S, D

" Kingdom of Saudi Arabia uoanull Gyl & lal

i - . .

i Saudi Food & Drug Authority dgallg [1anll dslnll duall
| (255) T (Yoo )

]

?

Drug Sector slgal gliad

" il p-..u-:"
Haniua afintod ae a3l slagll (ga33 uB L0le g dauld ol paby Gl W1 2 ol ALY! 1p gud
(Azithromycin) cpauwtagyhust

ALY/ VY b t/\;\o\ﬁ_ tegaidl 02

é Agal Mluwﬂwidgﬂ&m\u@h
SRgall ﬂj‘wﬂhMluMgN‘eﬂﬁﬂi&
; gl Ubg_).lg&b.g"iljs)n"guaﬁﬂMuﬂd\ul-uudhwlm”ﬂgwl?u}m‘gl
Agalt Bazy Sla¥ll 38 pag paaddl Juagd dld) dddaad o Liil Hlad) jaal Salaw
Agalt A380a0 3 ) 5 g0 Apudalt Cilasid) ale juda Bilew
gl daluadl Gl gl dpdall Cilasd) ale e Bala
Apalt Aalad] & LAY Al g Al Gladdd) ale uia Balaw
b gall A laa¥l &gl 5 e Adall Clasill dalal) 5 1aY1 ale juta Salaw
Agall ,Mi,i.uﬂub,.iy,muimdmebwum
A gall ey Apsiad) gy daall cilasid) gl 8 éhh.dl adall Bala
Saal T diall Aipglly daall cilaadlt GAUJJ ‘é.hl.uji Jadall Bl
! Agal Lol claailt Lo gl gSal 1 A8 Gl ) il Bata
Agad Loalalt Clbdivadl Ao aladl o jdialt 5 3 grow dlall Aaalaes udall 08 Spas Bilae
Agalt Baay Jujallae dladt Adiaa o aladl dijpdadly Saallae Gl daalay bl 408 Las Sl
; A bl Ghll Guadlue (n agd Oy Gl gl Adieus o alall G pdall Salaw
Aalt AL addail dgd dllal ddiua o alalh G pdiall Balew
Al A Sllalf Axalay calalf A0S dpas Balaw
Al Ao jSal) ASay (g N af Analay uball A0S Gyas Balans
Az 5 sally b dnalay ol 408 dpas Salans
i Agall vl daalay ibalf 4 pae Blan
' gl i patl Amala bl 08 apae alaw
A Ol Asalay bl 4l dpe Bobans
Agall O3l (e Jgal daall £ Jy Crdaeal o AT ISl sladl paall Balew
: Sgall Ayl clesdd] b juat At ale paie Bilae
Asal Tyl 24 il At o (5 AN plal ysal Bl
Agall Geadl el A Al ddicad o3RG alall paall Sl
Al padly uacedsl ah Gllal) AZTal cAANH sl pdall Balaw
A galt ddiall daalally Aghall B Sllall e Jo o 3AL aladl jadall 5l
J‘S"A-ﬂ uﬂ|dﬁud§d\b¢uuh‘ah.ndﬂd\5.\hu
Agall S ! 24 Sladur et 38 el 32dEN el ydal) Balae
Agall €S sy Aghall Cila jial g axa*ﬂ_;hﬂ,.\)\l aa gall g il Agihs ol 45 58 g.h.l.u.“ e ol Bl
Agalt Agd gaad) At ASlaall alladl dauall daliial ‘,4..5\4'! dall Balew
3 gaalif Bl s A H2d) farualllfs ) glal) Adpralifda Sall ASafaly M ddbiay dgaall Gaiddl ale it Sile
A gl &g fb gl JO fuuw A-sw-'\-.w-h
G gl BRI [y Al [ bl ke Al [pluat / 52a/ Ciithl) Aliilaa Aauall ¢ gl juia balaa
‘ uﬁlé).”Aj-" L&”P&Jcrm-m-“
il yall @Sl ol el (e p35e ukladl Zots, Sl Gae 4 cwld U s
(AzIthromycin ) grewles iyl jamiiue alusicd idgale 9 Ladlo (iU All 2l
H

AT YOVITY 1 S0 +40 ) TYOTYY s Lot - HLauldt (g tadh B plalh TYAY - Gt oo - VYAA - AYTAY abs o8 - Ao gaudt dou patt ASetd
Kingdom of Saudi Arabia - Riyadh 13312 - 6288 - Al Nafal District - 3292 Northern Ring Rd. - Tel.: +966 1 2759222 - Fax: +966 1 2057633

www.sfda.gov.sa




i

Kingdom of Saudi Arabia cungnull &y inll A lasll

®
Saudi Food & Drug Authority 75 Joallg Janll dalnll dial
(255) SFDA ( Yao)

Drug Sector sl9a11 gllad

iul)s o5 (New England Journal of Medicine ilxs 2. 1,550 Layis & Al
sball peusied Giley Luld Lails oljel Ggus At @by Spas lles! ds
Jio @3 Y Lped! ablall agy  (Azithromycin)  cpeglegyinyl  gsudt
o ol pebeal 3ylas (Levofloxacin) s (Ciprofloxacin) s (Amoxicillin)
o2 735 il Al jodl o0yt damnd e Joay dgd) ceal® 128 (Goun sliiae S pgintlan @3

o L Laad L

U.‘.“'"‘:'L‘ﬁ):“_)‘ PUSE AP ftl._\_“.‘.'::u.ul o ..L:L_JJ| dg>9 ‘:.,.a.faﬁ =l C....a:g ‘QJ A
ifte oIl Bl Lt (ol e Wl Egas 22k dleiat § (Azithromycin)

.31'3}“ b 4D u]."_g

Ol ais ) U1 et 2 8le o) A Bl Liladl ol je Yl Gugas 2 25 ab sal) sgng Y
(Amoxicilliny yaxioas ©ytas (AZithromycing yiamiis & sooeion
oo Sl gty il us y U e slasll (6355 a2 ulty (Ciprofloxacin) i
e g Luds ol el

alaeiad wie Calisd o slaglly Lile ol Anlall Liladt (ol W Gygus o ys ¥

. (Azithromycin) ,caxicuw 3,l5s (Levofloxacin) ycaxis

:UJ:' LAJ@CY'MA&&W 3)_9).@(&&.’

ifley Luld Lole poliel dgamd L Helas a3 G pale ¥l AU L)

oS 3o 538 by “Wiso ( Arrhythmias ) Lulall ol G laslss

Oraslagyinyl sl alaxiul aice (QT interval prolongation)
.(Azithromycin)

AN 4 Y OVATT s S AT Y YYEYYY DT - Tl g0 G pdal TYAY - JaGN oo - WYAA - AEEAY D0 01 - doagaiad) dou sal) dSLal)
Kingdom of Saudi Arabia - Rivadh 13312 - 6288 - Al Nafal District - 3292 Northern Ring Rd. - Tel.. 4966 1 2759222 - Fax: +966 1 2057633

www.sfda.gov.sa

s w4 g A T8 = 7 en



Kingdom of Saudi Arabia

RE——

Aungoull éunll E< ool

®
Saudi Food & Drug Authority ; g’ Jgallg anll &dlnll duall
(255) T { yoo )

Drug Sector slgdt pllad

oo (AZIthromycin) juasmice alusil Cady ade 559y el algsl .Y
CJLLL'I g.;__ul:.u &_9:.‘)_” LR ‘Q.g.um.li slals

Ludl agdl g cdalyull 0B g osell Tia OL gumall granldl Edb ledad Less
aniions alasiod B3e T (e BanIl AN @il bl ) Loy cbant U Jans Ll

Adley Lodd Lila ol yel 6 &guss (AZIthromyciny cuagbag i

iloglan (e domiow Lo JE5 tuo g daolie 2 Ly yatial elgadl g eliall doladl £l a5y
Shoglall (pe unyelly dsaled) 2 Lausiadl LoV aall ol pianicd| Ligalay iadew o
Lmall dile )l Guyles A0 Eod Less WWW.sTda.gov.sa Ll p3se 3)L) (S
e dudls (olyel @l Sgan aie Lolpull Ledludly dadall ilagtl 3 em, 1l $30) Lo
e Gl sl Goplo e of GrgnEa ¥l syt Gayle e L3Lusl cllhy (g ¥l aludeial

AL ol giadl

A5l 9ol Ladbeddt g dazall als gl o 1
el gt pllad — oloally c1all Lalad Aig
Jaill o — el (g5 oy dall YYAY
TYAA = AYYAY ol
Lygacadl gyl asatel
YYee g YYOT YVAV YYOY dligad VYVOAYYY o A-eY¥ide-(aila
AV OVITY : ussla
npc.drug@sfda.gov.sa : igmesdt usp
oo paddi ) g L I o M5 19lid 5 4 -
19 pLIa) (2anl adyl AL e

HAT Y YA OVIYY 5 uSLB +ON ) YYOYYY : LaSka - YLad g dtalt G dall YYAY - LaiN ooe - WYAA - AYYAY Lol ) - daa gadd) Ao salt ASLall
Kingdom of Saudi Arabia - Riyadh 13312 - 6288 - Al Nafal District - 3292 Northern Ring Rd. - Tel.: +966 1 2759222 - Fax: +966 1 2057633

www.sfda.gov.sa



Kingdom of Saudi Arabia cungnull Gy nll a<s s,

®
Saudi Food & Drug Authority j ’5 | dgallg 1ol dslnll dumll |
(255) { Yoo )

Drug Sector cloadt gliad

SFDA Statement About The Recent Updates Concerning Safe Use
Of Azithromycin

The Saudi food and drug authority would like to inform healthcare professionals and
patients that the SFDA is aware of the recent safety issue concerning the risk of cardiovascular
death in patient treated with azithromycin that was obtained by a study published in the New
England Journal of Medicine, on May 17, 2012, which compared the risks of cardiovascular
death in patients treated with azithromycin (Zithromax), amoxicillin, ciprpfloxacin ( cipro),
levofloxacin (levaquin), and no antibacterial drug. The study concluded that the use of
Azithromycin for 5 days showed small absolute increase in the cardiovascular adverse events
which may result in fatalities among the patients with high baseline risk of cardio-vascular
disease.

The study, also, reported a small increase in cardiovascular deaths, and the risk of death
due to any cause, in persons treated with amoxicillin, ciprofloxacin, or no antibiotic treatment.
The risks of cardiovascular death associated with levofloxacin treatment were similar to those
associated with azithromycin treatment.

SFDA is reviewing this issue and will communicate any new information that results from the
review.

Therefore, patients taking azithromycin should not stop taking the medicine without talking to
their physicians.

Report Adverse Drug Events (ADEs) to SFDA

The SFDA urges healthcare professionals and patients to report ADEs resulted from
using such a medication and other medications either online, by regular mail or by fax, using the
following contact information:

National Pharmacovigilance and Drug Safety Center (NPC)
Saudi Food and Drug Authority-Drug sector
3292 Northern Ring Road ;
Al Nafal District
Riyadh 13312 - 6288

Kingdom of Saudi Arabia

Toll free number: 8002490000

Tel: 012038222 ext. 2317, 2353, 2356, 2340, 5769
Fax: 012057662

Email: NPC.Drug{@sfda.gov.sa
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