhibitor-associated diabetes mellitus: a potential cause of
morbidity and mortality. JAIDS 2003; 32: 243-244.

Henderson DC. Atypical antipsychotic-induced diabetes mellitus. CNS Drugs
2002; 16(2):77-89.

Citrome LL. The increase in risk of diabetes mellitus from exposure to second-
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5875 — 5881.

DuVernoy, TS, Braun, MM and the VAERS Working Group. Hypotonic-
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e Higgins PDR, Davis KJ, Laine L. Systematic review: the epidemiology of
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e West S Epidemiology of cataract: accomplishments over 25 years and future
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e Robles, DT. Lipodystrophy, HIV. eMedicine, 24 June 2008.
http://www.emedicine.com/derm/topic877.htm

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.

SMQ 22 7}0|E B 22.1 214
2019 1 9 &
000356


http://www.emedicine.com/derm/topic877.htm

2.61.1 Ao

o g TS F2oE floll 2t Wt S HZUCHO: DeVita et al 2005,

Peckham et al 1995).

AN 23 0| =, ofA

o YH FZTASMQR EE FHS AL =, 2d
2hd HEY, of M S 2H X2 Al 2 XTHEX S #EX| X0 CHet
S0 Zootht [ MY o E 0| sMQ: Ay ZofSMQ)O|
£otCH]

o OIY ZTSMQ)S LIS Y| 7HX| 6t9 SMQ & T2 EICt:

- 9 EE YA FF O ZF2ASMQ)

- Y4 S HGE(SMQ)

- YY T A XE A= X EF FISMQ)
- Z Y HXTASMQ)

Ol A CC
(@]

°
Ot

Il SMQ ¢4 = A 259/ Z2(SMQ)0|=
Z 0| Lot & MedDRA €017 Z8tL|H, O =
| SMQ & L2 EICH
oY & 2ASMQ)
AN 2G0) ot A = éco"‘(SMQ)

o

OI'

7

e OF% SMQ ¥4 ZZ(SMQ)2| o1¢| &7 = Ch=1t €0
oJO/-/b"/X# Of/ﬁ’ XOA(SMQ)

- o

- BT FE ZESMQ)

A
09

= = é)l-A| E
T2 Chg 2 7HK JHE

SMQ Y& 7I0|=E H™ 22.1
2019 1 9 &
000356

215



I8 smMQ

ASMQ)2| 517l = /<= HtS1t €Lk
e (sMQ)
- M 289 H/FYt T Y ZE(SMQ)

00

o OIFISMQ #4 =T/ Y &
Y OF A

A 201 0) S/ BIAS OF

%S
-7 70O
3,

Oy

\L

2.61.2 =3 7|=/H|1Q 7=

[ ]
Hl
[ok
NS} v
N
~L

> 12 0

Ny
5N
Ly

S|
lo
Ofy
9%
wm
Z
Q

0z
>~

/]

1o ©

~L
0Z oy 0% |5
O 09 R fir
09 ry Mlr ox

@)

20

Ty
0
=
9]
<
S

0
~
02

0% ofy
Q
~

of O
09 i

/a

iy

X2 Alz & X EFZASMQ)
K| 25t7| fIoh AtEEl= A& Als & Rt "X 80

—— =

|
Z Uwl o blot HE|O XIBS

1
N

12

O

O

> 1o
4O

>

>

f o
i)
o

s
R
>
>
ofo
rn
A

f I /I/(SIVIQ)
HA|XHQt 221 E MedDRA &0
S HX| XA 2| (European Group on Tumour Markers)=

//ar.iiarjournals.org/content/27/4A/1901 2| EIAIO|EE
SHC}

O
30 O 00

|->-| 'O [[l'LI OO

Ot

o
O

htt
Xt
O

- YH = YA ZEO FHSMQ)e| 4%
o UM ITY et HEf B0 = O] o1 sSMQ GIA M| 2| =ICF,
o ZHF &0l= X|Q=ICt
SMQ & 7I0|= ™ 22.1 216

2019 1 9 &
000356


http://ar.iiarjournals.org/content/27/4A/1901

T HT 200 01A, S AlEE RIot 0|8 2482 F7tE 52|7| fI6h 4 742
F715tR SMQ £ ¥4 ZZ(SMQ)0ll FIHULE A oY ZZ(SMQ) H
OH &,

HISAHSIE Oty THSMQ)E FE TASMQ)2| 5t2 SMQ 2 7+, 444

A oY ZIHSMQ) N YAl EZ O HZYSHE 1Y ZFSHSMQ)2
&4 £5S SE Z2ASMQ) 2| 52| SMQ & FIIUCE &Y ZZ(SMQ)=
TAMBH= 812 SMQ o MM AZS A= 18l 2-16 Of LEeF ULt

0 QB AE CH S0 WG £ PT Z22HE AE(LE| B 19.1 0| A PT
I ZEEL2H] H/3f A Z OOl LLT 2 £Z0| L22h)0| &M 250
6HO|E SHohE MS MY 0| PT S 94 £E£ M4 £2 9/ ZT2ASMQ)2| AM

O= —1 =2 A1 —4

=0 7(|9-|°F As HIOUCH MedDRA =7 78% Flet #HE 20|

2 EAE T2 HA 275 7 ot BY0| A BAIE X Bote O AHgoHs
S|8El AlZ0IDR, Z2l A2 S0[otA| 57| s HTH 17.0 0 A PT 2
HHZ 7} oY EHSMQ)O B 802 ZThspct

>|
09

v

<
Q
<
- 4
=

U
%

p'_}‘
Ho

v

<
O

4% 0 > ¥
= T
J o

T YL FZASMQ)0 £St= SF2 SMQ Y'Y = M EF O FESMQ)2

2 E SRS 22 LIEFLY Y| et AO|CEH AFEXIZE EE S E M 222
S0 2t o| RUCHH, FY X A 259/ HEM LMY ZFSMQ), otfl sSMQ ¢4
YN EF 7 HHYZHSMQ) &, SiFetE 228 obd A HM =32
AMMZ0f Ciet CHE SMQ %! Sk SMQ 7F RULF.

T YY S HE HESMQ)= Y& L= YA ZFS ZFE(SMQ) H YE &
el A2 A= ZHEFHISMQ)L| 802t X, &t SY2 7te2|7]= Sale
SMQ Y& 70| = B 22.1 217

2019 1 9 &
000356



I8 smMQ

-

joll
Rl

<r
mujn

[mH]
Klo

A/

1

A
[

j

A

3

L d
— o

CC

EH
=]

| -
—

2tet @

| -

—

IEF ZXAHSMQ)
LLT

i

—

.
[e)

7y
r

/

=}
=®

Ct. 22
R 7HA] o O] Ct.

t

—

o
(e}

1 X2 A=

=
!

/

-
L

L

o

OFA! Z=OF
T O O

. 5t% SMQ
MedDRA LLT 7t QL= EO| 22|

SH PTOf| £HX| X=LF LS

ol

LLT

A4
ERl

—
o
-

Pt 2

18 28
o

K>y

H

PT

NQ
ofr

3T

8 X2 Az A ZE HASMQ)Y|

/]

=L

-
L

=

SAf

SOC

g Zoy

80
QK

/

LhA}

A &

&rof
H 2-9.5l9 SMQ Y4 =&

-

/

LL
L

/ 2/
=
g/_n_

/

=
g Sof

|}
=
o

o/ Off

= 7

O
PIES
-1 O
=
-1 O

Jj

218

H™ 22.1

cE

SMQ & 70|
2019 1 9 &

000356



74 SMQ

AS

2.61.3

.

o0
Ko

R

<0
ol

(20000090)

(20000094)

/7°NNNNNA2\

0

(20000091)

o

o0
Ko

B

ol

/9NnNNN1 A\

.

o0
Kio

-

ol

(20000194)

o

=2} (20000227)

0
ol ol
80 T .
Ee BT %0
ol
—_ o Ko
T e
<0 P
o
o 2
g °
T K o0
= Br Ko
= =
<0 pl
0
or M/_.w
BT os0 N
o 3
LT
S S
o Q
o
0

SR

8 2-16. 94 SE(SMQ)2| A

r
KO

jod

Al /== A0 Au o =0 of

2.61.4

=

=

<
RO

Ml

<0

SMQ O|LCt, [H2tA],

oot A= AHSH
P& 52 sMQ Off CHsH

H 2
[S)

Z4A
O

OtY ZCASMQ)2 AHA|

ol
=x

Al

A=

I_

X
o

Joff

017} A= HIASH smQ &t

o3

<

—_

joll

il d!

94 F8(smQ) &1

2.61.5

DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice

of Oncology. 7th Edition, 2005.

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

1995.

European Group on Tumour Markers (EGTM). http://egtm.eu/

219

E W™ 221

SMQ & 70|
2019 1 9 &

000356


http://egtm.eu/

7HE smMQ

2.62 24 EIZZF(SMQ)
(2013 H 3 ¥ H|Z} HY =)

g2l

2.62.1

(non-Hodgkin lymphoma, NHL) %

7| 2lod=
L- O—O

2 H|-2X]

— O
= YEkx o

k{0
H|
g

Kfo

ol
ujo
Kio
Al

X Al(Gil: Working

=
—

HES E0j2 o2 of

Formulation, REAL 23)0| oJofl 25 =

=l L.

]|
=x

NHL 2| 7}

—_

Jod
oo

o

i

=
=

|-B} B}O| 2{ A [Epstein-Barr virus, EBV] & C

ol

.

<0
=
T
ar
gl

o

Klo
B0
0
=8

o

| NHL 0| A=

o
Z2)0l SHHo|CH,

S Ef

=]
e

o]
=

220

E W™ 221

SMQ & 70|
2019 1 9 &

000356



74 SMQ

o o 1)
oy O uk R0 m_M
P i M S B >°
ur KO 0l N Ry 0
oo 1 _
K mﬁ. W& Mf = <0 o
=0 o - oo =
S o Thy o
) 20 = ol : S - 2
W mow  z o = o 2
™ H X T O 0% L oo 3
K 50 NI = o U = |
=r L9 ol O <F O =< ) S —
10 = <0 &I Zh 33 = o< 7Y iy
X om0 g0 & %W Mo 10 ojo Klo
n ML pE oo 4 o o
Lo sty cmg® ~ o2
D) oF o o oo W 5 gg W o[ 0 0
DL~ R ] Klo — y
o w0 Bro@m ooy Er il = iy
+Io_ﬁ mo Ok nw < 0lJ E 1 0l 0 iof ol
_.A ol ~ J-AI = ||_ I —t = - ~~ —_
4 D A K m] 0 D
ou 1o — ofl ol ol ~ < = 2
W KOECE0 o gy o fof = 2
oo WReEL Blgo S 0 of aT i
of N B0 o ¢r al yr F ook RH = 5 =
Ko™ o7 mr B0 ooz om W o H e =
H| = = 2 >~ 65 o o i U A 10 0 K
B2 T 3 B0 od <M R 10 A0 o~ =
W 2 X oU RN AD 30 R H T
o P A PR S
= ! T T T I Ly O < 09 &I
{of N H oo I I
[} & )
o

221

JEf Of8).

-
o

[}

H™ 22.1

L=

PT 2/Z 72
X<l

SMQ & 70|
2019 1 9 &

000356



74 SMQ

EZMHE Z

—
o

-

04

<0 =
m_om__mv ~ W o1 ™
_u_xmmO >0 _.Aﬂu_.._o_:_
o = o) Ko w Ko 8
<0 &2 m i & Jw
u Al ko = o\ o <
o] W . O — . o X
Y S O g% 10
= ol o 7 R B =
o_+o_|oA+o_ — ! H
-— i O =~
R0 <k o ol o
ol 51 1ol A e
go ol Wl T o5 dl
5RO A ai ST
oy o O o U X0
. |A -
> w5 S m D
oo = = A0 « TR OH
20 o7 T Ko 7 Koo =
= = X0 K —
x_o _A._o _”__._._._+A HMMﬂ_/IOT
um_Mml\ _Mma_er
._O_IED.Al_Ll A_Lll_AO
10 . = O = ™ ™
M||_| o H_I__HO_._.__._._|_|
o K Ko Ru = m =2
 groHwE T ozUEE
s DU W oo <@ P
KO5r D T o Ko 2 g p o
0 Ko b oRT - I oo X
<r Al & o0 m  kr Y %
Ko @m0 oo tT ol K =3
o o L zxNHE
I | = =
_T.A_HPPo|_
L% ok K
Kk & R0 oS

222

H™ 22.1

cE

http://emedicine.medscape.com/article/203399-overview

Dessain, SK. Hodgkin lymphoma.
http://emedicine.medscape.com/article/201886-overview

Vinjamaram, S. Non-Hodgkin lymphoma.

SMQ & 70|
2019 1 9 &

2.62.3
000356


http://emedicine.medscape.com/article/203399-overview
http://emedicine.medscape.com/article/201886-overview

74 SMQ

2.63 £ LF(SMQ)
(2016 'H 3 & M| Hj i)

g2l

2.63.1

oY 7tset Atd = Fel =L,

=N, n5, 78, F0, 45, ZLHE, A

Il

fof

ofn

=N

7 812 == UCHADR & SEISHX

==

Ol AL
oo™

)

ez

29| 18.7~56%0]|

of= 0l

tC

m
w7
Hio

At 2hxty 8L A

.

il

70

—_

OH
ol

1ol
od

qn

ol

01

Lo
ol
ol
oF
1

L

Wk

223

E W™ 221

SMQ & 70|
2019 1 9 &

000356



74 SMQ

oju
100

L

2o 7|E/H 2 7|&E

2.63.2

Jo0

IH

Flel oo e Fof 7S 7tel7|= 0. 0l2et 80= &

S, A

= MEE 727l 89

Oof
LS

S17tElA

.

ol
I

<r
i

0o

Ok
H0

—_

off

o
xr
=
ol
i

a0

o/

101
0

<0
(@)
X0
Jjo

—_

™

L]
A
JoO

IH

X<l

7t OfL|EY.

E O =
Sofez

| —
—

- 2I=XN/Ao/H AR E01: F2l0f 2faf O

g &9

prar
=

Al

0]

0o
0o

& 2f A

_ BT} A}

0o
0o
Kl
1o
<0

OH
ol

prar
=

olo
100
Kr
il
OH
ol

224

E W™ 221

SMQ & 70|
2019 1 9 &

000356



74 SMQ

- PTXHY0) bjst == NE = &z =25 /127X e =5

5 GMOIM ATt “ES(noise)y'S Y = A= HIE0|H0|n
= L

ot 7 0(0l: PT 7/7/ 24, PT A& && 24, PT &=

2.63.3 A Q/EE= HHM0 1 o F0f Cet &1

LFASMQ)O= &AMl B =T AM E0{7F ACH AbM|et = M

1.5.2.1 0 7|2 &[0 QUCt.

2634 £ 2FSMQ) HLEH 25

e Creation of a better medication safety culture in Europe: Building up safe
medication practices Expert Group on Safe Medication Practices (2006).

e Guideline on good pharmacovigilance practices (GVP). Module VI —
Management and reporting of adverse reactions to medicinal products.

e Center for Drug Evaluation and Research (CDER), the Division of
Medication Error Prevention and Analysis (DMEPA):
http://www.fda.gov/drugs/drugsafety/medicationerrors/

e 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.

e European Medicine Agency: Medication errors.
http://www.ema.europa.eu/emalindex.jsp?curl=pages/special topics/gener
al/general content 000570.jsp

e Health Canada’s role in the Management and Prevention of Harmful
Medication Incidents. http://www.hc-sc.qgc.ca/dhp-mps/medeff/cmirps-
scdpim-eng.php#al

¢ National Coordinating Council for Medication Error Reporting and
Prevention (US); 2001. About medication errors.
https://www.nccmerp.org/about-medication-errors. Accessed December 1,
2017.
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Levenson JL. Neuroleptic malignant syndrome. Amer J Psychiatry 1985;
142(10):1137-1145.

Caroff SN and Mann SC. Neuroleptic malignant syndrome. Medical Clinics
of North America 1993; 77(1):185-202.

Neuroleptic malignant syndrome. Diagnostic and Statistical Manual of
Mental Disorders (4" Ed). American Psychiatric Association: Washington
DC, 1994, pg. 739-742.

Velamoor VR. Neuroleptic malignant syndrome: recognition, prevention
and management. Drug Safety 1998; 19(1):73-82.

Neuroleptic malignant syndrome. Reporting Adverse Drug Reactions:
Definitions of Terms and Criteria for Their Use. Bankowski Z, Bruppacher
R, Crusius | et al (Eds). Council for International Organizations of Medical
Sciences: Geneva, 1999, pg. 31-32.

Simpson GM, Pi EH, and Sramek JJ. Neuroleptic and antipsychotic drugs.
Meyler’s Side Effects of Drugs (14" Ed). Dukes MNG and Aronson JK
(Eds). Elsevier: New York, 2000, pg. 139-163.

Crismon ML and Dorson PG. Schizophrenia. Pharmacotherapy: A
Pathophysiologic Approach (51" Ed). DiPiro JT, Talbert RL, Yee GC et al
(Eds). McGraw-Hill: New York, 2002, pg. 1219-1242.

Hasan S and Buckley P. Novel antipsychotics and the neuroleptic
malignant syndrome: a review and critique. Amer J Psychiatry 1998;
155(8):1113-1116.

Caroff SN, Mann SC, and Campbell EC. Atypical antipsychotics and
neuroleptic malignant syndrome. Psychiatric Annals 2000; 30(5):314-321.

Ananth J, Parameswaran S, and Gunatilake S et al. Neurolepetic
malignant syndrome and atypical antipsychotic drugs. J Clin Psychiatry
2004; 65(4):464-470.
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e Reporting Adverse Drug Reactions — Definitions of terms and criteria for their
use. Council for International Organizations of Medical Sciences (CIOMS); 1999.
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Osteonecrosis. Merck Manual Home Edition.
http://www.merck.com/mmhe/sec05/ch064/ch064a.html

Levine, M., Rajadhyaksha, A., and Mont, M. Osteonecrosis, hip. eMedicine,
http://www.emedicine.com/orthoped/TOPIC430.HTM

Tofferi, J. and Gilliland, W. Avascular necrosis.
http://www.emedicine.com/Med/topic2924.htm

Purcell, PM and Boyd, IW. Biphosphonates and osteonecrosis of the jaw. Med J
Australia 2005; 182(8): 417 — 418.

Grbic, JT et al. Incidence of Osteonecrosis of the Jaw in Women With
Postmenopausal Osteoporosis in the Health Outcomes and Reduced Incidence
With Zoledronic Acid Once Yearly Pivotal Fracture Trial. J Am Dent Assoc
2008;139;32-40.

Ruggiero, SL and Mehrotra, B. Biphosponate-related osteonecrosis of the jaw:
diagnosis, prevention, and management. Annu. Rev. Med 2009; 60: 85-96.

Cimatti L, Borderi M, Gibellini D, Re MC. Bone alterations during HIV infection.
New Microbiol. 2008 Apr; 31(2):155-64.
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e Hobar, C. Osteoporosis. eMedicine, 16 December 2005.
(http://www.emedicine.com/MED/topic1693.htm)

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.

e Dorland’s Medical Dictionary.

SMQ Y& 7t0|E HH 22.1 264
2019 1 9 &
000356


http://www.emedicine.com/MED/topic1693.htm

H¥ smMQ

=(SMQ)

(2008 = 9 & X &} bH =)

g2l

2.76.1

Aot S VIR,
Folof oty Bt=

I]N

A

Ul

HJ

i
~d

A 2f

b

10

T

i
gl

L

o0
k{o
X0

-

ol

kIO

2o 7|E/H 2 7| &

2.76.2

kIO

XN 2l

i

|

AR HMOo| 20

0o

|

e
-

=
R
oK
ol0

A

&0

O|X X|2 A|=0| ofL|2 2 H|Q|. (A&fL}, O

wlr

ol
oF
Rl
0
OoF

]

265

E W™ 221

SMQ & 70|
2019 1 9 &

000356



7HE smMQ

(SMQ)

(20000151)

Of

<

AH

=(SMQ)0| M 22 F ot?| SMQ 7t F7H=[ ALt

AEXL7E
A

Al

L
T

—

A
el

/L

=
o

H & 14.0 0| A
2.76.3 A

=.
BLE

266

S

==

=}

&(SMQ)
(20000201)

e
<)

| H2 HY=F(SMQ)2| A

9

=g

Al

F

A
o

/

=)
=x

7

ot M A Z(SMQ)
(20000200)
A
o

H™ 22.1

g 2-18. &

cE

Al

AN= MM 15210 725 0] QULCF,

F

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

DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of

Oncology. 7th Edition, 2005.

o
x//{

[ ]
SMQ & 70|

2019 1 9 &

2.76.5 9
000356

2.76.4
OFAF
-7 O




74 SMQ

e European Group on Tumour Markers (EGTM). http://www.egtm.eu/

SMQ Y& 7t0|E HH 22.1 267
2019 1 9 &
000356


http://www.egtm.eu/

I8 smMQ

2.77 o2t F2| 8l =IHE ZHOj(SMQ)

(2009 A 9 ¥ X|Z} HYIZ)

g2l

2.77.1

mm

ofn

Klo
{oF
ol
NI
oK
7
a0
ol

o
m

o
i
=

JH
ol
oo
golll
i

X |

RO
=

(Ml 7 CN 2

mjr

THEE2 HZ(XM 3CN 2

JH
oK

|

Lo

S
i
==

Ot

of

Hh
=

ol
E

Kfo

HCY.

Y d=0 7[0f¢e

)
K|o

2 LHOf| I X[SCE

ot

Hof @I XIBtE

Ofl

=

<

<

B0
O
oK
K|o
B0

ol

ol
Klo
1o
1

u
U

268

E W™ 221

SMQ & 70|
2019 1 9 &

000356



I8 smMQ

T
1 -
m_M o ~ Foap 3
- o3 -
70 N i = 02 L
7 < =1 rH © 0 - o
Ko Ry X - = ol KIo
1l oK N Klo ) [LERNT Y
- Jh o - o0 5 Do I
o 10k = 1 . T oF
= g0 = 100 = nall <4 o ™
o KY o gm0 o2 . K~
o — = Kd s
o d 5 =5 ° o S do & M
T %0 OF °F Bl OH = = gMo =
K — o IF - T o © o p -
oF 5 o ol U ol = =
] KE ol > H ) Moo 2
- g Kk = ol - = ©
_W_I m.u.* — @_._I L_L .__._ _ ™ ._H_ = -
o ol N~ I H K = o = I
T -y I+ © 1 m o Ip 10
¥ sk oC 3 ®m =4 3 % am
i Q Wam Fa N % HEKO
= = RS Kook by S gy Ut )
K - JH - alo L) o~ 55
K al W H Tk X o & T A
KY N d —~ ol Jk o =~ ™ 1
™~ /_/fD < & M o — iy ! ™| N = o T # N
- Sy  mw oA o o o oo mr Y fou
— <k of S o R o <0 . 4=
= oo Ao &Y — R4 or T K
- B P Wl = K = =R R
o N = oF = X F o Z — OF S T
o 2 — <y - . B O S Jp oo 10
N o = fo 2T K kg & 2 o K L O Ro
- —_ - —_ ™ T ~
Oy =< olo S of oy o @ of W F = = O [ L e
80 o]  KH = w0 ol b X 2 ol °F o
=0 = Wz W o M ° S H = up S WM
=0 N > d oF KO RD ooy IF K W oo & © oK o o O It
sour g = AN 0§ =] Tz 9 -
T o g zo Kk Howp Ko = o <0 O ol Hm = smw?s
= o I = H g s S0 B & KoomoB oo & S UK
mm m)@ Lodhod e s T o kK WA W M M__m S M ol
N ~ 0 =
o JH _ o= I T T I LI
ol o~ Ao = D ool %
° ——” ° o L o_ _._._|_ KI
N KF o 10 <F

269

& 221

cE

SMQ & 70|
2019 1 9 &

000356



SM

74 smMQ
EHE L2 LLT M OF2Z LLT OHZ B2 S LLT & =8
1j? AZZ0|C

otz A& EHELLLT et

2.77.3 AA| Sl/E= HA 0 At o0
oref 78] 2 £ HE SOYSMQE M HM
AMOAME STt Z

AM 200 QUCE Wk, A ZA4ap =45
= &Yot 212 =0t AtMet s MM 15210 7[FE[0] UCH

2.77.4 oro} £ Y =71F FosmQ) L& 55
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e Classifying the precancers: A metadata approach (Jules J Berman and Donald E
Henson).

e Heenan PJ, Elder DJ, Sobin LH (1996) WHO International Histological
Classification of Tumors. Berlin, Heidelberg, New York, Tokyo: Springer.

e Berman JJ, Henson DE. A Comprehensive Classification and Data
Implementation for the Precancers.

e http://www.pathinfo.com/jjb/preclass.htm , 2002 (This web site may not currently
be active).

e Harrison’s Principles of Internal Medicine, 16th Edition.
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e Dorland’s Medical Dictionary.
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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005.
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e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 1.
Approach to the Patient with Renal Disease
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e Merck Manual of Diagnosis and Therapy, 1999. 17t Edition.

e Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett,
2nd edition.
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e Dorland’s lllustrated Medical Dictionary, 29" Edition, WB Saunders 2004.

e American Psychiatric Association: Diagnostic and Statistical Manual of Mental
Disorders, Fourth Edition. Washington, DC, 1994.
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Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the

American College of Cardiology Vol. 54, No. 1, Suppl S.

Updated Clinical Classification of Pulmonary Hypertension. Journal of the
American College of Cardiology Vol. 54, No. 1, Suppl S.

014 Y4 ZA EE |2 Al (PT

Guidelines for the diagnosis and treatment of pulmonary hypertension. European

Heart Journal (2009) 30, 2493—-2537.

Assessment of right ventricular volumes and ejection fraction by
echocardiography: from geometric approximations to realistic shapes. Ellen
Ostenfeld and Frank A Flachskampf

Department of Clinical Physiology, Ska°nes Universitetssjukhus, Lund University,

22185 Lund, Sweden.
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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.

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.

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

e Nally JV. Acute renal failure in hospitalized patients. Cleveland Clinic J Med
2002; 69: 569-574.
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e Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk
factors. Postgraduate Medicine1996;100: 1-15.
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e The Merck Manual. Professional edition. Critical care medicine. Respiratory
failure and Mechanical Ventilation

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

e Harrison’s Principles of Internal Medicine, 18e. Chapter 35. Hypoxia and
Cyanosis

e Medscape. Family Medicine. Respiratory Failure
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e Khan, AN. Retroperitoneal fibrosis. 13 September 2002.
http://www.emedicine.com/radio/topic605.htm

e Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis.
UpToDate®, 27 February 2005 http://www.utdol.com/
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2.90.4 22 EH2ESSMQ) HUEH =5
e Basic requirements for the use of terms for reporting adverse drug reactions (1V).
Pharmacoepidemiology and Drug Safety 1993; 2:149-153.

e Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999.

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

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

e Prendergast BD and George CF. Drug-induced rhabdomyolysis — mechanisms
and management. Postgrad Med J 1993; 69:333-336.
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e Riordan-Eva, P. Vaughan & Asbury’s General Ophthalmology, Chapter 1:
Anatomy & Embryology of the Eye.

e Cunningham, ET and Shetlar, DJ. Vaughan & Asbury’s General Ophthalmology,
Chapter 7: Uveal Tract & Sclera.

e Gaeta, TJ. Scleritis. eMedicine, 14 April 2008,
http://www.emedicine.com/EMERG/topic521.htm

e Hampton, R. Episcleritis. eMedicine, 18 March 2008.
http://www.emedicine.com/oph/topic641.htm

e Merck Manual, 17t edition, p 717.
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bl 7 5
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e Merck Manual, Professional version; February 2018.

e Rhodes, A, etal. (2017). Surviving Sepsis Campaign: International guidelines
for management of sepsis and septic shock: 2016. Critical Care Medicine, 45
(3), 486-552.

e World Health Organization (2017). Improving the prevention, diagnosis, and
clinical management of sepsis. Seventieth World Health Assembly A70/13.

e Singer, M., et al. (2016). The third international consensus definitions for
sepsis and septic shock (Sepsis-3). JAMA, 315(8): 801-10.
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e Roujeau JC and Stern RS. Severe adverse cutaneous reactions to drugs. New
England Journal of Medicine 1994; 331: 1272-1285.

e Reporting Adverse Drug Reactions. Definitions of terms and criteria for their use.
CIOMS publication, Geneva 1999.

e RegiSCAR group (http://regiscar.uni-freiburg.de).

e Severe Cutaneous Adverse Reactions to Drugs (SCAR): Definitions, Diagnostic
Criteria, Genetic Predisposition, Jean-Claude Roujeau, Laurence Allanore,
Yvonne Liss, Maja Mockenhaupt (http://www.dermatol-
sinica.com/web/data/20091130043801.pdf)
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e Harrison’s Principles of Internal Medicine 16™ ed, Mc Graw Hill, 2005, pp 1581,
1600-1605.

e Dorland’s lllustrated Medical Dictionary, 28" ed, Philadelphia WB Saunders Co.

¢ Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use,
CIOMS, Geneva, 1999.

e Harrison’s Principles of Internal Medicine 16™ ed, 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.

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

e 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).

e 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).

e Diffuse connective tissue disease. In: Beers MH, Berkow R, editors. The merck
manual of diagnosis and therapy. 11t ed. Whitehouse Station: Merck Research
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Laboratories; 1999. Available via intranet at STAT!Ref Online Medical Database.
Teton Data Systems, Jackson, Wyo. (Version 3.3.6, 2004).

e Trethewey P. Systemic Lupus Erythematosus. Dimens Crit Care Nurs
2004;23:111-5.

e CIOMS Publication, “Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for their Use,” pp 19 — 20, 1999.

e The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999.
e “Harrison’s Principles of Internal Medicine,” 14th edition, pp 1874 — 1880, 1998.

SMQ Y& 70| = B 22.1 340

2019 1 9 &
000356



74 SMQ

O (SMQ)

F

KO
N
g
oK

N

b

—_

2.97 0O

(2006 H 3 & H| &} HHZID)

g2l

297.1

ol

oKl
]
K0

—_

N

oK

—_

foF

—_

%_
jol
IH
ujn

P

Y,

XL A S AL

Ho

Hio

it

_

ol
104

Hig

ol

il

100

Ol
K0

oK

0o

of
K-

Jod

{oF

Hr

1ok

1ok

zZ2 7|E/H 2 7|&

2.97.2

Jo0

IH

ool E4(PT 0/

FOl: PT O/2F A2, 8= (0 PT

HIS
O o

E01(0l: PT &2 A/5 0/8)

2 El

341

E W™ 221

SMQ & 70|
2019 1 9 &

000356



ME
(%))

08 sMQ

- HLT & 0/2f ZOf S HLT & SAZ &ofe| LKt S O|X}p 2{X[0f =2t =
2E PT = SMQ 0| Zgt=ICt,

- HLT /& 2/A) ZHOfNEC 2| & PT(PT 2/0/ X PT /)= et &)

_ O_I:L “I:l|7|»u “DI.” “ |:||” “_?_7|-” “|_HAH”, “__kl_|”, “__—é':ujl_ £'6|. I |:|.O_|
M <l

- O smQ 2| eh8H #el= Qlal, #MH X2l 7[E2 HE6HA| WHRUALE

oj%f 8
J r%mg ogsio) = '5| . ofeps Mo 1m0k X2 oYl Bo| BelH 543
2ot 7| 9Ist ofsrx AEIL Bastcy,

T 12,1 0N, 0/2F S22t ZOHSMQ)= O|F0fl= SHEh 2018 ISt HE 7404 A
MM AA 800 ZoSIE & HR|7F - & UL

2.97.3 A Y/EE AMO A1t o F0 CHet &0

o2t U =24 ZOYSMQ)Ul= M| A 0|8t QUCE hEtA], A A Z At 2k
AMM = SLSH ANE =0 KMt B o= MM 15210 7|2 50 UL
2.97.4 o/zt ¥ &2f ZofSMQ) B EP EE

The Merck Manual, 17" ed., 1999, p 687.
Harrison’s Principles of Internal Medicine, 14" ed., 1998, pp 173 — 175.

Doty, RL et al. Influences of antihypertensive and antihyperlipidemic drugs on the
senses of taste and smell: a review. J Hypertens 21: 1805 —-1813.

Dorland’s Medical Dictionary, 28" ed., 2001.
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e Riley, G. Tendinopathy — from basic science to treatment.
http://www.medscape.org/viewarticle/569113

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

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

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
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e Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907

e The Merck Manual accessed online as
http://www.merck.com/mmpe/sec19/ch282/ch282c.html

e Harrisons Principles of Internal Medicine, Mc Graw Hill accessed online as
http://accessmedicine.com/public/about am.aspx

e http://www.dorlands.com/def.jsp?id=100051347

e http://www.merck.com/mmpe/secl2/ch152/ch152e.html#secl12-ch152-ch152e-
239
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e Zipes DP. Specific arrhythmias: diagnosis and treatment. Heart Disease: A
Textbook of Cardiovascular Medicine (51" Ed). Braunwald E (Ed). WB Saunders:
Philadelphia, 1997, pg. 640-704.

e Marriott HIL and Conover MB. Polymorphic ventricular tachycardia. Advanced
Concepts in Arrhythmias (3rd Ed). Mosby: New York, 1998, pg. 293-310.

e Definitions and basic requirements for the use of terms for reporting adverse
drug reactions (XI): cardiovascular system disorders. Pharmacoepidemiology
and Drug Safety 1998; 7:351-357.

¢ Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999.
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e Josephson ME and Zimetbaum P. The tachyarrhythmias. Harrison’s Principles of
Internal Medicine (15t Ed). Braunwald E, Fauci AS, Kasper DL et al (Eds).
McGraw-Hill: New York, 2001, pg. 1292-13009.

e 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.
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e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 36. Acute
Tubulointerstitial Nephritis

e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 37.
Chronic Tubulointerstitial Nephritis

e Coltran RS, Rennke H, and Kumar V. : Robbins Basic Pathology. 7" ed.
Philadelphia: Saunders, 2003. Chapter 14:526-527.
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Howard, HC, Jones, DP and Pui, C-H. The tumor lysis syndrome. New Engl J
Med 2011; 364:19, 1844 — 54

Krishnan, K, Jaishankar, D and lkeda, A. Tumor lysis syndrome. eMedicine
(October 2012) http://emedicine.medscape.com/article/282171-overview
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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of
Oncology. 7th Edition, 2005.
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e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.105.4 EAZSMQ) H1Es 2E

e Savage COS et al. ABC of Arterial and Vascular Disease, Vasculitis. BMJ 2000
May; 320 1325-1328.

e The Vasculitis Syndromes. In: Harrison’s Internal Medicine16™ Edition [book
online]. The McGraw-Hill Companies, 2007. http://www.accessmedicine.com.
Accessed may 8, 2007.
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LLT Z|5H?| 8 0f(Lowest level term)
MAG MedDRA 2| 24X 22 (MedDRA Analytical Grouping)
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Moraleda, Tomas
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MedDRA MSSO
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Nagao, Yutaka
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Japanese Maintenance Organization
Tokyo, Japan

Newbould, Victoria

European Medicines Agency (EMA)

(9r|%) London, UK
Paeschke, Norbert BfArM
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(5 ) Geneva, Switzerland

Ronan, Dawn ICH Secretariat

(= &1H) Geneva, Switzerland

Rump, Eva-Beate
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Dusseldorf, Germany

Santoro, Aniello

(219)

European Medicines Agency (EMA)
London, UK

Séguin, Michelle
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Health Canada
Ottawa, Canada

Takeshita, Hitomi
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London, UK

Tanaka, Yo

(& A1H)

Japan Pharmaceutical Manufacturers Association
(JPMA)
Tokyo, Japan

Watanabe, Omi

(71 &)

Pharmaceuticals and Medical Devices Agencies
(PMDA)
Tokyo, Japan
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