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e Oster, G, Huse, DM, Adams, SF, Imbimbo, J, and Russell, MW. Benzodiazepine
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Anonymous. Pancreatitis. Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for
International Organizations of Medical Sciences: Geneva, 1999, pp 53-54.

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

Greenberger NJ, Toskes PP, and Isselbacher KJ. Acute and chronic pancreatitis.
Harrison’s Principles of Internal Medicine (14th Ed). Fauci AS, Braunwald E, Isselbacher
KJ et al (Eds). McGraw-Hill: New York, NY. 1998. pp 1741-1752.
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Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use, CIOMS,
Geneva, 1999.

Harrison’s Principles of Internal Medicine, 15th edition, Eugene Braunwald [et al.],
McGraw-Hill, 2001.
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Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition
of terms and criteria for their use. Council for International Organizations of Medical
Sciences (CIOMS) 1999 pp 12 -13.

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

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

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

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

e Watemberg NM et al. Central Anticholinergic Syndrome on Therapeutic Doses of
Cyproheptadine. Pediatrics. 103(1):158-60, Jan 1999.
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e Polyarticular joint pain. The Merck Manual for Health Professionals,

293

http://www.merckmanuals.com/professional/musculoskeletal and connective tissue dis

orders/symptoms of joint disorders/polyarticular joint pain.html
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CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for their Use”, pp 89 — 90, 1999.

The Merck Manual, Seventeenth Edition, pp 556 — 568, 1999.
“Harrison’s Principles of Internal Medicine”, 14th edition, pp 1419 — 1426, 1998.

27.1 Jaal SMQ Cledlain (saseill Jilal
2024 i
001128



Laill SMQ eiledlaz

(SMQ) daslsiuall cl byl 2,11

(2007 _aisw lisy) @3U))

el 2111
(b S ) DMl &3 58 g 51 sl anndly At sl o Sl ] 3 IS GLISY o 33 51 3 SMQ o3l @
o)l 3l 5 5l yall Gl ylacal o) 5l aes Jslily @
sl siall Jasaally ddasi el 4B il sVl o) ) sY) Ganialy @

atalfpail) julza 2.11.2
dhenidile

i s Ay sl haal) Ll ¥l dad jall SN g ) gl IS ikl y (SMQ) sl siall bl sbaY/
Aoy o
Al cl syl o
Ll Clla ndll o
A yhall il acall al elscildle o

(SMQ) sl sssall &l gl deal) il g Lplg V) 5 iy 1) 4y 51 ol o) ylana Y] oo Al SMQ ki —
45l shuall G geanlly Alall uld 5 AlealV) 5 il gl) 4y 5l jauall il VI K o

(SMQ) 5.5/ sieall sLaills dleall i3 al s ¥ 5 ciladlall 5 e Ladiny o 53 SMQ pdlaiul =
Lyl clla ndll o
ol eVl o

(SMQ) &Ll Ahii yall bl jlaia¥l g i SMQ Dol —
) el Gdsaaaa Sl yhaual o

(SMQ) 55l sdeall Jussadl Sl sl e Al SMQ pDlains) =
¢ jtuall 38 8 5a0ae il jlanl o

(SMQ) &es L5l s Sl shanl go A SMQ oDl —
Gsldall duddl S5 o
6530 Aagti Caaad B Ayl oVl o

(SMQ) L5l seall Ol peandly Ahasi yoll i) oY) o &) SMQ pdlaind —
L) jial) Gl peanlly ddagi pll cYWN o

(SMQ) Lot/ oY g2 i SMQ el —
(a5 saeall) 45l sall ol )sY1 o

(SMQ) 50l & 5 4w/ 4o/ sicall o)) 5¥/ oo &) SMQ pDlaind =
Al 45l aall ol sY1 o
a5l bases Lghia psaaadl e 4yaall oV o

(SMQ) (helsills sl ana®)) span/ Lo sieall o155 o A SMQ pSein =

27 27.1 Jaal SMQ cledwinsY saseail) Jilal

2024 i
001128



Laill SMQ eiledlaz

awall 4y jaall oY o

(SMQ) L)/ 45 sseal] il oY) oo W SMQ (Dol —
s siall Sleall A ddlal cll ksl o

pdlagd i le @

Baaaall e 43 jidall Clia gadll il

(SMQ) sl sseall &l el dleal] 3 5 Lpla Y] 5 L6l ol 4y 51 sl o) sania Y] g2 Al SMQ Ol —
Aoy o
Aalal cl jlasy o

o Sl 5 (5 gl suall Jaally asi all laiinl] Gasill cilallaas gues Jsa Sl liay Callay aadiall S 13) 1AL sale
((SMQ) 4l bl anYSMQ (oo all Eandll) (SMQ) eIl dlealf 5 ol s ¥ Ciladlall g £ Lcaiian ) YLa alaiinly
(SMQ) s sseall allailly dhall 313 iial je Y15 ColaDladl 5 ol Ladinny] il )

e laiin Y asly SMQ oo il Ciall (SMQ) 551 sl aldiilly Aliall <l ial e Y15 ciladlall 5 ilelaiiny) 4l sale
.CIOMS dae de sanal Lha¥) 56 5 & (SMQ) 55/ sdeall pllailly Aol <l ial s Y15 iladladl 5

o gl 4 2.11.3

Biliary disorders
(20000118)

Functional, inflammatory Infectious biliary Biliary Congenital
and gallstone related disorders neoplasms biliary disorders
biliary disorders P Y
(20000119) (20000120) (20000121) (20000122)
| [ | |
Biliary system Biliary Biliary
vostigatons, || jemea || Caen® || ity vac neoplasms penign e
signs and ‘ disorders feorde disorders malignant and . d
[¢] [ disorders (20000125) unspecified cysts an
symptoms (20000124) (20000127) (20000128) polyps)
(20000123) (20000129)

Biliary malignant
tumours (SMQ)
(20000196)

Biliary tumours of unspecified
malignancy (SMQ)
(20000197)

(SMQ) Lyl clf by aSaiuly paldl) e gl 4y 241 Awd gl au

Adlaiady) il aBgi gif g (Gaskai Joa clligale 2.11.4
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Lo el e SMQ ledlains Sl Gaaill (5K ¢ s sell 7l Aty (DA Lo a5 ALl SMQ cledlaiaal (30 S L
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(SMQ) Ll sl cilb syl sdaiuly daldl) aa) jally aild 2.11.5

e Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1880-
1891.
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Breast neoplasms,
malignant and
unspecified (SMQ)
(20000149)

Breast tumours of
unspecified malignancy

(SMQ)
(20000199)

Breast malignant tumours

(SMQ)
(20000198)

(SMQ) s2taall i g Lullf c g2l o s of adlatinaly @Al agd) g ol Anly 22 (Agida il aa )

Adlatia) il @B i i/ g (b Joa clligale 2.12.4
&l 8 Al a@l) il galal) 585 68 a5 el ) 5 Gaall Caal) Cilallaaa (SMQ) ) s22nall e g Linsl) ¢ sailf o) 5 /308 Jais
4 e (SMQ) e sl oL

1.5.2.1

(SMQ) saiaall s g Lkl cotlll o 19/ Moty Aualdd) aal jally daild 2,125

Edition, 2005.

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

DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th

European Group on Tumour Markers (EGTM). http://egtm.web.med.uni-muenchen.de.
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353 (gl ) et Y sl Agmala o ) i A QB il e
slaY 1 sl (a Jiatia SMQ i (SMQ) QT éﬁﬂlé//(d/;}ﬁ.//ﬁ pdsa) Lu/}:d.? Il 474581 2w 2Ads gala

& (SMQ) QT 58 ULh ) le 5iill 5 pdiia) il g (53 Aoy 97358 Cpanaly (o g3 ¢ 8 alail) ) jlaial Y asead Jilas
Caadl)

32 27.1 Jaal SMQ cledwiny seill Jilal
2024 i
001128



Laill SMQ eiledlaz

o) goad 4k 2,133

Cardiac arrhythmias
(20000049)
\
Cardiac arrhythmia terms (incl Arrhythmia related .
bradyarrhythmias and investigations Congenital and.
) : ‘ neonatal arrhythmias
tachyarrhythmias) signs and symptoms (20000052)
(20000050) (20000051)
|
Bradyarrhythmias (incl conduction - - Tachyarrhythmias (inc|
defects and disorders of sinus node t(;;}d;aa:f:;yt{?ggii supraventricular and ventricular
function) , nonsp tachyarrhythmias)
(20000053) (20000162) (20000054)
\
Conduction Zi.iofﬁfagf Brad){::rr:zthmia Supraventricular Ventricular Tachyarrhythmia
defects If Lilction nons ec’ific tachyarrhythmias tachyarrhythmias terms, nonspecific
(20000056) (25000055) (20050163) (20000057) (20000058) (20000164)
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e Harrison’s Textbook of Internal Medicine.
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e Council for International Organisations of Medical Sciences (CIOMS .(Reporting Adverse
Drug Reactions .Definition of terms and criteria for their use :1999 .p 64-65.
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pllaiu) il aBgi gl 9 Gkl Jgs cigale 2,15.3

1.5.2.1 anill 3 dluadil) il saldl) 5558 5 ql gl 5 Gl Cind) Clallaas (SMQ) cddl) Jine Slic /43 Jadi

(SMQ) culdl) dbiae Plie] pSlaiudes fudil) ) sally 4uill 2,154
e Dorland’s lllustrated Medical Dictionary, Saunders, Philadelphia, 2000.

e Towbin JA, Lipshultz SE.: Genetics of neonatal cardiomyopathy. Curr Opin Cardiol.
1999 May;14(3):250-62.
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Central nervous system vascular

disorders
(20000060)
\
\ |
Central nervous system Central nervous system vascular
haemorrhages and disorders, not specified as
cerebrovascular conditions haemorrhagic or ischaemic
(20000061) (20000165)
Ischaemic Haemorrhagic Conditions associated with central
central nervous system central nervous system nervous system haemorrhages and
vascular conditions vascular conditions cerebrovascular accidents
(20000063) (20000064) (20000166)
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e The Merck Manual (Seventeenth Edition), 1999.
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Cascella M, Rajnik M, Cuomo A, et al. Features, Evaluation and Treatment Coronavirus
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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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e Stedman’s Medical Dictionary, 27th Edition, 2000.
e Harrison’s Principles of Internal Medicine, 14th Edition, 1998, pp 142 — 149.
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e http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902.

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

e Demyelinating Diseases .Walter R. Timperley, M.D. Lecture .2000 .
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59 27.1 Jaal SMQ cledwiny seill Jilal
2024 i
001128


http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902
http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902
http://www.dokkyomed.ac.jp/dep-k/cli-path/a-super/super-demyeli.html

Laill SMQ eiledlaz

(SMQ) dil) £ 4/ jlaiiy) g liis¥) 2,25
(2006 L le Ly (33L)

iy adl) 2251
DSEYT g BEataY) adey ) srill 5 gl s BN Ua saad 5 i jitall (al )2 ) (e Ao il de gana Jady Lo Wl o

fuaa Ul sel s ciladle 5 il cl il 5 S ) ool Calail 5 dpuiall Zigda gl 5 Lg il & <l ki s 4 ey
.~”~!...

el sall 5 (i 55 el 5 i) 5il) U a5 dsemall BB 8 ) i St Ll il (g5 B38m0 lansl) 585 @
3uaal) e laia ) Al Jarcall Clice 3aY (o jail) ay Gaay 8 @

(RSl il puall lil) Alime eliial oo Sl ela Jia) die oAb <V o5 L W o

(a8 i 5 ) 5 3y gadl) Jandl i g 5 adl) Jasial Baflad) plaal) Jie) 33 50¥) e Adlisa g1l o 8 @

3sall 5 J sl las) 5 el il slanal o GBI e 50 La FST (s Al Apds CVlay el i L e @

QS 5 Kl Clieloadl e HaiY) Y dlaay HlaiiV) Jidiy Ggall 6 a5 @

(DSM-IV®) dal ,l) daadall iliall iyl ylacadl  Slan ) 5  caapiiiil) Jdall 8 lghoa 5 o5 LS dpaiiil) juled)l @
sf i) Adlay Al mddia pliaind o slaial ol 40 dun) o Alla 3 5a g Jadl LSV Adass jal) il ylaiadl)

¥ Gpaalll julae 2,252
Adranal oy L e

A o jlaal 5 (A all QUESY) G jlasal g ppall SUESY) Gl jlaa¥) g sl SWSYT Gl jlaal) g5 5Kl
gl Ehanall dal all

el g5 uaidl ol Akl dual el Al g QYL ddasi el (ol je Y1 o QUYL dagi ) PT clallaas =

3 gall e 5 CLESYL ddasi yall aaaall a gil) ) ol 5 ligd) o (S pall il Calaill g Gl 5 sl
YL dalal) dvail)l ciladlall g jlasiyl

padl) & 1/ )i/ Asilly Aaalal) Grall Ciall  dexiall aanll PT 5 53 socie ko jie de ja PT el 45 =
ol o)) gl sy Y i L Aalal) LT clalleas o J) 155 (SMQ)

SISV ) Cieaio 6 G5 IPT 5 (A5Y GOYIPT 5 ety GOYIPT Jie 3,00 ddasi el PT Gilallacas a3
SMQ 8 Wisanai i 285 QUESY) i ye Aol g3 i &30V &5 L Glle (21 (3,0 ¢ 5l 13aas

CLISYI 2 (5 sisall (e oo Al SMQ pMain adl 5 (3t CilallaiacS slaie V5 lad)) aalie Cpaai ol —

paiul bl @
Ol (8 ) o Camil) o Jalaill sl gl s lESYL o Al e RN ALl PT Gilalhias -
s A el s ) I3 S e e " ) seda 3 das sty a8l ) V5l L YPT -

60 27.1 Jaal SMQ cledwiny seill Jilal
2024 i
001128



Laill SMQ eiledlaz

o) goad 4k 2253
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Suicide/self-injury
(20000037)
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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.
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Major depressive episode. Diagnostic and Statistical Manual of Mental Disorders (4th
Ed). American Psychiatric Association: Washington DC, 1994, pg. 320-327.

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

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

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

Minor depressive disorder. Diagnostic and Statistical Manual of Mental Disorders (4th
Ed). American Psychiatric Association: Washington DC, 1994, pg. 719-721.
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Drug abuse,
dependence
and withdrawal
(20000100)
|
| |
Drug abuse and Drug

dependence withdrawal
(20000101) (20000102)
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e Stedman’s Medical dictionary 5th Edition, Lippincott, Williams & Wilkins, 2005.

e Harrison’s Principles of internal Medicine, 16" Edition, McGraw Hill, 2005.
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Huang B, Dawson DA, Stinson FS, Hasin DS, Ruan WJ, Saha TD, Smith SM, Goldstein
RB, Grant BF .Prevalence, correlates, and comorbidity of nonmedical prescription drug
use and drug use disorders in the United States :Results of the National Epidemiologic
Survey on Alcohol and Related Conditions .J Clin Psychiatry 2006 Jul;67(7):1062-73 .

Isaacson JH, Hopper JA, Alford DP, Parran T. Prescription drug use and abuse .Risk
factors, red flags, and prevention strategies .Postgrad Med 2005 .Jul;118(1):19-26

Haydon E, Rehm J, 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 TI -
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.

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

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

Widlitz M, Marin DB .Substance abuse in older adults .An overview .Geriatrics 2002
Dec;57(12):29-34.
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http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+pneumonia+&amp;amp;rootTerm=eosinophilic+pneumonias&amp;amp;searchtype=1&amp;amp;rootID=12837&amp;amp;gobacklink=1&amp;amp;drug=1
http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+pneumonia+&amp;amp;rootTerm=eosinophilic+pneumonias&amp;amp;searchtype=1&amp;amp;rootID=12837&amp;amp;gobacklink=1&amp;amp;drug=1
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events
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e Stedman’s Medical Dictionary, 27" edition, 2000.

e Harrison’s Principles of Internal Medicine, 14™ edition, 1998, p 2356 — 63.

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

e Kaplan & Sadock’s Synopsis of Psychiatry :Behavioral sciences and clinical psychiatry,
8" 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 :
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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_i

d=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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conditions
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nonspecific
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nonspecific dysfunctions
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nonspecific symptoms
and therapeutic
procedures
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e Harrison's Principles of Internal Medicine, 16th Edition.

e Medline database.

e The Merck Manual.

e Dorland’s illustrated medical dictionary.
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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.

e Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30" Edition.
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Ko, DY. Generalized tonic-clonic seizures.
http://emedicine.medscape.com/article/1184608-overview

Bonhoeffer, J et al. Generalized convulsive seizure as an adverse event following
immunization: case definition and guidelines for data collection, analysis, and
presentation. Vaccine 22 (2004) 557-562
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e Dorland’s Medical Dictionary.

e Merck Manual, Sec.8, Ch.100, Glaucoma .
http://www.merckmanuals.com/professional/index.html
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e http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html

e Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update 7/24/2004.
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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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(SMQ) 4ty (b€ Lo Blia 2Ny duald) pa) jally daild 2.38.5
Textbook of Clinical Neurology, 2" Edition, pp1085-1089, 2003.
Cecil Textbook of Medicine, 22" Edition, pp 2379-2381, 2004.
Harrison’s Internal Medicine, 16" Edition, pp 2513-2518, 2005.

Ferri F. Guillain-Barré syndrome. Ferri’s Clinical Advisor: Instant Diagnosis and
Treatment, 2006 ed. Available at http://www.mdconsult.com/php/231760506-

2/homepage

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

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

Stedman's Medical Dictionary. 26th edition. Williams & Wilkins. Baltimore, MD; 1995.

27.1 Jaal SMQ Cledlain (saseill Jilal
2024 i
001128


http://www.mdconsult.com/php/231760506-2/homepage
http://www.mdconsult.com/php/231760506-2/homepage
http://www.emedicine.com/pmr/topic48.htm

Laill SMQ eiledlaz

(SMQ) pll Ligeall iy <1 4B 239
(2005 s 55 zLY) L))

iy i)

Al Adall Al Sl Y853 g sl i€l g g sl abaad) 5 Qi Aalal) il g il pail aladin) jded
138 SMQ ki) iy yaid (ulids

FnSal) YA &5 5 gall Gl pe¥) e wadl) e cilagiaill sda acbos Y
pdl) o LAl Adiae YA (e 220 Jo

&L\M\ EJJ.'I} @.m.ﬂm‘ e.ﬂ‘ )sﬂw d&m\;]\ (-.\\Aazh.u\}” ‘):\:\l&AJ Glallhiaall CIOMS Qhﬁ)’uw AAC A o
538 gLl (Saal g (S ol S0 ALl by S Ay Y aall A8 g ) iy SH A g lmall A8 5 aliall 8 3 5ad
poba JSdy gy il

L SN Al YA el s cildle iy jail) Jads
GBail) a5 SMQ Cany 8 (sis lasall 30340 2 Vg dana e Lgie any
MedDRA Slallas 8 (S Y 45 il adll (e 8 jaaie Glilas iy paill Jold eclly ) 2dlia)

2.39.1

Aa gt il yulea 2,392

:.“ .“(‘;-.\.J,L“

pall oS5 A5 palaall YAl ) jels Al Clallaiadl)
pball 853 gad] 4 seall Clanaiiall § ciladlal)

alaall 85 3 gad] (5 gaall Slafin¥) andl) il

Badse dpandd Cilel )

I3 AT IS 1) L il " sad 5" allacadd) ey ) gl sl Gindl 3 "l " lallaadl (ppaal o
(iSa 5l &5 )50 Jual

e&\}l\w\g;".y_’# e Al Jeds Glallaias (el oy

roalasind o Lo

L ed) Gl e Y el
(3330 e Ll () 1DR) Beda WA £ )5 ol plaal) (i g 5 Jie Bandle el sa
(lanlly Bidme Cansd & g0 5) JalS s e 35 ) gall plaal) s (gl el

ol pall 55 siaal) 5 o) 8y Suminadlly ¢ Sl 1 iy DV pall 5 ) i A Clallacad
&LLA}JY‘

AT SMQ poliid S Slaadl 3 e sl a
Al 5 BLAY Aldiae SV el 5 cole JS

el S clalbias Wha g auh pe Cwsls saiel/ PT 5 (sl panel) (alisi/ PT 4l s 15,1 Jlaal) 804k sl
>0 oGl Gl (e de 5ie g 3 S e gene pladiuly Jaldll LAY e 2l ((SMQ) pall 35Sl jeall il <14 )
Al Al ye e iy Sie JS0 i ) Ll oY) c¥la pant b clallacad) ol 7o e a1 e 4l @)y

Al 1 el iy S

97 27.1 Jaal SMQ cledwiny seill Jilal
2024 i

001128



Laill SMQ eiledlaz

Haematopoietic cytopenias

(SMQ)
(20000027)

o gl 45 2.39.3

Haematopoietic cytopenias
affecting more than one type
of blood cell (SMQ)
(20000028)

Haematopoietic
erythropenia (SMQ)
(20000029)

Haematopoietic
leukopenia (SMQ)
(20000030)

Haematopoietic
thrombocytopenia

(SMQ)
(20000031)

(SMQ) p L€l cuty y0 4 aSasialy Galal) o sgh) o) Ay 211 s sil) ama

plata) il @B i /5 Bkl Jga cllisale 2.39.4

z oM Ay Gy Gaall 5 a5l sl Cilallaan (4 AS Jaiiy Ua 0 SMQ ki) (s’MQ)ﬁiué;;fzJ/agjﬂ/wa;ﬁ\ aa
i) ity ad 1) g Baal) Candl Clallaiae 3 daa el e SMQ ladlain Miles 138 SMQ (gaai ()5S ¢ sl
Ase Jall SMQ ladainl (853 g gall Cilallaiadll ad jie Jalill SMQ a2l Gk (Sar (1.5.2.1

(SMQ) pilf 840 caly <l Al paciedy ualil) g jally Aailh 2,395

e CIOMS publication, “Reporting Adverse Drug Reactions :Definitions of Terms and

Criteria for their Use.”

98

27.1 Jaal SMQ Cledlain (saseill Jilal

2024 i
001128



Laill SMQ eiledlaz

(SMQ) Jil geall Jajiall (Jranill g iluai¥) g &y gadl) 5,90 dady 2,40
(2008 (e gy (33Ua))

il 2.40.1
490 (e 20a] HlEally Baaall Aad Ml Cang i @
Ve
SIS Aaisl 5 slall 5 2 533 saall uasall (alaia¥l 3le)
(i) o pasill Caaas) Al gauallSH 938 il pumna g Ao V) Clrnsge
S Sl b gyl (5SS 2l (NSAID) Sl sabiaal) 4oy 5 55 dliall —
Al Aad b A5 il gAY HElall latie -
SEEY) Glilas o
Glss A o
Glas eSS o
(COX-2) 2 Jumansi il cilladia o
Al iy yai @
LAY (s Aast¥) ililse b Q) (e e e OS5 08 Gl S5y =
alall cn A 8 Bl e dedin S 25y M Bl i o
G s il B Can) 4 len sl (Ale 1 35l 800 ) 5F (g slial Sl (g5 dlonsil ) pmimge S
(EES
eliuinl 5l g ua sliuiul ol B eliuiul) a8 sl Cra Al clalhias aladiuly Glal) oAy b Lt o8
(sl
oo slivinl Lol daanal) Aad gl ans
o sall 5 Al il jiall o
olhaaill iy jai e
il ol Cagat ) A seall sl Adalll due 5Y) (e Jild) ) -

ASili g uell (5 68 Jasi il —

el mail) gl 2.40.2
R
vl aual ga 5y slatlly dalall Clallaaall Lgia s ey il go 48 giall Clalluad)l -
e palal) bl i) of dad o)) dadlaay sl clallacad) o
leana ol 8l guall o jial) Joaall cWlay aldl) clallaadll -
o sall eUac) Ay ka9 3 Hea¥l 4 il ClaaiV g dad gl ciYlay Laldl) cilallaiadl —
paiul bl @
o) aYU 4 el 4ad U i yal) cilallacadll -
99 27.1 Jral SMQ cladain (sueaill Jalal

2024 i
001128



Laill SMQ eiledlaz

G54 5435 PT Cpandl oy JUall Jsws o) Sleadl Sl o) sall lae) 48 jlay ddag yall dadgll 1oAY o
L)
=L

) aladinly o Mady dlcinall pe ol Baseall Alall @3 Lad 5l dalall clallacad) o

Ol Ayl Qa5 oy sl 5 Aad gl Vs Aalall clalbiad) -

bl )5l G e PT =

s Aain o delially ddand gie 5,8l (o 20 Ll Cun dpuanl) dgle A0 -

sl Alall 3 ladl (g 23 ) Gl Us suad e ol 4 51l SMQ (& Wla 30 a sall cilallaiadl) (o el

pdlalia) ilis aB g glf 5 gkl Joa clBigala 2.40.3
Aol O sSH aal eyl Gauall Gl Cilallian (SMQ) i saall L jdall Jranill 5 cibsaai) o 4y gl 5 gl] dod 5358 Jadii
1.5.2.1 sl A dluadill b sl 3558 a8 Lgads (bl gl) Gl 5 Guall Caadll

(SMQ) il seall b iall franill g s g Ly patl) 6 5tl) Lady iy Laldl) gl jalls Aaild  2,.40.4

e Schroth, BE. Evaluation and management of peripheral edema. J Amer Acad Phys
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e Harrison’s Internal Medicine.
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e Reporting Adverse Drug Reactions .Definitions and criteria for their use .CIOMS
publication, Geneva, 1999.
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e Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000.
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Hearing and
vestibular disorders
(20000170)
Hearing impairment Vestibular disorders
(20000171) (20000172)

(SMQ) el Ciithi g9 pacull il sl pdaiauly GalAd) a ) 3l Al 1 2-13 A gil) anall

polaiua) gl @B i gl 5 gkl g cbigale 2.43.4
Gy el 5 el sl ) Cilallaian (e S Jadiy e o SMQ i) (SMQ) _isle il 5 peasl] <l ol 3301 223
il sl sl 5 Ggall sl clallacas i3 e jed) e SMQ leadein Silas 138 SMQ Gaksd )5S ¢ ool z sl iy
Ase il SMQ @ledlsind 332 53 sall Cilallaiadll mes e Jalill SMQ abwins) Gk Sy (1.5.2.1 sl
(SMQ) il tff dilhi g g o] Sl phai) pMaiidy Laldl) aal jals daild 2 43,5
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.
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Hepatic disorders

2444

(SMQ)
(20000005)
\
[ [ \ \ |
Drug related hepatic Congenital, familial, Hepatic disorders
. . e Pregnancy-related
disorders - neonatal and genetic N . specifically reported S
. : . Liver infections (SMQ) hepatic disorders
comprehensive disorders of the liver (20000016) as alcohol-related (SMQ)
search (SMQ) (SMQ) (SMQ) (20000018)
(20000006) (20000014) (20000017)

[ [ [ \
Liver-related
coagulation and
bleeding disturbances
(SMQ)
(20000015)

Cholestasis and
jaundice of hepatic
origin (SMQ)
(20000009)

Liver related
investigations, signs
and symptoms (SMQ)
(20000008)

Drug related hepatic
disorders - severe
events only (SMQ)

(20000007)

|
Hepatic failure, fibrosis and
cirrhosis and other liver
damage-related conditions

Liver neoplasms, Liver neoplasms,
malignant and benign (incl cysts and
unspecified (SMQ) polyps) (SMQ)

Hepatitis, non-
infectious (SMQ)

(20000010) (20000011) (20000012) (2533?)(?0)13)
I
\ \
. . Liver tumours of
Liver malignant unspecified
tumours (SMQ) malignancy (SMQ)
(20000208) (20000209)
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Al (g saadl" Vs e gl (JE Jaas e Alie Lol aual gl Slainl] Gandll Ay el lalhiae
N dals dllia ¢, 8 3iS (SMQ) 2 Slile T o il SMQ pinsl a5 Lol jiad oy ) @l () 65 Y 38 dlal) il
A Ayl g < Ha Je aelal Slaiin¥) andll dagi dalall cilalliad) alaaiul Lela i) o 3 aVall Guas
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e Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1808-1880.
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e Dorland's lllustrated Medical Dictionary, 29th Edition, 2000.
e The On-Line Medical Dictionary, CancerWEB project, Dec 1998.
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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.
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Powers AC. Diabetes mellitus. Harrison’s Principles of Internal Medicine (15th Ed).
Braunwald E, Fauci AS, Kasper DL et al (Eds). McGraw-Hill: New York, 2001. pg.
2109-2137.

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

Fraenkel PG, Rutkove SB, Matheson JK et al. Induction of myasthenia gravis, myositis,
and insulin-dependent diabetes mellitus by high-dose interleukin-2 in a patient with renal
cell cancer. J Immunother 2002; 25(4):373-378.

Costa J. Corticotrophins and corticosteroids. Meyler's Side Effects of Drugs (14th Ed).
Dukes MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1364-1395.
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collection, analysis, and presentation. Vaccine 2007; 25: 5875 — 5881.

e DuVernoy, TS, Braun, MM and the VAERS Working Group. Hypotonic-hyporesponsive
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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.

e Daptacel® [package insert]. Toronto, Ontario, Canada: Sanofi Pasteur Limited; 2008.
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e Brahmer JR, Lacchetti C, Schneider BJ, et al. Management of immune-related adverse
events in patients treated with immune checkpoint inhibitor therapy: American Society of
Clinical Oncology Clinical Practice Guideline. J Clin Oncol. 2018;36(17):1714-1768.

e Champiat S, Lambotte O, Barreau E, et al. Management of immune checkpoint blockade
dysimmune toxicities: a collaborative position paper. Ann Oncol. 2016;27(4):559-574.

e Da Silva, FT, De Keyser, F, Lambert, PH, Robinson, WH, Westhovens, R, and Sindic, C.
Optimal approaches to data collection and analysis of potential immune mediated
disorders in clinical trials of new vaccines. Vaccine. 2013; 31: 1870-1876.

e Kieseier B, Mathey E, Sommer C, Hartung HP. Immune-mediated neuropathies. Nature
Reviews Disease Primers. 2018; 31 (4).
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Stone J, and DeAngelis L. Cancer treatment-induced neurotoxicity: a focus on newer
treatment. Nat Rev Clin Oncol. 2016; 13 (2): 92-105.

Thompson JA, Schneider B, Brahmer J, et al. Management of Immunotherapy related
toxicities, Version 1.2019. NCCN Clinical Practice Guidelines in Oncology. 2019; 17 (3):
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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.
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(SMQ) Leratl) clul shasy) adaialy dualidl) aal jally daild 2,59 .4

e Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988 August 13;
297(6646): 473-4717.

e Westfall, CT. Lacrimal disease. Curr Opin Ophthalmol, 1995, 6;V: 100 — 104
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e Thampy, H. Eyelid and lacrimal disorders.

http://www.firstinmedicine.com/summarysheets files/Ophthalmology/Eyelid%20and%20
Lacrimal%20Disorders.pdf (specific url not currently accessible)

Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999.
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(SMQ) G alast) adaiuly dalll) aa) jall 4aild  2.60.4

Braunwald E, Fauci A, Kasper D. Harrison’s Principles of Internal Medicine. 15th Edition,
2001 pp 285-9.

Weatherall D, Ledingham J and Warrell D. Oxford Textbook of Medicine. Third edition,
1996; volume 2 pp 1541-44.
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2 e SMQ e ST aladind (e Cangy allay 38 cCand) (e (2 pall ) aliul 4k sale

Adlatia) il aBgi i/ g (b Joa clligale 2.61.3

1521 el Glsitl) il salall 555 5 gl sl 5 Gl Gl Clallaime (SMQ)) dovtel] il sl o

(SMQ) dwtelf il shaids) Saiaaly ducldl) gl jally Aaild 2.61.4

West S Epidemiology of cataract: accomplishments over 25 years and future directions.
Ophthalmic Epidemiol 2007 Jul-Aug;14(4):173-8.

Abraham AG; Condon NG; West Gower E The new epidemiology of cataract.
Ophthalmol Clin North Am 2006 Dec;19(4):415-25.

Robman L; Taylor H External factors in the development of cataract Eye 2005
Oct;19(10):1074-82.
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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.
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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.eu/
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e Vinjamaram, S. Non-Hodgkin lymphoma .
http://emedicine.medscape.com/article/203399-overview

e Dessain, SK .Hodgkin lymphoma .http://emedicine.medscape.com/article/201886-
overview
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Creation of a better medication safety culture in Europe :Building up safe medication
practices Expert Group on Safe Medication Practices (2006.(

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

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

Guidance for Industry .Safety Considerations for Product Design to Minimize Medication
Errors .U.S. Department of Health and Human Services Food and Drug Administration
Center for Drug Evaluation and Research December 2012 Drug Safety.

European Medicine Agency :Medication errors .
http://www.ema.europa.eu/emal/index.ijsp?curl=pages/special topics/general/general co
ntent 000570.jsp

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

27.1 Jaal SMQ Cledlain (saseill Jilal
2024 i
001128


http://www.fda.gov/drugs/drugsafety/medicationerrors/
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_000570.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_000570.jsp
http://www.hc-sc.gc.ca/dhp-mps/medeff/cmirps-scdpim-eng.php#a1

i SMQ cladlai

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

e Tefferi, A and Vardiman, JW .Myelodysplastic syndromes .N Engl J Med 2009, 361(19):
1885 - 1872
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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.742-739 .

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.32-31 .

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

Crismon ML and Dorson PG .Schizophrenia .Pharmacotherapy A Pathophysiologic
Approach (5" Ed) .DiPiro JT, Talbert RL, Yee GC et al (Eds) .McGraw-Hill :New York,
2002, pg.1242-1219 .

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 Chassany O, Michaux A, Bergmann JF .Drug-induced diarrhoea.
Drug Safety, 2000; 22(1):53-72
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¢ & # &

e Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical Dictionary,
30™ edition, dated 2003. Saunders, Philadelphia.

e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17" edition;
1999: 1431-42.

e Kasper D, Braunwald E, Fauci A, et al. Harrison’s Principles of Internal Medicine. 16th
edition, 2005, page 2480-83.
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eﬂﬂu‘i\ C.al:u 6333 3iIJ d.,um Jea clbials 2.70.3
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e Jain K. Drug induced neurological disorders. 2001; 2" edition: p. 23.
e National Institute of Neurological Disorders and Stroke, 2006.

e Encephalopathy. Gale Encyclopedia of Neurological Disorders 2005. From the Thomson
Gale Group Inc.
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e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17" edition;
1999: 362-3.

e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition;
1999: Chapter 171.
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MQ) steall o8 Llacad) cilgdlf aMaiuly Laldl) galjalh daild 2,714
: ’ &

e Andreoli T, Behrman R, Bhattacharya B et al .Dorland’s lllustrated Medical Dictionary,
30™ edition, dated 2003 .Saunders, Philadelphia.

e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy17 ."" edition;
1999.42-1431 :

e Nettis E, Calogiuri E, Colanardi M, et al .Drug-induced aseptic meningitis .Curr Drug
Targets Immune Endocr Metabol Disord .2003 Jun;3(2):143-9
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e Bozkurt B, Kamat | and Hoetz PJ .Myocarditis with COVID-19 mRNA Vaccines .
Circulation 144 (2021) 471-484

e Brighton Collaboration myocarditis/pericarditis case definition (accessed online on 14
December 2021) https://brightoncollaboration.us/myocarditis-case-
definition-update/

e Butta C, Zappia L, Laterra G and Roberto M. Diagnostic and prognostic role of
electrocardiogram in acute myocarditis :A comprehensive review .Annals of Noninvasive
Electrocardiology 25 (2020) 125-134

e Daniels PR, Berry GJ, Tazelaar HD and Cooper LT. Giant cell myocarditis as a
manifestation of drug hypersensitivity .Cardiovascular Pathology 9 (2000) 287-291

e Imazio M and LeWinter M. Evaluation and treatment of pericarditis :a systematic review .
JAMA 314 (2015) 1498-1506
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e Masek KP and Levis JT .ECG Diagnosis :Acute pericarditis .The Permanente Journal
17(4), (2013)

e Mevorach D, Anis E, Cedar N et al .Myocarditis after BNT161b2 mRNA Vaccine against
Covid-19 in Israel .New England Journal of Medicine, October 6, 2021

e Patone M, Mei XW, Handunnetthi L, Dixon S et al .Risks of myocarditis, pericarditis, and
cardiac arrhythmias associated with COVID-19 vaccination or SARS-CoV-2 infection .
Nature Medicine (2021) (accessed on 14 December 2021)
https://www.nature.com/articles/s41591-021-01630-0

e Taliercio CP, Olney BA and Lie JT .Myocarditis related to drug hypersensitivity .Mayo
Clinic Proceedings 60 (1985) 463-468

e Witberg G, Barda N, Hoss S et al .Myocarditis after Covid-19 Vaccination in a Large
Health Care Organization .New England Journal of Medicine, October 6, 2021
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e Donahue SP, Khoury JM, and Kowalski RP .Common ocular infections .A prescriber's
guide .Drugs .1996 Oct;52(4):526-40.

Epidemiology of ocular infection due to bacteria and .Sherwal, BL and Verma, AK e
JK Science Vol. 10 No.3, July-September .fungus — a prospective study
.2008
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* Clinical Neurology, 7™ edition .Simon, R, Greenberg, D and Aminoff, M. Ch .4,

Disturbances of vision.

e Merck Manual .Palsies of Cranial Nerves That Control Eye Movement .
http://www.merck.com/mmhe/sec06/ch096/ch096d.html
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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.

e Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30" Edition.
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e (Osteonecrosis .Merck Manual Home Edition .
http://www.merck.com/mmhe/sec05/ch064/ch064a.html

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

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

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

e 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.

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

e 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.
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Ovarian malignant tumours
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Edition, 2005.

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

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

DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
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e Guideline on the Exposure to Medicinal Products during Pregnancy: Need for Post-
Authorisation Data. London, 14 November 2005, EMEA/CHMP/313666/2005.
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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. (ks Uaii a sall 138 5585 Y )

e Harrison's Principles of Internal Medicine, 16th Edition.

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.

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 Harrison’s Principles of Internal Medicine: Chapter 44. Azotemia and Urinary
Abnormalities
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e Merck Manual for Health Care Professionals: Overview of Nephrotic Syndrome

e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 1. Approach to the
Patient with Renal Disease
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e Dorland's lllustrated Medical Dictionary, 29th Edition, 2004.

e American Psychiatric Association :Diagnostic and Statistical Manual of Mental Disorders
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e Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the American
College of Cardiology Vol. 54, No. 1, Suppl S.

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

e Guidelines for the diagnosis and treatment of pulmonary hypertension. European Heart
Journal (2009) 30, 2493-2537.

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

e Department of Clinical Physiology, Ska°nes Universitetssjukhus, Lund University, 22185
Lund, Sweden.

208 27.1 Jaal SMQ ledlainy sl il
2024 i
001128



Laill SMQ eiledlaz

(SMQ) Lslsll dile gh) @l byl 2.90
(2010 Ll glY) (33Ua))

iy il 2.90.1
A dle ) bl ) Gasi e
(IS G 30 8 1E gad SV ) i sall) 1) liat (e Al 4 51K Gl 8N Gami —
0 Gl 530 Al Lomal) il JIA
ol ISl loal Gkl -
LA e dfle y Sl Hlaal o
=M il Gl st gL adde Jaiuy L Bale o5 JE Gipon ) G e mas 2 o (S @
A JSEY) anf B30 gm g0 ST aBlle @
oaleh Csmaadll e 3 K0 Gl A Guat -
@S adll i p i )
@ OUBY) 400 e -

/5 5 3SU Ay saall 5 5all Ay g il Jakaia il W g L eal gl (o IS Gy pal) (bl ) J W) pliall b clld an s @
43:\5_\” 4:\9}\1‘ Q‘J}J Ji

S gl sV (o I Al Gl s Bale S Ay el 5 sall & il jlaal

28 waall e V) S L Sale aayy AR8A Ao V) ()50 Gl jlaal
(Ghilly Claall (g S Gl il B (el Jaans o) Al aial) <l jid sy 0 @ o
() Jals 45 sSial) el iall (Jiall Qs o) dpaldll @il sall 0 o

1o Lo ALasl) 3l Daadl) (g IS il gl JIAd Gl Jeli @

Ll il S Ale ol dlaall ali -

gy sall aall IO e e -

LIS J el g Y et O

A pall ALl 3¢ Faalad) Jaulialls o yamall 8 el apnl) anl) Jaka g i) oIS e 31 il el (e aaii 5

N i) pasal) yulaa 2.90.2
Aheniahle @

4l e oY) PlicNae W HLT (56l LY 5 de 5¥ c¥la b Glallaad) ppen 1) Gl Gauzi -
(Uil g 5 anll) " AT (et Cilallaian g PT s L))

gjm\eﬂ\zmtm)gmpmw\ ol glad Gpuat o

MOAIN RIS et ) g SN Y1 g due Y1 VA b clalladl) Uil gl g Caad) o
Aall ) Slaiind) (andll clallaas Gl gl s daadl -
N P PLTR DY
Agalall cOEL clalhaias -
209 27.1 Hlaal SMQ Cledlain¥ (gl Jiall

2024 i
001128



Laill SMQ eiledlaz

pdlaiu) il adgi gl 9 Gkl Jga cigale 2.90.3

ansill 8 Aduadtll il saldl) (56555 23 3Uaill qd 55 Ganal) Canl) Clallaias (SMQ) 4 slSH duile ol bl Y S
1.5.2.1

(SMQ) Luslslf Luile sl) b/ iy aVaiauly dualdl) gl jally daild  2.90.4

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 :
.574-569

e Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk
factors .Postgraduate Medicine1996;100.15-1 :
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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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CIOMS, Reporting Adverse Drug Reactions, 1999, p 20 — 21.

Khan, AN. Retroperitoneal fibrosis. 13 September 2002.
http://www.emedicine.com/radio/topic605.htm

Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis.
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e Basic requirements for the use of terms for reporting adverse drug reactions (IV).
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, 17" edition, p 717.
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e Merck Manual, Professional version; February 2018.
e Rhodes, A, et al. (2017). Surviving Sepsis Campaign: International guidelines for

management of sepsis and septic shock: 2016. Critical Care Medicine, 45 (3), 486-552.

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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¢ 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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Erythematosus Guidelines. Arthritis Rheum 1999;42:1785-96.
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Hahn BH. Disorders of the immune system, connective tissues, and joints. In: Kasper
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Diffuse connective tissue disease. In: Beers MH, Berkow R, editors. The merck
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Data Systems, Jackson, Wyo. (Version 3.3.6, 2004).
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e The Merck Manual, 17" ed., 1999, p 687.

e Harrison’s Principles of Internal Medicine, 14™ ed., 1998, pp 173 — 175.

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

e Dorland’s Medical Dictionary, 28" ed., 2001.
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(SMQ) Ly byl i)y sy cydlic) adaiuly daldl) aal jally 4aild 2.103.4

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

e Abate M, Silbernagel KG, Siljeholm C, Di lorio A, De Amicis D, Salini V, Werner S,
Paganelli R. Pathogenesis of tendinopathies: inflammation or degeneration? Arthritis

Res Ther 2009; 11(3): 235

e Kaleagasioglu, F and Olcay, E. Fluoroquinolone-induced tendinopathy: etiology and

preventive measures. Tohoku J Exp Med 2012: 226: 251 — 258
e Marie I, Delafenétre H, Massy N, Thuillez C, Noblet C, Network of the French

Pharmacovigilance Centers. Tendinous disorders attributed to statins: a study on ninety-
six spontaneous reports in the period 1990-2005 and review of the literature. Arthritis

Rheum. 2008 Mar 15;59(3):367 — 37
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e Dorland's lllustrated Medical Dictionary. William Alexander Newman Dorland. 30th
Edition, June 2003, Saunders, an Elsevier imprint.
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Thyroid dysfunction (SMQ)

(20000159)
I
I I
Hyperthyroidism Hypothyroidism
(SMQ) (SMQ)
(20000161) (200000160)

(SMQ) Ld il 5y f4dig JI5 Saiaaly GalA) (o ) ool &y 24-2 apda il pns )

pdlaiua) guilii a8 i gl 5 (gaakai Jga i gale 2.105.4

o8 Ay DAy aall 5 el ) sl Cilallaias (e SIS Jaiy Ue ja SMQ 2k (SMQ) 4 jalf 50/ us 5 SIS 356 225
anll ail) a5 Gl Caal) Cilallaas @13 dga el e SMQ cledlxin Siles 138 SMQ Gaks ()5S ¢ e sgdl
Ase il SMQ ladlsind (853 g sall Clalhadll ey ye Jalill SMQ o3l Gaadai (S (1.5.2.1

(SMQ) Lt 55y (sl g JI5. pSlatiasky Audla) gl saly Aaid 2,105.5

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 hittp://www.merck.com/mmpe/secl2/ch152/ch152e.html#secl2-ch152-ch152e-239
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1.5.2.1 il A Lluasil)

(SMQ) QT 5.4 Ubyfcile gilll b i) il g 59 o 57 pNainaly AualAl) aa) ally daild 2.106.4

e 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.

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

e 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.

e 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.
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1.5.2.1 ansill  dlaiil) il sall) (3 55 a3 gl 5l 5 Gauall Canl Clalhian (SMQ) 4Dl Lupnill ol oY) Jadis

(SMQ) LDEY Lupuull] (s pa¥) pSainaly Lualil) gl yally 4aild 2.107.4

e Harrison’s Principles of Internal Medicine: Chapter 285. Tubulointerstitial Diseases of the
Kidney

e Merck Manual for Health Care Professionals: Tubulointerstitial Diseases

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

e Krishnan, K, Jaishankar, D and Ikeda, A. Tumor lysis syndrome. eMedicine (October
2012) http://emedicine.medscape.com/article/282171-overview
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251

o o 45 2.109.3

Uterine and fallopian tube
neoplasms, malignant and
unspecified (SMQ)
(20000153)

Uterine and fallopian tube
malignant tumours (SMQ)
(20000206)

Uterine and fallopian tube
tumours of unspecified
malignancy (SMQ)
(20000207)
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