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Anonymous. Pancreatitis. Reporting Adverse Drug Reactions: Definitions of Terms and
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International Organizations of Medical Sciences: Geneva, 1999, pp 53-54.

Berardi RR and Montgomery PA. Pancreatitis. Pharmacotherapy: A Pathophysiologic
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NY. 1999. pp 701-715.

Greenberger NJ, Toskes PP, and Isselbacher KJ. Acute and chronic pancreatitis.
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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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e The Merck Manual. 15" edition. Merck, Sharp & Dohme Research Laboratories. (1987):
306-7.
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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.

27.0 Llaal SMQ cledainy (sugaill Jilall
2024 o)\
001033



Laill SMQ eiledlaz

(SMQ) sl s&l) ol clilar Lo Pia 2.8

(2006 _aisw zUisY) @)

il 2.8.1
Jiiaall (5 53U el 2l ool 3 JI5 Ailaie 8 jpae s 13 Bl Alla 4 2 o)) Jadll iBliad e Se @
(s S

Ll ) el s gl g Al Bl al el aga s s @

o 25 sall 0l oS Qi) @l pils s e () Sall COline Clalizas) il S Jadll dliae CLS 5o Jand @
Clac Yl ddaul 5 dganl) 4,330 Lol aly 3 el Lpaioall gl ga 5 dall 5 pand) LA e @ litul)
Agpanll 4000 366 ) aual gall 8 Wyl 5 sgall 440000 4 o))

daadl 2ad s HaiadllS jaaly alaall Cila g (3EANS ach g gl i WS Al Y4 ol el Caagaly @
Do g ) ol SYS K NT ) ALt (S ] 9 o
Sladll liaS

@ 3SAl ranll Sleall s A lens Jalae ) (al e ) Cluiuai ) o

s aaSall AN (108 g Je Liadl) A8l w535 ¢ gl olb 5 335501 s 2 (Arkanna) Ay Sleadl Gl e V)
aral lgal) 48 ja b alad) iy Le Ulle | aall 5 pall Jaia L)) 5 Callll gy g pall Calda 5 alally Cilis
(Sl el s saall

u.u})ué\ju\.ﬁyﬂ;ch@‘;ub@bwu&ﬂhi@ma)yucb‘)\_\c Ls‘)sﬂ\‘f.\j)ﬁ\daﬂ‘ubbai\:u\ N =
‘\.\L.\Mua\)&\ujdwﬁ_ﬂ_l).\jémc@J}@ABJESJC\JJLAJ‘Q_DMM 44_)..4.\3\

e/ opaill julaa  2.8.2
4.9.0.‘.43?3:\& °
oef daa LS A 5l La jallag g 2 oI Jaadll culdlind 4 Dby ddas ) PT cilalbias -
54 (5D e Alaay (o S D
saladl il S Jaall fiias A e e 138 SMQ S -
odaiinl shla @
Lalediv) 2 soaae Olallhias aa Y -

gyl 283
tY) sl e el G s
Al ST J grdall Cfalian 4o iSia PT () W e i sy Sl SV (Gaa Glai) A 28l @
el Jlealy dlall 3 PT cilallacas s(aul s i) B4l o
Aol (il 3V ALl @ld PT clalbacas s(aul s 3as) C 2l @
ol &I Jadll I3 A JDliay dlia @l (5 AT PT Clalhas 1(aul s Gai) D 4l @

ol o A Qa0 PT o gl @V (ol Jadiins Gl sall (o 2 3ad Wayan s ) VW 1 SYWS o)) sl sl 58y
8 Aol LD PT Cilallias Cile sana (30 e sane IS G0 Y e 2al 5 PT (0 435Sl Cile ganall (s e il dlla
.Ds Cs B

21 27.0 Jlaal SMQ ciledwiny seil) Jilal
2024 ke
001033



Laill SMQ eiledlaz

st Glallaiadl fpacaly agaiany o o Ly ¢haid Lidil) S/ ks Y/ SOC (o Slalhias Guadaly ualill ars a8 1A sl
fal gl il ) sa e cosld oLl Cand VAl s3a and agall o OIS 13 a5 3 el nandl Sleadly Alall il
Alall @y e VA e 1508 1330 Gslu) 138 aaay 38 (@lld aa g

plaiay) il adgi gl g (ki Ja clligale  2.8.4

Jias a2 SMQ Dk (SMQ) it s Jadll <l3lias o jdlia 323 cpasd sl Canall 5 Gauall Caal) ) Adlica)
,:ujuwesidsx%uw\ayu%maﬂmMk};agmdﬁwcu\,nw\aukmw@}@@j)\,g\
bl eaage sp LS gl iU 400 dlee (8 4 ) Al ke (S

(1.5.2.1 anll Jlail) gl 55 Gann Ciny by gamn 3 SMQ pdlaiad Gl yoe i¥lal) gl il ony Y5l @

Lanlly odle Leela il o Al YA 58 a3l A0 g el Gkl el g o 58 Cus cp o S 400D Lleal) 25 @
Y A sl dra all ie ) sad) g el (Gadal oSy clgela jiul &3 Al YAl s il clilyd) Cile sana )
Lol Al 2l 2150 (S (D C5 B) 5l A (SMQ) Gl s Jasll liliad o jMliadga 5 )) 53 055
ZIAN AL b Al a) plasiuly

(SMQ) sl Jadl) filias La joia &y dualAl) pal jallb daild 2,85

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.
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Biliary disorders
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— | | |
F‘;r:z;'ogﬁgtgn:ea?;?;ggry Infectious biliary Biliary Congenital
bilgi;ary disorders disorders neoplasms biliary disorders
(20000119) (20000120) (20000121) (20000122)
| [ | |
Biliary system Biliary Biliary
related Gallbladder Gallstone - neoplasms
investigations, related related Bélifgdt;?gt mr;ﬁgglzf:tn;ld benign (incl
signs and disorders disorders (20000125) unspecified cysts and
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)
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1.5.21

(SMQ)) s1aall & g Ll otlll ) 1o/ 8idy AualA) aa) pally 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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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 Council for International Organisations of Medical Sciences (CIOMS .(Reporting Adverse
Drug Reactions .Definition of terms and criteria for their use :1999 .p 64-65.

35 27.0 Jlaal SMQ ciledwiny seil) Jilal
2024 ool
001033



Laill SMQ eiledlaz

36

(SMQ) il dae Pie) 2,15
(2008 iz zlisy) 33

iy adll 2,151
il Almny A e ol gm0 -

Casyma g gl pealy e cand S LG -

e EnY -
Jay o
sl hamplii)) o
PKIENRPAR NG

laa b2 e 0O
c,.ﬁ)yi“* S e
AV S g i lesle -

Euse O
gA\;.A o)
2 O

(WHO) dxalla) dnall dakin 385 @
L i) Alany Lo Apum pall Aleall (3la i) ) plaa¥) ol baid
iy e e -
oAl slmel (8 i e ge len Y -
" AVl Alae JDe ) Uyl oy -

Nafal)opacsil) julaa 2.15.2

tAdraal M?:‘:'L“ °

") Alae il ol Ml Alae Ml e g siad S PT Glalhias -
HL:” [z i Lea/HLGT 3§L, A 4 4‘";,““} g_\hj\ ilac dvﬁch ;Ua.ﬁ),d\ PT clallacas -

2l Laiin Ui ) (e anlill Qlil) dliae Sl daldll cilallaiadl —

Clil) Alime Sl ) 5355 38 ) AelY) sl il clalluad) -

) Aiae JBe ) (he Ao 6 JEYL aldll PT cilallaias -

L il Aflativd Cilia sad HLGT gllass dlaiall y il dline el daiiall PT cilallhias —

(Sl 1Y) Sl L) ol & geall Ao Y1
Anlall ciledjayh Al ald clallaadl o
sl all s (aliail Aalall cilallaadll -
Al de Al Aalall clallhadl -

27.0 Jlaa) SMQ Gladlain sugall il

2024 (sl
001033



Laill SMQ eiledlaz

odlagind bl @
el (e dualal) lallaiad) -
ddlecall () YU dalall clalladl o
A galil) Gl 5L daldl) clalladll -
Aladl) (ol eV Al cilallaadll -
Tadlail) ) WYL Al clallhadl o
Al (ol el Aalal) Glallad) s -
Qs Aalaiall e LAY il 5 3 i) CLEKYL Aalal) clalhadl -
s ledle 4l Caul - 5 iliall ClanY) Gae 559 LY shaie (g - calill Aliae JMe) 5 Al 1ane Guall Caad) ) oS5 il sale

Al B (Z ey cVall gla yial die "5 jisall e EU" e S 8 ) gedh il (Gua ey 8 Al saaas Ll e
oY) (e ealaiil

salels bl ¥ g ST ALl g 5 (SMQ) Ll Ll ya posd 1) ) allaias 4 pSail) Coal pendiieall oKy
Ll Alae e ) s pasy Al Al dla b oS5 a8 ) ¢ ) Jadl)

pdlaiu) @il adgi gl 9 Bkl Jga clligals 2.15.3

1.5.2.1 pudll b Al il palall (3555 o5 gl sl 5 Ganal) Conil) lallaas (SMQ) il Jead Slie /328 s

(SMQ) wlilf Jaae Sl /4y Lalill aa) b dails 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
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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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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Depression and suicide/self-
injury
(20000035)

Depression (excl
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(20000167)

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.

27.0 Llaal SMQ cledainy (sugaill Jilall
2024 o)\
001033



Laill SMQ eiledlaz

(SMQ) Lstamail 5 gl Aais V) g 5 aiall 3 gall hlai 2,26
(2007 cises Y 33U

il 2.26.1
B3l o gall alad @
laall sliadl alasiay) o
(Fan) 3l Al ) (Jia) Ladle Gl Y 4 e o
(crle eJlia) Ay y5mm Aala (50 puaall il & 0N o
DlEall ) e sl o
4 paall Ghlial (s 4 3 Fie JSGy dpudill Cleial) (a0 e 5 GulS S (Jhalad il jeday -
(Y e S pe Jelin e abedl) 8 ) et 53 05l o sall alad ey ading
Jlaall aladiud 4y Cun ) Bl 5 43lad 55 5 ardiuall dpadd s Hlall il 8l 5 40 sall pailiaddl o
& suill 3l Jie 1 5el Basaie ilie lalai aey -
e sl s aens IS5 o jelay 8
Dlall adsiiall aladind) 5 de jall s 4 sall (ailaddl 3i5 eV s
eyl e
inal) paddll (5o aladiu¥) e aliall glaiy) -
pliiie U8 Wila Laladiind 3 J griall A 3ale aladiind (e aal) 5l g U)ot solall Aisae da jDlia =
galadind oy Al J priall dpnds salall (385 Qe Gl yef cplii =
salall Hlaall ¢l il e "pmaiEllt sale S5 o
) g a6 il Jvma 335 ¢ ad) Gl ellsa) 5f JlgmsY) il Jia sa3ma e Ul el o o
oLty Camaca (5 ) cdungil) (Jaladll (3l Jaii dasldll [l Y1 o

S/ Cpanaill pulaa 2.26.2
Ahesishle e
sl e sldie Y/ i o
" shae JEe" 5 MBaexiall aladin¥) selu) o M bl e sl dlall @l Glalheadl S pesi sl o
Gima (ai Cilallaag Lgba o "alaic I

51800 3 Ae jat ol Mdeatl) 32l 31 (Jle) L g2 (e Wiyl (S0 alat AalS ae deddiinall Cilalliadl (paai @i o
@.&‘_3 éLLu Slallias L@.Aa.a_g.! ("‘)&a.n a.:tm.u" "JG&&\ 5 $a BJL:}‘}"

adsll Gl ) e Al clalladl o

alaady) -
G (3 cilallaia Lgiun 5 " Sl ol ) jais ) Clalliadll g cpai o3
a5 (las Cilallacas Lgioa 5 dad "alxi )" i "Olail” Gl e (5 gind il Glallacadl cpai sl o
Lad g Sl e ) clallaad)l o

63 27.0 Jlaal SMQ ciledwiny seil) Jilal
2024 ool
001033



Laill SMQ eiledlaz

diul sl @

el e e s —
3aaall 3 sally aaniil) ol 3 aaall ol sall e (al el Aalall clalliadl o
P RREwY ‘).\ELQC- 5 shua 331 ) ‘;\ s ‘;ﬂ\ :‘:’)M\ Hﬂb Al clallaadl o

oSl 5 J gl alay Ayl lalloadll —

(QM\ ‘)gc E‘Jﬂuyb I\L.G)A\ Q\Aﬂa&aﬂ\ \As 44‘5.3‘\}“ BJ\J“ c}u/c\.bai_\ f\..abl\ uw\ .Jla.f\.u\ (.\SJ LA BJ}L -
_B‘)M\ J\)A\é\ﬂé\)&dﬁ&&;‘@@\}c JW\J@;@\}@'A}A\&A@.}JJM

| PN B

"B‘)S“y\ P C_‘Itu" ‘))@_L UJ [ERTY Y ‘).\.\S < 30asa ‘):\9) JM\ s ua\‘).cb il clalladl o
(3 5

Yy Jsniall A aa3 ¥ 1 8l ll Aalal) 6 (3 SMQ ciy i s ¥ il "las¥I" clalhias o
'JUMJS.&,\@M'" ¥l

o) goad 4k 2.26.3

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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The Merck Manual assessed online as
http://www.merck.com/mmpe/sec05/ch055/ch055d.html.

Harrisons Principles of Internal Medicine, McGraw Hill accessed online as
http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+

pneumonia+&rootTerm=eosinophilic+tpneumonias&searchtype=1&rootID=12837&gobac

klink=1&drug=1
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Extrapyramidal

(20000095)

o goall 44 2.31.3

Akathisia
(20000096)

Dyskinesia
(20000097)

Dystonia
(20000098)

Parkinson-like
events
(20000099)

(SMQ) Gl g il sl Lo jlia iy (alidipa ) g ol 1 2-8 (oapda sl aua

pdlaiu) il aBgi gl 9 Gkl Iy cMigale 2.31.4
Gl Gl el sl Caall clallaias (e IS Jady 08 SMQ dlais) (SMQ) Do/ 7l ol oY/ Lo jdlio il a3
il sl 5l 5 Ggrall sl clallaas i3 e jed) e SMQ ledein Silas 138 SMQ Gakad )5S ¢ ool 7 sl iy
Ae il SMQ @iladain 853 g gall Clallaaall ad ye Jollll SMQ a2l i Sy (1.5.2.1 anadll

(SMQ) Lol g5 il sy 4o jlia didy Laldl) pa) jals 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 :
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(SMQ) (el y et pl] g i) i pudl] S¥AC LA aal el dails 2,324

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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Gastrointestinal
nonspecific inflammation
and dysfunctional
conditions
(20000137)

o gl 4y 2.34.3

Gastrointestinal
nonspecific
inflammations
(20000138)

Gastrointestinal
nonspecific dysfunctions
(20000139)

Gastrointestinal
nonspecific symptoms
and therapeutic
procedures
(20000140)
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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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Gastrointestinal perforation,
ulceration, haemorrhage or

obstruction
(20000103)
|
Gastrointestinal
perforation, ulcer, Gastrointestinal Gastrointestinal Gastrointestinal Gastrointestinal
haemorrhage, obstruction ulceration perforation haemorrhage
obstruction (20000105) (20000106) (20000107) (20000108)
nonspecific
findings/
procedures
(20000104)
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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

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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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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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 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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insipidus. Drug-Induced Diseases: Prevention, Detection, and Management. Tisdale JE
and Miller DA (Eds). American Society of Health-System Pharmacists: Bethesda, MD,
2005. pg. 611-624.

e Joy MS and Hladik GA. Disorders of sodium, water, calcium, and phosphorus
homeostasis. Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT,
Talbert RL, and Yee GC et al (Eds). McGraw-Hill: New York, NY. 2002. pg. 953-979.

e Robertson GL. Disorders of the neurohypophysis. Harrison’s Principles of Internal
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e Singer GG and Brenner BM. Fluid and electrolyte disturbances. Harrison’s Principles of
Internal Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds).
McGraw-Hill: New York, NY. 2005. pg. 252-263.
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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.
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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.
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e Dorland’s lllustrated Medical Dictionary, 30th Edition; 2003 .pp 590-2.
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e Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988 August 13;
297(6646): 473-477.

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) S pdlaal s Lals)) sl el 28 2.60.4

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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Al sue SMQ e ST aladind (e Cangy allay 38 cCand) (e (g pall ) 3liu) 4k sale

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

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

(SMQ) Lt il pbacds) ddy ualAl) pal 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
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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 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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1999: 1431-42.
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edition, 2005, page 2480-83.
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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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Andreoli T, Behrman R, Bhattacharya B et al .Dorland’s lllustrated Medical Dictionary,
30" edition, dated 2003 .Saunders, Philadelphia.

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

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

176 27.0 Llaa)l SMQ cledin (gasgail) Jial)
2024 ol
001033


http://www.merck.com/mmhe/sec06/ch096/ch096d.html

Laill SMQ eiledlaz

(SMQ) 4N sgadl 2,75
(2020 U ke Ly 33L)

oy pill 2751

Lnse ol LSl g il e lia Jlea aiahy padd Ala) 8 Bale i ¥ (oa S L (5500 (o8 4leiiY) s 90l @
deliall (o siie Canaall Ala & (a5

A pall VA IS ) Ay a5 (3 e Jsie 4 3LV (6 930 @ sgdal a5 iy paldsmgate eat Jll e 0
B elid) Jleall Cillay 3 Canin s 45l (5 saally Jad pall o jidall jladll Jule (8 e liall (il o (il Al
el ) Al 5 Y1 (any o oSl AL Ao liall (il dai e lial) Slead) Caill 5 Cania ()5S
sl Sl (2 ya Jie dia Jall dglall YA ol A ol sl dae i) ) gaall f deliall Ladiall 2 Slall o LIAT ALL)
sl (A O st sl el (Ul Jass o) gl e aalill lalaall elial) of alall SplSeall Calil) ol Sl ol
(3adll 5 all Jie) clial

8 a5 jladll (5 saell Vs alama 4L Ao liall (i Can Caes Jo 3 5LV (5 saell Appsall Jal g2l Calids 3 @
L:\.\SS:\AJJJ)ALL\AML.\.\.\.\.\LS‘}M\uybuaum}uidﬁajj‘@aﬂ‘hbuﬂ.l)@.kﬁu_\j\uﬂﬁc.qubj\b&
Lala dage & lie] e agills (5 ghati sl deliall Jayii (e () silay Cpdll Gl of (ol 3l ST da o Giaad o ((Aelidll
) Aale Lega sy S (5 sl @l (e Ly e () i) daladl Al ol (5 g ol a5l

sl &y g Dl pipe A iy (055 (o (S 5 Ao liall Jadis (e Baama £ 53 ladle 4 gV sl OV T8 o
(o) delall Gali a g 5 Aysa sall 4 5l CiluaSiall (JEall din o) eliall Sleall 8 dime Al

S/ Cpanaill pulaa 2,752
Ahesiahle @

aniy (e liall 3l (63 ilall 3o ga eyt sl ada j2) gile e Gl el Cand Ly Gl s sl VS
Cladll Gy pall Dy s sad) 4y 5l ASiall (JUall Jas o) deliall (s Al 4l 5 el cland) (g
(Rl deluall [l (g5 iy

AAJAJ}‘@J)&J@AJALJAUS}} ‘M.cl.ud\ aghﬂ\dju.uéaﬂmw\ ua\)n‘ﬂ\qh@mw‘;d\dj&ﬂ\uy& -_
i) AUl e 5l QU Jass o) omandall Canaall 8 ey La 50l (ul€) Jara 5l kel e gl ol 3
(esialll Gy ya (4

il (o ila Al YL (50 Lo b sinall 4y 5L (5 2l (o A8 5l ol ] (g Ayl sal e s =
Lol f tcilia g f plaall JSig 5 ol s 8l deliall i (g sy (5 530 e 6y e Alall 3 deliall
Al () yaY dan o) gl ciladladl ol Gl ) cladle b aadiall saill o) ookl Gunal e lidll
(Uelie Ao 5idl)

b..AA ‘;‘ILAAS:\MY‘ ua;s” QL\\AALAAA u)ﬁ L fBJLG 2\.\;1‘ QL\S&\ b.J«_) M\ ub ‘;ILASM\}“ ua;ﬂ\ k_l\Ajk.uA.A -
8 ymaall 2 SV () 3eY) Clanse paail Aadiional) 45 pridall i sadl) Glans Of (g0 a5l e caul 5 (3L ana
Gl BUaill (e 1z e dglall

oDle ] Bazaall Cilandly 3 Jpaall 5 32V 51 ids st ) (5 gall GV -

p ol 5 adll Lalaall eLial) 5 3 il g dam JA) AV 5 aladl i ) dpadasd) (5 saed) VS o cale S
ol Apenll (5 sandl VA (pancal aly Cps (8 Mol 1 BRI (e 12 e 05S5 Of ) dlulil elac 1 g Al
"Gl el bl s il

-0t ?35’ L e

o)1 s adll aalian) Jie ¢y iV (s sand) SV ) seda (8 g ol Ganat 4 ) Aelial) el C¥S o
&J‘;!uja_ld’_ﬂ\ ;y}gdzjm‘é})}j\}(ﬁ)&ﬂ\}#‘@dd}ﬂﬂybjﬁjw\

(Y dcliadl e da 3dkie Jie) Alall VWY -

177 27.0 Jlaal SMQ cledlainy gageall Jial

2024 (sl
001033



Laill SMQ eiledlaz

178

Adlatia) il @B gi i/ g (bl Joa cligals 2.75.3
1.5.2.1 el i Gl s s lell 355 5 gl sl 5 (all i) lallasaa (SMQ) Ll (5 00/ 88 Jads

(SMQ) L) (5 gtal)dsiy Lalsl) pal ey 4aili 2,754

Schreier R. eMedicine [Internet]. Infections in the immunocompromised host.
https://emedicine.medscape.com/article/973120-overview. (Accessed 1 August 2019).

Winthrop KL, et al. Opportunistic infections and biologic therapies in immune-mediated
inflammatory diseases: consensus recommendations for infection reporting during
clinical trials and postmarketing surveillance Annals of the Rheumatic Diseases
2015;74:2107-2116.

Centers for Disease Control and Prevention. Guidelines for preventing opportunistic
infections among hematopoietic stem cell transplant recipients, Recommendations of
CDC, the Infectious Disease Society of America, and the American Society of Blood and
Marrow Transplantation MMWR. 2000 Oct 20; 49 (RR10): 1-128.

Fishman JA. Infection in solid-organ transplant recipients. N Engl J Med 2007 Dec 20;
357: 2601-2614. doi: 10.1056/NEJMra064928

Tomblyn M et al. Guidelines for preventing infectious complications among
hematopoietic cell transplantation recipients: a global perspective. Bio Bone Marrow
Transplant. 2009 Oct; 15, (10): 1143-238. doi: 10.1016/j.bbmt.2009.06.019

U.S. Department of Health and Human Services [Internet]. Guidelines for Prevention and
Treatment of Opportunistic Infections in HIV-Infected Adults and Adolescents.
https://aidsinfo.nih.gov/quidelines/html/4/adult-and-adolescent-opportunistic-infection/0.
(Accessed 1 August 2019).

27.0 Llaal SMQ cledainy (sugaill Jilall
2024 o)\
001033


https://emedicine.medscape.com/article/973120-overview
https://aidsinfo.nih.gov/guidelines/html/4/adult-and-adolescent-opportunistic-infection/0

Laill SMQ eiledlaz

(SMQ) gradl uardl el jhal  2.76
(2008 iz glisy) 33a))

oy 2l 2.76.1
g laall ) Aty 4 gual) O (e Al Cliagll (g pad) Cuasll Jiy @
:%)x\Q\ﬁg‘\'&w\‘;aﬁy\@mjiwmﬁM\J;L‘_;;Q&Lﬁig&g@wiosq °

Granll Cleill g (5 padl uasll Jie¥) e SMQ S st padl cuasd) Gl i Jalsi iy i an Y @
(il cuaddl o) 55) (5 padl Cuasll dala dad 55 (Cleill) (5 pad)

1ol e il sl JBie V) Gl (i @
il S gl o) JsSila by ol Jsitiaal) o paboa 1 Gl 8 Lay casanall =
eﬂ\ ) Carun -
B12 (pelid fald il ol -
S gaal) gl J 55 50l sl 3 50 ol J oSl 5 SIS0 IS 8 Ly oy W)
Ayl gl ailiad e
Al 7 (N Grem lae e s s f (el ol 358 R by e —
condl Ca (Laalil o cpial) gaa) 3l o (S0 =
Jalsl) anll ) Agmalall 4350 (e A3 (5 e 5l O (S =
43 Gl ol sand) Gy (5 il oaandl Je WL el WIS il Lesale -
SaSH anll ) sk f (S g edass (5 pwamall Jlaall S 50 (B 250 8 (a8 i Aalise sl —

Slaedulf(padil) pulaa 2.76.2
1Adiaal ?35‘ L e

Guall sl o
"Optic" cpas il clallaadl mas o
G radl ol ddad el clalluadl o
saeiall cabeaill e ¢ ) ySie JS (5 el aand) Capal I () 30 dald clalbias o

el sl
el Gl sVl Al (al e Y5 Gldlall dalall clalhadl o
Ldal) 5356 Gl ddas ) clallaadl o

Cpall Adasi jall soasall ye Apaljall le) oY) o Auiadl) Clac YL ddag jall aasall e Glallhiadl o
Laal)
gl

-0t ?35’ L e
aspaill (3 yhay LdLiaS) oy Al saaaall pe mall 3505 WS —
Agalall COEL clallaias -

179 27.0 Llaa)l SMQ cledin (gasgail) Jial)
2024 ol
001033



Laill SMQ eiledlaz

Al sue SMQ e ST aladind (e Cangy allay 38 cCand) (e (g pall ) 3liu) 4k sale

polaiudy) il g gl 5 gkl Joa cligale 2.76.3

amill 3 Adadill il paldll (38558 5 Bl sl 55 Ganal) Gl Clallaias (SMQ) (sl cmel/ Sl o) Jais
.1.5.21

(SMQ) g rasll cual Sl phd) LAl sl b As 2.76.4

e Merck Manual Online, published by Merck Research Laboratories .
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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),
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Pregnancy and
neonatal topics (SMQ)
(20000185)

o) goad 4y 2.83.3

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)

195

Functional lactation
disorders (SMQ)
(20000188)

Neonatal exposures
via breast milk (SMQ)
(20000189)

(SMQ) 2li3ally faall ol pudypa B oo g o3 Aty . 2-19 (o 51 a1

(SMQ) lsally Jasd cile ps ga ) o 4aild  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 . . disorders, general
. ) 3 Skin premalignant "
premalignant premalignant premalignant disorders conditions and
disorders disorders disorders (20000089) other site specific
(20000086) (20000087) (20000088) disorders
(20000169)
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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 Uais ad sall 138 558 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)
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1.5.21
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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

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 Merck Manual of Diagnosis and Therapy, 1999. 17" Edition.

e Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett, 2"
edition.
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e Dorland's lllustrated Medical Dictionary, 29th Edition, 2004.

e American Psychiatric Association :Diagnostic and Statistical Manual of Mental Disorders

(4 Ed) .Washington DC, 1994, pg.
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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.
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e Bloch MJ, Basile J. Clinical insights into the diagnosis and management of renovascular
disease .An evidence-based review .Minerva Med 2004 Oct;95(5):357-73.

e Kendrick J and Chonchol M. Renal artery stenosis and chronic ischemic nephropathy :
epidemiology and diagnosis .Adv Chronic Kidney Dis 2008 Oct;15(4):355-62.

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

e Nally JV .Acute renal failure in hospitalized patients .Cleveland Clinic J Med 2002; 69 :
.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.
UpToDate®, 27 February 2005 http://www.utdol.com/

27.0 Llaal SMQ cledainy (sugaill Jilall
2024 o)\
001033


http://www.emedicine.com/radio/topic605.htm
http://www.utdol.com/

Laill SMQ eiledlaz

(SMQ) e s [alan i Padl - 2,94
(2004 soawss ZLEY) @)

iy i)

Alls Gsnaaa ()5S 85 dlgis e M\Z\Mﬁ\‘;a\)@@‘M\ Canll A G jlaal s sl 3 Y)
G VSR | g SRR
LS U a5 climnll il gimall 518 e 208 A% Bl dlanll Abia) Aot laall JAie WL Ala) s
psanl gl 5 il HSI g (LSO Cpm 550 Ao b (e ¥) COBL ((Jia) dpliaall ey 33Y1 (e L e 5 (CK) oS
S ) e 8l VA (e dasi 5 A el 55200 () s sill g o gnallSH 5 sl saall s ) sal) Gmas

Ol elld gas L opall (A1) Jiaill 5 G sSlal) Sl shaal (Jie BlSel) SBlaall LIS (8 i S A5l A6
Clla) ) descall (Jie 48055l e ) (e de gile de gane G elanal) oY) 8 Goss YW dlle
o1 sl A iied) b sSall Jia) A5l o /5 & Sl gV 5 oo baill A jlan 8 Lol Y S Caslall
Clialingal) 5 S 5S¢ i) Ay il ) ol 5 (G A Clalias s HMG-COA J1 sl cilladia ¢Jia) 4 52Y1 5
hall aag Ly )5 2 )

(_SAM.\LQDJ\.CJ 6&4@‘&&4\4@3&.\}\3;}}\3&4}&.}@‘?‘}“ L@_Aa\‘)ﬁ\}&”_l)uaﬂ\ &_lLA).GMLAaJLG

iy HUa) axe g il 5 andl s Guaally sl s caxill g ()5l 80l saaaall e 5 AV Gl e V) dadii of (S
Al A Dlia g alall g IS0 Jdl) dlaiaall 5 pdadldl 4 Sleall cilicliaall Jads Y sSI ol 5f (ST Saal) J sl 5 )l
il Jul) g i) Aliae JBlie) 5 dae V) Jaly il sl

Lle (CK-MM Ua sad 5 (CK) ¢l SU U a5l cilag i) dadl e Sale Ja5 3l 4y el VDAY Jads
EI&J\L;)AY\M)M\C.JM\MM eﬂ\(_AUJAJS::M\&@J\}W}S;}MMJ(L);.‘AJSM;@JAU)&M
e}ﬂuhﬁkﬁjew&\gwuaum\bq\udagm _uyy‘u)ﬁb}k_!\_\sﬂ‘us\;}‘)déh@)h}edl“fuéu\:lﬂ‘

COlmall de A sk o pannill asl oSy (sladl SIS QL aliadll i yall 8) slall aagall aall

Sata)fopaaill yulaa

ae JBlie ) [l I JBlas) )3 bl a5 ) s jal Ay sl cla gadl) 5 (apail Gl il Gaall (Glail
(QM\)}JL“;JMU%?%M\UM\Q\A}M‘J&)

g o (S5 lme Ol S Clan ) I Jie poail a5 o Les 30 o o () lallaadl) : a1 Flal
Ylie) i Clag,l JBad) Canaii 8 ) PT 4 diaall s dua) o 45800 5 (6 AY) Ll COlanl) clallaas,
Y paa Adlaialy lalliaall 038 Jaali (a8 cpisly KU g1 ol Lasll Canll aialie ¢Jia) Gliae
Ay

VN gt iy YT (Sall (b lmall Y1l ol S Uil A sl 3 0yl () s Y1 55 ) 1
).\;JH.A_)/L\.«‘@h\h\dmm‘SMQJuSmm)ﬁjdd}mbA il e e Al 8 s jae s
c.;}j\qls,ng&.acel\}\w}\&.acJ@j;\&&é\)@aﬂ\d%‘i@&yfﬁd}\wa_n\A;\)
‘;A}s@m‘us@\uad\qm\z\ M\dmyu&gﬂ\ﬁqm‘wwuﬁ,i (Mﬁm%)’s}i
Sl (CK) il SIS g 5 Aluall s a1 (o 510 Jaill) Lmal) (Y1l ol DUl Jlaialy
(adaas iy adll o g€ (mlasil 6 AY) E Ul ey )

o) lamall OB W1 5f clan 5l O3l iyl Gl guen (ppeai ay ol st 133n0 2] Jaad 4l glae b
(HLT Aidezandl ¥3ie ¥/ ana Aayaall PT Glalhias gues (pacai & al eJliall Qo

.SMQ Jagd 322 Wil pass ah ?S

2.94.1

2.94.2

216 27.0 Llaal SMQ cledainy (sugaill Jilall
2024 o)\

001033



Laill SMQ eiledlaz

Aadl g sl puadll SinS LLT Slaw ll Pl e aalil] 5 5080 Lkl a5 giL 88 5 MEADRA 221 # s 1k sala
Blaiae Uihia ¢ 6Saw 4l (e a2 )l e al g Siny bl | LT Sl I Pladl se aalil] (5 680 il (panad 24 uﬂh} PT
o5 plhae o PT o/ (sl ) suadll (Y

Adlatia) il aB i i/ g (b Joa clligale 2.94.3

anll 3 Aladill s galal) (3555 233Ul Gaain s a5l o) Cilallaian (SMQ) oo Sie Jeslaw il Slail Jasy
1.5.21

(SMQ) Aae Ll /)ty o) Plad/ i ialdl) aal jlb s 2.94.4

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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Sadock BJ, Sadock VA, Ruiz P. Selective serotonin reuptake inhibitors. In: Kaplan &
Sadock's Synopsis of Psychiatry, Eleventh Edition, Wolters Kluwer, Philadelphia (2015),

p1013.

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.

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.

Trenque, T., Maura, G., Herlem, E. et al. Reports of Sexual Disorders Related to
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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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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 |, 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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a‘)uuu" N @l:u ééj JiIJ d,,uhﬁ Jea cdiala 2.105.4
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A Al SMQ cladainal (853 g sall Clallaadll med ye Jalill SMQ a2l ki oSy (1.5.2.1

(SMQ) Ldulf 518l ki g JIS 15y Lalal) gl pally 4aild 2.105.5

e Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.ijsp?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.ijsp?id=100051347
e http://www.merck.com/mmpe/secl?2/ch152/ch152e.html#secl2-ch152-ch152e-239
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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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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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