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391-400.

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.

e Oster, G, Huse, DM, Adams, SF, Imbimbo, J, and Russell, MW. Benzodiazepine
tranquilizers and the risk of accidental injury. Am J Public Health 1990; 80: 1467-1470.
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e Anonymous. Pancreatitis. Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for

International Organizations of Medical Sciences: Geneva, 1999, pp 53-54.

e 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.

e 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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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.

28.0 Llasa) SMQ Sledlainy el Julal)
2025 sl
001206



L, SMQ cladlaiud

(SMQ) dgiuall ) sy 2,11
(2007 saiss iy 33%))

el 2,111
(b &S 5l 22l & 5ia) (6 o) jhall anally ddai yall ) jlaia¥) g ) il JS CBLIESY 5y 5kt &5 SMQ pDlail @
ol hall 3U8 5 3l yall il jlacal o) 5l aas Jslity @
3l iall Jandly Adasi jall 481N Ul jlaca¥) 5 ol sY) ety @

Sl (padil) splaa 2.11.2
Aesiaile @

Leie s Ay sl sl bl Wl ddasi jall cVal ) 3 IS a5 (SMQ) slsieall bl by -
Aoy o
Al cl jlasyl o
Alaiiny) Glba gndll o
A jall bl ) (al efycilde o

(SMQ) 45l seall &l el dlal] 3 5 Lplg Y] 5 Ly 1) 4y 5/ sdoaal) o) oY) o Al SMQ o) —
L)yl il geanlly Alall cald s Aulgaly) g duiuda o) &y o jaaall bl ¥ S8 o

(SMQ) (55 sseaall pLiaily dhiall 5 il s ¥ 5 ilaDledl 5 e Ladins ) o 530 SMQ adxins] =
Ailaiiny) Glba gndll o
sal ey cldlall o

(SMQ) & palls Ahi yall <o)y Y] oo A SMQ pOlaind —
5l i saaae il jhal o

(SMQ) s/ sseall fusd) o) sl o H3 SMQ pMxinsl =
el tall L8 L 3a0ae bl jlaaal o

(SMQ) Gaze 45/ e Sl s o 3 SMQ oDl =
gsloball duddl G50 o
5 sae Aagii Chaad M Al YW o

(SMQ) 45/ iall O puasdly 4o ol b)Y oo il SMQ pDlaind
Ayl jhall @l peaslly dag ydl CYW o

(SMQ) 4l siall a5/ g2 Al SMQ oSlaind =
(a5 seall) 4yl jsall ol )5Y1 o

(SMQ) s2250ll _ye 5 Liil] Ly ssiall o/ 5 Y1 g2 A SMQ Dol =
Lpall 4y jaall o)y o
a5l saes Lhoa g saasall e 45l aall oY o

(SMQ) (<l sill s Sl (yana®i) 5300 ]) 4y sl siiall o] 5 ¥ o 3 SMQ pDlaind —

27 28.0 sl SMQ cledlain (sl Sl

2025
001206



L, SMQ cladlaiud

sawaall 4 jaall ol Y1 o

(SMQ) Lélsd) 45/ jseall Sb) by o 3l SMQ oDl
@ sl saall leall 3 4alall Gl haayl o

odagind e @

B2l e 4 Hidall Clia gadl) 05

(SMQ) 45l deall il suasdly dhall i 5 Lulg iy 5 L6l 1) 4 ol hecal) Sl ylaiaY) o S8 SMQ pMxinsl
A o
dalall bl syl o

s Sl g (5 gl jiall Jaanally dasi jall Slafiny) asdl) clallias gues J s SllS Bay illay aadiusal) IS 13) AL sale
((SMQ) 4l ) s YSMQ o= sl Ganl) (SMQ) eIl Al 913 ol s ¥ 5 coladlall g £ Ladias V) Y La alaiiasly
(SMQ) 5/ sseall allsilly Al l3 ol se Y1 5 iladladl 5 e Ladivs V) ila )

e LaiivnY s SMQ oo Jill Canall (SMQ) 551 staall pUailly bl 2 ial e Y15 lladlally ilelusianl) 4k sale
.CIOMS e de saad 2La¥) G ) 3 (SMQ) 55/ sdeal] aliilly Ahiall 3 il s Y15 il Dl 5

o goal 4l 2.11.3

Biliary disorders

(20000118)
\
| | | |
FL;’;“(:;'Ogﬁ‘th:f’:;Ef;gw Infectious biliary Biliary Congenital
biﬁary disorders disorders neoplasms biliary disorders
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symptoms (20000124) (20000127) (20000128) polyps)
(20000123) (20000129)
[ | \
Biliary malignant Biliary tumours of unspecified
tumours (SMQ) malignancy (SMQ)
(20000196) (20000197)
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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) s2:5alf o g Lisll)  gtill o] 19 pNaialy (Al gl g oail Al 22 Al gil) )
pdlaiua) il @B gi gl 5 (gaudai Jga cbigale 2.12.4
il 8 Al adil) s galall (5558 el ) 5 ral) Canill Clallaian (SMQ) s0anal) s 5 Lusd) o5l o) 5/ 4008 Jai
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(SMQ) 5215alf 4 g Ll « oalll a9 pSadiddy Luald)) gl jall daild 2,125

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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Cardiac arrhythmias
(20000049)
1 % 1
Cardiac arrhythmia terms (inc! Arrhythmia related Conaenital and
bradyarrhythmias and investigations, neonatgl arthvihmias
tachyarrhythmias) signs and symptoms (20000 0%2)
(20000050) (20000051)
|
‘ ‘ Tach arrhylthm'as (incl
Bradyarrhythmias (incl conduction . . y: 135 {Inc
defects and disorders of sinus node Cardiac arrythmia supraventricular and ventricular
. terms, nonspecific tachvarthvihmi
function) (20000162) achyarrhythmias)
(20000053) (20000054)
|
1 1 l |
Conduction [;i'iorsdﬁgsdzf Brad;t(::;:;'thmia Supraventricular Ventricular Tachyarrhythmia
defects Ifuun cion nonspec’iﬁc tachyarrhythmias tachyarrhythmias terms, nonspecific
(20000056) (20000055) (20000163) (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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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
haemorrhages and
cerebrovascular conditions

(20000061)

\

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

(20000165)

Ischaemic
central nervous system
vascular conditions
(20000063)

Haemorrhagic
central nervous system
vascular conditions
(20000064)

Conditions associated with central
nervous system haemorrhages and
cerebrovascular accidents
(20000166)
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2004 Dec;15(6):541-8.

Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and factitious disease.
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Zhu N., Zhang D., Wang W. A Novel Coronavirus from Patients with Pneumonia in
China, 2019. N Engl J Med. 2020;382(8):727-733. doi: 10.1056/NEJM0a2001017.

Cascella M, Rajnik M, Cuomo A, et al. Features, Evaluation and Treatment Coronavirus
(COVID-19) [Updated 2020 Apr 6]. In: StatPearls [Internet]. Treasure Island (FL):
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Zaim, S., Chong, J. H., Sankaranarayanan, V., & Harky, A. (2020). COVID-19 and Multi-
Organ Response. Current Problems in Cardiology, 100618. Advance online publication.
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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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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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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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Extrapyramidal

syndrome
(20000095)
Akathisia Dyskinesia Dystonia Par'i\"/‘;;’::'ke
(20000096) (20000097) (20000098) (20000099)

(SMQ) Ll g 5 i by Lo Dlia pdaiady aldl) o) gl Al 2-8 (Asa il pns )

pdlaiu) il aBgi g/ 9 Gkl Jga cligala 2.31.4
GOl Gaall s ol sl Gadl lalbaias e IS Jady (8 SMQ pdlaid (SMQ) Gl IS ol shaia Y] o jdlia 2l aa
Shail) sl 5 Gaal) Cannll clallaiae 3 Ayl e SMQ ledlainy Siles 13 SMQ Gk 053 o0 e z il Ay
Ao ill SMQ ledlaind 352 53 sall Clalhaiaall mad je Jalill SMQ akeis) (o oSy (1.5.2.1 andl
(SMQ) Lol g IS bl 4o e pdaiuly daldl) gl yaly daild 2,315
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 :

79 28.0 Lhral SMQ @ladainy (sugail) Jilall
2025
001206



L, SMQ cladlaiud

(SMQ) (bl g il g BY) el <& 2.32
(2007 siciims 5 GUL)

il 2.32.1
L sall ClieLadll (0 5255 e e o3lhae) & Jlie ojuiiaey e
o5l AL Hpilly 0 8 8 -
Al A0 Lgia g5y sha ST Juliag (A dilbaS Al Jal 5o Jin) Cilainal) lany o i 8 =
e a8 e
sl ARl el
Rl i 9o (e ol ) 1) 8 slasal o

shdae V) aal 4 gad 0S5 53 s gall (5 AN sl sl adl) D) i i adly a5 Bl e LAl (el @
o) AaaY) ) sy

aaly o (Al e ol oyl 51 ciall) Jlaad) elae ) cilieliany " 5l dagi 5y ()3 SMQ adeisd L2l 2N -
3 ey

Ol Al e o 55k -

asSle FEYI (e o sill 5 alaall g ol 22y

Mo paaill julaa 2.32.2
:A_uM_q'“ A r‘;.\a L °

53yl o el clacly ddag yoll "R Clallaiae -

i PT =
aie OYla g dale ) s/ SOC 4 (A 2 53) o) 52l elhae Y 4301 6l 0 jiie e o 3id PT alhias o
35 & 5 alaial YA gl iy mlhuadl A8 G anall ciladial) 38 5 dalal) jlaall <l o
('M Al L@-UA: Moa

HBJLHA.;H & L@"“‘; S HJLHH} "gg—‘“";} g_ej-“uj HB‘MHJ na_u‘)buj "t._z...\‘)...ﬂ"j "QEA" M Aj'd‘ el o
"3;)5"} ")i.'a"} "@gj"} "(’J}S"} "k._ﬂ_ .‘"j nhhjuj

SMQ Gl Lgibea ) 13l Gransill 3aY iy b e sanall o3 Jadi il il cilallaad) yasi s o

ol 13 e Jadi il PT cilallaas Gpacai & Sl (Sa s SMQ 2SwinsY Aliiose dila o) 2y =
SMQ iy g i

(ol Al salall Hlail) el aum g vie alaall s AL gl Aalall clalladll

dagul sl @
ol 3G PT 5 (500 i PT =
(0L Ada palall Hlail) MaladiuY) i ga Cilallaias -
Baana ye g Cun (5 AY) e sall Jeli 5 (iall i ey daldl) PT Cilallacas -

80 28.0 Llaa) SMQ cledain sagaill Jalall
2025 e

001206



L, SMQ cladlaiud

O3 (e a8 (K1 (138 SMQ 2 Wls diame o 5) 5l Galsel (o alatll gm s b (aloall 5 Y1 ey ik sl
8y dima by 2c) @ 3 Ulee 2 Lee ST alaia¥) GV (e 2 jall pla il e cilallacadll o3a selis 8 Laa ) sa
13 SMQ pdlaiasl Gk die 5aY) 138 Ble) je cang e il Gl jlaal

Jadlly el Ll e a2 )l e i SMQ poeiad Glail dlia e "alaiiul) aua s Clalhias e cle J il sale
& 1) - 3le) jo MedDRA (et o iy 23U Gilad) JLEay) ol A slaa¥) GVl e Qi) pla jind Jle
Glalbad) pacai g o puills dasi yall SV jae 55 die "2la20uY) aa e Clalhias aladiud 2313 Le - agr dalal) Glilyl)
ob WS Alall @l

1 Gleall b LA dilie e Lad | LT mlaas W e i o 3 sl Gransi 341 Gpassiivdl) e cany 7l sale
Al Yl pla il e aeluy 5 451 (3 SMQ adkwid b (parias PT llaias Gl Jadi je e alhaadl)

pMlaiu) il a8 g5 gif g Gadal Jss clligale 2.32.3

YRt '”\Q&M\éﬁjﬁé ,@u\}“g('g.\...al“' | Caanll lallaias (SMQ)(MLH‘)L/&LU‘M&LFAJ/)MM/MY[ALSM
1.5.2.1 anill 3

(SMQ) (e pill g ey peall g SlaS)) i pull] ¥l pValauly dualdd) gl jally dail 2,32 4

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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dae L dasi jall clalliadl (Jie) bl S0 Ay peadd) S5 Y @A) Ll Aah ) JIS Lalal) clallaadl -
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Dilally A5y (y 0S5 Y A B gl Ay g g 5 58 €3 535 (e Aanlill YAl Aualad) clallaad)l
S 4l AaaSla (oa y daind) Ak o) Jla cW /G J s lily e il A cpe ) ) Greadiiaall ) Al 1l sale

Ll o SYRYIHLGT et s (HLGT Glallaas (g 0l (& G i Alall 435 s MedDRA Clallaas pes (o gial)
il 4y sell YR 5 ) jlanal g dyiall Duands o) YNGR HLGT 5 dussind £ gl YIS/ o] slaiial 5 dussin)

(SMQ) sl ity ubaids) Saciaaly dualdl) aa) jally daild 2.33.3

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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osnlil (5 padll Cay il B il ol il A gl -
(oL Ada palall i) dua IS5 A0 pae 5 AlEine dpdyiad LS a3 ) AlilV) YA Sl i ) QAN eV -
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(SMQ) 3l (uly Sl cilg:ill: Jama) 8 45V SMQ ladbis) 20 ¢Sy ¢hans JST Gland @l @V e Gaadl 1ids sale
(SMQ) <3l izl st 5l lgils (SMQ) (raniag ! lgad (5 i) o] i jill 5 & il o] liiiyly
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Gastrointestinal
nonspecific inflammation
and dysfunctional
conditions
(20000137)

o o & 2.34.3

Gastrointestinal
nonspecific
inflammations
(20000138)

Gastrointestinal
nonspecific dysfunctions
(20000139)

Gastrointestinal
nonspecific symptoms
and therapeutic
procedures
(20000140)

(SMQ) eisgll jtgadl 5 sanall yé ilgil¥]s ki sl SISYI Yla aNaialy dualid) a0 Ay 2-9 (ada 53 an )

adlaiuay) gl aBgi gl Gl Jga clligale 2,34 4

Clallias (e JS Jady o0 SMQ 2dlaisd (SMQ) asiael) lgad) 6 oinall _pe CleilV]y dels olf SR Y/ < Ya 2] 223
lalhiae il A el je SMQ ledein Silas 138 SMQ Gk 058 ¢ o) z ol Ay CiAy | Guall 5 gl sl Canl

Cledlain (53 g sall Cilalliadl ey ye Jolill SMQ et Gadad (SKay (1.5.2.1 ansll ki) sl g1l 5 Gaucall Can )
A= A SMQ

(SMQ) (o) jigadl A dal) o cilgll¥]s oligl) PUSY) ¥la pSaiuls Laldl) gal alls 4ailé 2.34.5

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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Gastrointestinal perforation,
ulceration, haemorrhage or
obstruction
(20000103)

Gastrointestinal

perforation, ulcer,

haemorrhage,
obstruction

Gastrointestinal
obstruction
(20000105)

Gastrointestinal
ulceration
(20000106)

Gastrointestinal
perforation
(20000107)

Gastrointestinal
haemorrhage
(20000108)

nonspecific
findings/

procedures

(20000104)

(SMQ) ¢l jlgat) A sl o] i jill of 7 3L of B pdaiuly galdd) asgd) a4k 2-10 Awasil) a )

O el 5h 38 ¢ cacagll Jleall 8 a5 il ol ) o GUERYL Adadi jall Alall 3 SV pen pla jinY
& (SMQ) 5 3edll o pell) ) o) 34T gy (s ) A8la) sl 5 sy 6 sa) ) g2 e dae 3l SMQ <leDlaiiasl
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pdlaisy) il @B g3 gl 5 (gl Joa cligale 2,354

Gl Clallacas (o 0S dadiy (0 0 SMQ a2 (SMQ) aningl! ilgnd! 6 0¥ of 6 jill of = il of a3 a3
Gl Clallaias 13 A jed) e SMQ ledlein Silas 138 SMQ ki 0583 ¢ o) 7 ol Ay CaMay | Gaall 5 sl 5l
SMQ Gledlaind 333 5 gall lallacadl) ey jie Jalill SMQ Ol ki (K (1.5.2.1 sl lail) sl 5ll 5 sauall
A il

(SMQ) aiagl! jlgad) 4 Saad) of il gf 7 4dil) of cldiil) adaiuly Laldd) aa) yall 4aild 2 355

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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(SMQ) pviail) cidie ua il Laaral) Laidilf ciliglll adaiuls daldl) aa) jally daild 2.36.5

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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1.5.2.1 pmill b idaiill il saldl) 5555 w3 el 5l 5 Grall ol cilalhae (SMQ) A i

(SMQ) o) oty Aaldl) galjally Aails 237 4
e Dorland’s Medical Dictionary.

e Merck Manual, Sec.8, Ch.100, Glaucoma .
http://www.merckmanuals.com/professional/index.html

e http://www.emedicinehealth.com/glaucoma overview/article em.htm

e http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html

e Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update 7/24/2004.

e http://www.nlm.nih.gov/medlineplus/ency/article/001620.htm#Definition .
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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) 4k o2 Lo lia pdlaiuls Laldl) aaljalls 4aild 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.
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Ase il SMQ cledlein 53 s sall Cilalliadll mes e Jolill SMQ abeins) ki Sy (1.5.2.1

(SMQ) »3l/ L3840 caly <l 85 pSaialy uali)) g jally dails 2,395

e 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.
e Dorland’s Medical Dictionary.

e Stedman’s Medical Dictionary 27" Edition, 2000.
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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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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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Drug related hepatic Congenital, familial,
disorders - neonatal and genetic
comprehensive disorders of the liver
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(20000006) (20000014)

Liver infections (SMQ)
(20000016)

Hepatic disorders
specifically reported
as alcohol-related
(SMQ)
(20000017)

Pregnancy-related
hepatic disorders
(SMQ)
(20000018)

Drug related hepatic
disorders - severe
events only (SMQ)

(20000007)

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

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

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

Hepatitis, non-
infectious (SMQ)

Liver neoplasms,
malignant and

Liver neoplasms,
benign (incl cysts and
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Hepatic failure, fibrosis and
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unspecified (SMQ)
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damage-related conditions
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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 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.

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):5171-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-
generation antipsychotic agents. Drugs of Today 2004; 40(5):445-464.

Melkersson K and Dahl M-L. Adverse metabolic effects associated with atypical
antipsychotics: literature review and clinical implications. Drugs 2004; 64(7)701-723.
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e Buettcher, M et al. Hypotonic-hyporesponsive episode (HHE) as an adverse event
following immunization in early childhood: case definition and guidelines for data
collection, analysis, and presentation. Vaccine 2007; 25: 5875 — 5881.

e DuVernoy, TS, Braun, MM and the VAERS Working Group. Hypotonic-hyporesponsive
episodes reported to the Vaccine Adverse Event Reporting System (VAERS), 1996-
1998. Pediatrics 2000; 106(4): e52.

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.

e Recombivax® [package insert]. Whitehouse Station, NJ: Merck & Co, Inc.; 2007.
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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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biologic therapy: a medical revolution. Postgrad Med J. 2007 Apr; 83(978): 251-260. doi:
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Puzanov I, Diab A, Abdallah K, et al. Managing toxicities associated with immune
checkpoint inhibitors: consensus recommendations from the Society for Immunotherapy
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5:95.

Stone J, and DeAngelis L. Cancer treatment-induced neurotoxicity: a focus on newer
treatment. Nat Rev Clin Oncol. 2016; 13 (2): 92-105.
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toxicities, Version 1.2019. NCCN Clinical Practice Guidelines in Oncology. 2019; 17 (3):
255-289.

28.0 Llasa) SMQ Sledlainy el Julal)
2025 sl
001206



L, SMQ cladlaiud

(SMQ) (353 43 Sgah 2,54
(2017 e syl (330))

iyl 2.54.1
(5 53 AaYl 0o @ ol bl el sl ) e
Ll gl 312 e Y8l 5 s s 2 gude SV iiianal) (e AansiSal) Apaall (g ganll (5 50 lgi¥) any =
B0000 53 pgie (535 ol S (5 55l VL sasial) LY Sl 3 (i (Do 2836 ) 8l o 230 by =

Conndl g 5 351 1 g2 o3l (palal) o) 5 asiall il gl 8 5l gl AL ) Al (5550 el by —
3Ll ) o o J5Y) el

sl 13l ¢ 0 33 A8 50 lgally Aalal) il el 5 A0 gl yulill 5 = Sall 5 il ye W15 i) Calias o

Llik 5l 3 5lad gl Ay 5l 4 S (550l S I L -

Lanall el ¢ e JAT @dse ol Al sl delead) o buiSe g€ 1 Lo -

dcliall o siie gl Lelio da e oy e gl Jela GS 1Y L -

g ed) allaall

e A Adda (e B2l ol 8 5 Adhalad) ) dalgall e (e ldall ol 8

Goml) i/ 58 pmill il iy a) e g U 40l (550 3B 5l Qi g pasi s canll e iy el Gl LeBlle

oaall b i all Ciany 38 liie ol e e 05S 8 Jlan

4 gre s Ul jef ) Aeaiall a5 Ll oY1 5 g lacall g il (5 AN (il e Y Jadii 8

Uia Y] 5 sanmia sline | (b 5 405 Aadea 5 oandiil) Jal 3080 (5 50 )1 LU Aailil) e Ladl) Jadis =
el Jiall il a1 ol

s pe leladlia) sie BlEH i agadl ) selall b B il el o 8 o) (Ol LS sl Al gl oY S8 -
oY aladl e

A el @l g paall e Al LasY) e sale Sl ekl siny @
1 AY) el 5k

prlide jiagal 8 Ol

pdlde Hie —
Al 5 4 95, @l ) sSall ilauatine 3 ga g (e (B8N gall aiatial) ) jlaal
L5 8 Al (5500 355 G G D) el sl Al Je s ol sl
el ey palall [gM slaall anall Jle i pli) - Juadlale -
G sindlS 5 pall 5 € Jelitiall (1 sl elie sl gl ol 1) =
el ol 5 dpusiall il 5 Saall Cilaliae aladind 3al) el Lesdle @

Mt paaill julaa 2.54.2

Aianishle @

131 28.0 Jlra) SMQ ciledain (gl Jalal
2025

001206



L, SMQ cladlaiud

Ge s MU A s gy gl A e g giat ) 315l 450 Gl el i i cdallaadll -
Acliall o siie (g pally (o sad JS 5yl el Gy b Ly (L350

PT «Jlia) 55l gty i Lesale Sl (m pal) Cilisses ualil) g gl 320m 8 (5 50l Cilallaias -
e lial a siie Chpaall (5 500 (8 ol ) SIS b Lay o( s o Sl 5 e

G AY) el Clisesa (e oy ol il 3 (55550 iV b sale Cannsii i) (i pall Cilisasn (pansl iy —
PP RSN (g P R P MR R g |

& 5N QLW Lalall Gl je Y5 cladlall -

Ayl Lon s goaslly Lo s 5Soall dileia Lilemiin] s s HLGT gellanan (b ddban¥) i LaaY) il —
sl Al s L Qlle. Al (i pall Slssay

hatinl) yasdll Clallias e la e ol gl ol adll @l e 5l pandiiil) il daldll clallacadl) o
) (g 550 gL Adag sl

odaivd s le @

Lo 4 401 il T aladiasls 48y 5 Sy (A1) sy § o) oy 35 gl 5 Ae Lially Jasd siall g 5850 lgilY)
((SMQ) <l i)

Aalpadl ser Lo 5575 g PT lae dglall el jaY) ol dsand) sl g lad) sl dla¥) ge ) 6 5 0 leiy) -
il 8 il (5 51 GlgiY) (e 5 Bale aay o)l MUl /Agleall U (5 63 0 iV o ) 15k
b 551y Qe PT slagias) Ul iy (5 5300 Lo oo gl

@ ALY i L 1530 (1 (i jall Clisay Zialdl) aia gall 323ns g (g gaall Cilallaias —
Gluadl) Qldl) Glalhaina o

(O (Gaa ¢ can (Jana 63y il 53 ASe ) (558 QD Baraall je Gl ey ladlall o
Al cOE clalhias o

65N Qe saaadl) e diliaiinV) Cla padll 5l dla gl e dilialin¥) clia il o
pdlaiu) il @B g g 9 Gkl Jga cligale 2.54.3
1.5.2.1 el b Agloaail] s a5 5 el sl Guaall ol il (SMQ) (o 53l 430 gl i Yo

(SMQ)) =530 430 gl oSty uald) g pally &aild  2.54.4
e Harrison's Principles of Internal Medicine, 19" edition

e Merck Manual, 19th edition

132 28.0 Jlra) SMQ ciledain (gl Jalal
2025

001206



L, SMQ cladlaiud

(SMQ) AN 4l gaw 2,55
(2006 Ll Y 33Ua))

i il 2.55.1
Gl Jon gl g 2asd) ol paal) 8 s Lasall 3 jlatie SV (0 de gana o8 (ILD) AdDAN &5 (il ol @
Baane ane ol se (sl e V5 Ad cand
Al gl paally lsell Jaall 8 el 3 A1) st Jias e

o) Al 8 g L ciile ) Alaally AN il e 5y slaal) o) 321 1) Gl e chia je S 1Y =
DA el geda

Ll 40 sl lllisall i) vy 38 @
ALD de sane (30 12 a (mniall (5 50,0 GlgilVL ¢ il dual) Glanadll Cilgil) 2 Layy =

Jseba anii 180 ) Wase Joay Sl A g jrall dan jdl) (al 3o G () 1550 LD (o) pal it camiall 0 S @
(A S ile g (ol yaY) (e Baania eliacf 8 (2 ye (e 12 3o ol Wl o el (ST ) gus) (DT 25501 a5

(e sana ) LD gl el Ciiaai (Kay @
Ay yme bl —
Wy me pe il -

e e sana ) Leanidi (S (e ganall (s G gl @
‘éjh:jl\inM\p\g%?\inaﬁ}écﬁA@AAﬁj -

Lol oYl cle o

At/ aail) yulaa 2,552
Abaxnisile e

Calill g AN Gl 5 Flint) el auti ) A5 )0 il el ) e G clallaiadll

A yaall e g db g yaall oY) SIS LD Gl el =

a.a)v\.m‘d\_\.a):\,g.\.\.z;e\)}iApyu)myqd\cﬂﬁ}(ﬁ:\js‘)u4d\.m):\+\.\.z;r‘;\)japya_\)M\ ILDUA‘)Ai -
(o5l

vie Jaisall [LD s 5l YA i) delii ) aase IS8 i ) @l Jadii g Gaeall Cand) clalhaias o
A Adide Jlie aladiuly #3lal)
g lauaDU Al &) coleldy Jaisall o )Y ¢ &l I3 LD (ol jol Gpanai o
Lnliall 3205 ) i 8 L) Cus L3O DA ) CSle i panai  giall (e 58 of Ll ony 0

17 el any & ey liall (a ey G ganaal) e ledl) el ola

asi e 5% o @siall e 0% Al 1Y) in (A (5555 e 1 ad ) @l Jadii s g )l Caall lallacae —
Ssas e Aadle a3 Al g5l Cajall A D g ) 8 Al Aslial) A 3 lallaias (Jlie) Ll
(ILD

dlagind b L @

133 28.0 Llaa) SMQ cledain sagaill Jalall
2025 e

001206



L, SMQ cladlaiud

ORI DN e al el cladle

eal) a5 (5 sandl ey A ) clalhaiadll -

4 agidal bl el el e oY) ey jilie JS ddagi el e clallacad) o

Laplall ye Al e dund) 4l cilalleas

Lanall dal8 jee 3560 )l Al gl clallaias -

0l 3 ¢ sl glall YA 55y deli ga s ) At sl bl oLl 1) Y] A8Y) VA sl 2l -

L0 (el ((GVHD) (sl Jls aadall 53l 6ls eI (i e sl (5 5m0 (300 (i s 65 ) sall DAY 4y 53,
eacy Jhe Cu Baaall AR

Adlaiu) il g gif g (b Jsa cligale 2553
1.5.2.1 audll L Aduaiil) il gl 355 a5l sl 5 Gaacall Canl lallaiae (SMQ) AUSS 44/ ida so 4 Jalis

134 28.0 _laal SMQ ciledainy sueaill Jilal
2025 sl

001206



L, SMQ cladlaiud

(SMQ) A8 osld Qlglll 2,56
(2008 (ke sy (33Ua))

iy 2ill 2.56.1
4 palall aall sl g Uil e i Adadall elaal) L dbal sa 8 )8 il @
Osbsal) ) aall 8N & e (mladi) oy Cny @

e alasiul VL B e U a4 jeall e saaall (gl Wiyl Chony 43S puall HUS (g aia el alaza (43S0 @
L Al dajis e sl ClgalV g (s sadll Jaal)

MY Jama g da )3 o 4 oudl Aladl adind @
scshlAl) Al (g e o ¢ 8 lgdll -
pll Jarim (a5 aifinnall iy 35 aad i aba i o
(3l SV ol an g o
(223l eyl Glaall Gl Je cildle o
ladl G50 g ) G5l 8 el
& sad JISY) 5l JSE o
(bl sl ol Bae (530 e Guany) Ca 3l 5 oY) (e BB 508 8 ity ©
il (5 small (ganall iy 3ill e g FSYI D ) (g ld8) (p5 58 el 2y @
Ol i e (el S e
Lo V) b st ol dgasare Jia b sk lsle @
A5 gl Jol sl @
Gl il sy
Al Sl ylalal o
B, -
(4 ya Aok )5l dalya (JUe) dal jall o
Sle sl gy -
Al aly) ) -
SLSNIRTR R EIRWE Y PRV
anll o)Al e e -
Baae ydlee o

Lo 153l (R gead) clslimall calaall 5k e il cipny 5 b)) gdl) Fdainl il o all Ky ST Cunion
LB BN ISP P!

A paalll julea 2. 56.2
(Al oy L e

G AV Ol el g 5l g o)) o sl 8 gl Aualall clallaadll -

135 28.0 Llaa) SMQ cledain sagaill Jalall
2025 e

001206



fa il SMQ ciudoda
AL (53 Al andl) callns —

dlagind Sl @
el (g3l Graill 5 LSV ddagyall Clalladll -
G ) ool Y sl y Ay ) Gl e Yl dalall clalladl -
Syl lasai PT =
ol g srall anall ol ) il o
Ll 3acl8 jlial) ol 08 figall je il e L Hseh Ao o
3nY Ua pend " jige e " 23 Al Y g la il ) Gl Caoal ) Clallaadll daad ol sl Cand) b 3% sala)
O Gl (oam pall e S all pladiind o3 1)) dage "5 yigall g AN () 6SE 8 Aulag) W jlial) da CulS ) aSail) Claia
(570 S32a U0 (10
plaiu) il 2853 gl Gl Jsa clligale 2.56.3
1.5.2.1 mdll G dhuatill b salall G5 a5l 5 Grall Gl Clallaias (SMQ) (sl (568 e/ A5 Jads

(SMQ) s8] (5155 cibgdl) daiddy dualid) pa) jally daild 2564
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e Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988 August 13;
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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%Z20Disorders.pdf (specific url not currently accessible)

e Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999.
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e Braunwald E, Fauci A, Kasper D. Harrison’s Principles of Internal Medicine. 15th Edition,
2001 pp 285-9.

e Weatherall D, Ledingham J and Warrell D. Oxford Textbook of Medicine. Third edition,
1996; volume 2 pp 1541-44.
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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
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Case Definition, Grading, Laboratory Diagnosis and Treatment Monitoring, Background
Document (Draft), 28 — 29 February 2008.
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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.jsp?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#a1
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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 ef 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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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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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/mmbhe/sec06/ch096/ch096d.html
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Winthrop KL, et al. Opportunistic infections and biologic therapies in immune-mediated
inflammatory diseases: consensus recommendations for infection reporting during
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e Merck Manual Online, published by Merck Research Laboratories .
http://www.merckmanuals.com/professional/index.html
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Oropharyngeal disorders

(20000109)

Oropharyngeal Oroznzlr'y:lgeal Gingival Orocl;?aryngeall
neoplasms Oropharyngeal o disorders conditions (exc

: : conditions neoplasms,

(20000110) infections (20000113) . X
(20000112) infections and
(20000111) .
allergies)
(20000114)
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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.

e Dorland’s Medical Dictionary .
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Ovarian neoplasms,
malignant and
unspecified (SMQ)
(20000151)

Ovarian malignant tumours
(SMQ)
(20000200)

Ovarian tumours of
unspecified malignancy
(SMQ)
(20000201)
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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 Carter, S.R .Eyelid disorders :diagnosis and management .Amer .Fam .Phys .57:(11),
June 1998 .http://www.aafp.org/online/en/home/publications/journals/afp.html
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e Bankowski Z, Bruppacher R, Crusius | et al .Reporting adverse drug reactions, definition
of terms and criteria for their use .Council for International Organizations of Medical
Sciences (CIOMS), 1999 p 32.
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Pregnancy and
neonatal topics (SMQ)
(20000185)
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[

[

[
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[

|

Congenital, familial
and genetic disorders
(SMQ)
(20000077)

Pregnancy, labour and
delivery complications
and risk factors (excl
abortions and stillbirth)
(SMQ)
(20000186)

Lactation related
topics (incl neonatal
exposure through
breast milk) (SMQ)
(20000187)

Foetal
disorders
(SMQ)
(20000190)

Neonatal
disorders
(SMQ)
(20000191)

Termination of
pregnancy and
risk of abortion
(SMQ)
(20000192)

Normal pregnancy
conditions and
outcomes (SMQ)
(20000193)

(SMQ) 2/salls Jard) il 3o 30 pdaiaaly el (o) g Ay 12-19 (Apd gl o )

195

[
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Functional lactation
disorders (SMQ)
(20000188)

Neonatal exposures
via breast milk (SMQ)
(20000189)

(SMQ) +sllg Jasd) il gy pa pNatiualy Lualdl) gl jall daild 2,83 .4

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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Premalignant
disorders
(20000085)
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Premalignant
Blood Gastrointestinal Reproductive SKi . disorders, general
) . . in premalignant -
premalignant premalignant premalignant disorders conditions and
disorders disorders disorders (20000089) other site specific
(20000086) (20000087) (20000088) disorders
(20000169)
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Canll a0 55 (i gy i Gaaal) 3Uaill ilalln Jadiis o SMQ o8 (SMQ) Bl dolasl! il sl ¥ s
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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. (s Uaii xd sall 138 (555 Y )

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

e Dorland’s Medical Dictionary.
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Prostate neoplasms,
malignant and
unspecified (SMQ)
(20000152)

Prostate tumours of
unspecified malignancy
(SMQ)
(20000203)

Prostate malignant
tumours (SMQ)
(20000202)

(SMQ) biiasll g Ll i a8l a1 piady QAN (a s 7 5 Ay 229 (a5l )

pllain) il aBgi g 9 Gkl Jgs cigale 2.85.4
el Aduadil) s galal) (3 g8 3Ll Al 5 5 Alia Cany Clalhaias L) (SMQ) s03af) i o Linsll) Lilies g ull o/ 5/
1.5.2.1

(SMQ) 5225a)f 4 g Ll Uil g pill a9/ pVaiady dualil) ga) aly daild 2.85.5

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

e Merck Manual for Health Care Professionals: Proteinuria
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 Basic requirements for the use of terms for reporting adverse drug reactions (V).
Pharmacoepidemiology and Drug Safety 1993; 2:149-153.

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

e Poels PJE and Gabreéls FJM. 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.
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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.
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.

management of sepsis. Seventieth World Health Assembly A70/13.

septic shock (Sepsis-3). JAMA, 315(8): 801-10.

World Health Organization (2017). Improving the prevention, diagnosis, and clinical

Singer, M., et al. (2016). The third international consensus definitions for sepsis and
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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 Sadock BJ, Sadock VA, Ruiz P. Selective serotonin reuptake inhibitors. In: Kaplan &
Sadock's Synopsis of Psychiatry, Eleventh Edition, Wolters Kluwer, Philadelphia (2015),

p1013.

e Healy D, Le Noury J, Mangin D. Enduring sexual dysfunction after treatment with

antidepressants, 5a-reductase inhibitors and isotretinoin: 300 cases. International

Journal of Risk and Safety in Medicine (2018), 29:125-134.

e Bala A, Nguyen HMT, Hellstrom WJG. Post-SSRI Sexual Dysfunction: A literature

review. Sexual Medicine Reviews, (2018), 6(1):29-34.

. Rineke Gordijn, Martina Teichert, Melianthe P.J. Nicolai, Henk W. Elzevier, Henk-Jan
Guchelaar, Adverse drug reactions on sexual functioning: a systematic overview, Drug

Discovery Today, Volume 24, Issue 3, 2019, Pages 890-897.

e Trenque, T., Maura, G., Herlem, E. et al. Reports of Sexual Disorders Related to
Serotonin Reuptake Inhibitors in the French Pharmacovigilance Database: An Example

of Underreporting. Drug Saf 36, 515-519 (2013).

226 28.0 laa) SMQ ey (sgadll (il
2025

001206



L, SMQ cladlaiud

(SMQ) 42l 2.99
(2006 i syl (330))

iy 2l 2.99.1
oo il 8 4 gl 5y sal) (S a1 sl JS0 okl s Znaal) LSBT s Ay gadl) L Yl e illa @
iyl oline SUAAISH 4 4 S
) allad) e

il ANal 3 sala il yua s il plaY) g alal g s el & g alill gyt g Sl il ekl Jaus gie (alids)l o
pll Iaria (i (3 ) (Bria ialdi dari g (253 g0 (il (pal (Sl Bale) all laria yaleds) g J sl 48
4 sadll <l el o3l Al ) (g e el 2 i) (alads) g (AabusiV) 5 oaalids]

el Gl s L Gle 5 a8 das Gl & Al o)
Aglall Ladall ) aas (ali dadal 4y 5yl alldll @

S sl 4Bl el 5 Gl Gimil) 5 55 el ol oyl ) 2l o 5580 Bt el el

Gl Jull i i) @l )Y

Ay deacall 4yl alladl e

Gl Ll 350y aal) e ealadil g ¢ bl Alal) ) el an s g edd -

Al dereall 5 aall ana (il (o g sall (g o yuadl Jaadll ) AlY) dereall kT ez Slall Glaia¥) pre Jia 4 -
Aerall JKE o

ol aas i -
e i iy Jal o
as s L3l (jlads o (A% Aera) pall lasd e L) il o
Dl sl 5ol K Al L piliadly Ungi ye Alaiaa 13 Gas 4 500 Aasi el adl) aaa (el deda Jidd o (S Y o
el paa (o B sl
Laa) -
Ao aal) ana il (g g yudl Jaail) iy L il o
JDe) 5 alall Caldll Aliae eliial (Jiall Juss o) Galia )5S Lo Wle 5 cillad ddia Qi) Jid (e mb o
(A3 ) Le g a2l Qlal) Alae
4 5al) Al a0 8 Gt Q) Canial A5 all WAl Slal) Q86D iy of ¢S ©
doly -
Ol sl CulilE 5 U gl gy el elans 5 A4S jLia 33l (5 g0all (5 kel Jadll 2 s las o

-

aal -

bl bl ala (alids) ae dae O 1308 G my o
el sfale s o S eal e laall clibal o 5ad) cay 3l deleall deaall dgasd) darall il s o
ol (538 o (game LS 5l (See

bl o

salal) e Uil dudioal) b alie (e selie o

227 28.0 laa) SMQ ey (sgadll (il
2025

001206



L, SMQ cladlaiud

Leniy dile 5 dad s Cugan ) (Oaboid) ((Jia) 43 5aY) @lld b Lay ¢ datindd (i adld 23 535 ©
Blaadl a3 A A8y Usaan (58 L Glle Jile 5 gl

o] Aaia gall 4y 5y ol B ) gaaall (pui Slagy BAIS Gl Slelas 28180 desall 203 o
Al Sl i

sV 830 o e 5l 0515kl e (Sl el il e g3l e Bl g LU o
(A Gasb e Sl iyl Babiadll 3 50Y) e L)

@)zﬂ\zﬁu\gsqu\),mmg@ih,x o

Slaiu)f(padil) splaa 2.99.2
Mpesishle e
il 5o Jelds Jiiad AplSa) ae "lera" e (55t Ul PT clalhias pres (Gua =
el =
Lﬁ};ad\ dadll clalhias o
"anuria" 4l e g giai Jll dlalhiadl o
"hypoperfusion" 4l e g ga3 Al cilalhiadl o
wdagul e @
(568 placai¥l) Gilaal QB dliae olitial ¢Jia) dasall ) sels J Cuaad I @YY o
odlef daia sall GV po @it ¥ Gl lallaiadll o
Laa ) denall s 4l oSl desall clallas —

a5 2 Ard 5 Ay gl 5 sl 8 sy B ) 5 jually Gl coliac V) 3 Wik Ul 5 S (s 1)) lallaiad) aef
ale (< W alain)

V) Ayl s il Aeal ye dy (andl daiind 5
Ao IS Le jall VAl Jiss A cilallaiad) el o -

S (SMQ) 4ulslal)/A sl desall S Yla s (SMQ) ALY Jeldil : 3l il Je SMQ cledaind (g cle 5 llia 13l sale
el gl as Y Al aladly (SMQ) Loldlil)dslil) dosall ¥la paias Calide 3S 55 Y] e SMQ e
IR e Aedall Gag ks L ) sl (SMQ) ‘55133\ Jelilll pu gy miball Jia 305 JAY) G 5 cdadia & gaa Lgie &
PT e ds¥ g sl (e Al o ji Jie cilallias (o

) o & 2.99.3
& sial) e i SMQ Salhas i s (SMQ) dezeall) SMQ (1 6 sisall) Jols 3215 SMQ gr oed SMQ 58 13

(2
Axd 55 Apn diny Dlalhaine e ASMQ IS dedy @
SMQ JS diseal) cialleadl) de gana sl Lo Jill SMQ lallas aren ) Gonills Leasdi 4 Galall Clallead) o
B an 0 )8
228 28.0 Jlra) SMQ ciledain (gl Jalal
2025 e

001206



30,8 SMQ cladaiud
Shock
(20000066)
\
Sho.th' g Torsade de Hypgﬁgl:lf mie Togﬁgscekphc Anaphylactic/ Hypoglycaemic
associate pointes, shock- 0C )0 anaphylactoid and neurogenic
circulatory or : conditions conditions shock
cardiac associated (20000069) (20000070) shock i
giti | conditions conditions conditions
conditions (exc (20000068) (20000071) (20000072)
Torsade de
pointes)
(20000067)

(SMQ) Losall iy aldl) (o gl g &y 12-22 (Apd gl an )

pdlaiu) il aBgi gl 9 Gkl Jga cligala 2.99.4

bl 0555 ¢ o) ol Ay CdA, Gl 5 ad gl Caad) Cilallaias (e OIS Jady U 2 SMQ 2 (SMQ) Leal/iss i
Gubi (S (1.5.2.1 sl lail) ad sll 5 guall Ganil) ilallacas 3 dae jell e SMQ @ledlain Sl 134 SMQ

229

1605.

el SMQ cledlaind 853 g sall Clallaiadll zed yue Jalill SMQ #Slaind

(SMQ) dasiall pdaiuly &ualdl) aal yally daild 2,995

Harrison’s Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1581, 1600-

Dorland’s lllustrated Medical Dictionary, 28™ ed, Philadelphia WB Saunders Co.
Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use, CIOMS,

Geneva, 1999.

Harrison’s Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1367-71.
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malignant and
unspecified (SMQ)
(20000173)

Skin tumours of

Skin malignant tumours

(SMQ) unspecified malignancy
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(20000204) (20000205)
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DeVita VT, Hellman S, Rosenberg SA .Cancer :Principles and Practice of Oncology7 .th
Edition, 2005.

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

European Group on Tumour Markers (EGTM) .http://www.egtm.eu
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Guidelines for referral and management of systemic lupus erythematosus in adults.
American College of Rheumatology Ad Hoc Committee on Systemic Lupus
Erythematosus Guidelines. Arthritis Rheum 1999;42:1785-96.

Hellman DB, Stone JH. Arthritis and musculoskeletal disorders. In: Tierney, Jr. LM,
McPhee SJ, Papadakis MA, editors. Current medical diagnosis and treatment. 43" ed.
New York: McGraw-Hill Companies, Inc.; 2004. Available via intranet at STAT!Ref
Online Medical Database. Teton Data Systems, Jackson, Wyo. (Version 3.3.6, 2004).

Hahn BH. Disorders of the immune system, connective tissues, and joints. In: Kasper
DL, Fauci AS, Longo DL, Braunwald E, Hauser SL, Jameson JL, editors. Harrison’s
principles of internal medicine. 16" ed. New York: McGraw-Hill Companies; 2005.
Available via intranet at STAT!Ref Online Medical Database. Teton Data Systems,
Jackson, Wyo. (Version 3.3.6, 2004).

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

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

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

The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999.
“Harrison’s Principles of Internal Medicine,” 14th edition, pp 1874 — 1880, 1998.
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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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Riley, G. Tendinopathy — from basic science to treatment.
http://www.medscape.org/viewarticle/569113

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

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

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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Edition, June 2003, Saunders, an Elsevier imprint.
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Thyroid dysfunction (SMQ)

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

(SMQ) Ll 580y ki g JI5 paiadly galid) o sl g3 Ay 2-24 (a5l ans )

pdlain) il @B g g 9 (Gl Jga b gale 2.105.4

oS A Gy aall 5 el ol sl lalha (e S Jady G jp SMQ 22k (SMQ) 4ol 580 dnls g SIS 36 225
sl il aaad sl 5 Ganal) Canall clallaiae <13 L sel) e SMQ ledlaind ilas 138 SMQ Gaaki 0550 ¢ el
Age Al SMQ cledleinsl (853 g sall Glallaadll zad e Jalill SMQ p2eiasl ke oSy (1.5.2.1

(SMQ) 4yt ity pdskiy JI3. pYoils alil) g alls Anis 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 http://www.merck.com/mmpe/sec12/ch152/ch152e.html#sec12-ch152-ch152e-239
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1.5.2.1 amill b &Ll

(SMQ) QT 5.8 by e siill b pudids) il g (59 Ao 57 pSlainiy dualdl) g2l jally 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 HJL 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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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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(SMQ) ol Lol da s pSlataly Aalil) gl sally 4aild 2.108.5

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 lkeda, A. Tumor lysis syndrome. eMedicine (October
2012) http://emedicine.medscape.com/article/282171-overview
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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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1.5.2.1 axill

(SMQ) 5115a)f i g Ll i gld 5L g an ) a1/ adalidy Aualdl) gl jally 4aild 2.109.5

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://www.egtm.eu/
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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 .[
McGraw-Hill Companies; 2007 .http://www.accessmedicine.com .Accessed May 8, 2007.
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