Insert: (65 gsm oftser. 2 color)

Size: L-100, H-280 mm

Azirox

Azithromycin USP
Compasition
Arlrex 500 Tablet: Each fiim coaled tabdel cortaine Azithromycin Dihydrate USP agunalant to
halthmmyein 500 mg.

Azirox Powder for Suspension (20 mil, 35 ml & 50 mij: Each 5 ml reconstilved sLspanson
conlaneg Arthranmyein Dilydrale BEP equivalert o Agfmmpan 200 ma,

Pharmacobogy

Azirgx (Azilhromycing |s an aralide aribiolic aciive agains! Gram-pesilive and Gram-negabive
orpanisms. Azinax (Arzhromecin} acts by binding fo the 505 ribcsoma? sununit of ‘suscaptila
orpanigmrs & thus interlered wilh micrabial protein seibaas,

Indications

houle bacledsl exmcartations of chiomis obefructive. pulmanary dissage, Community-soqued
prmumonia, Acute alitis media, Sinusitis, Pharyngtis, Tonsdliis, Skin and sofl lissus ndeclions,
Uretheills and Gervicts, Genital ulcer diseasne. Sexually ranamitied diseases (STD). Typhwod baver.

Desage and Administration

Adult dese! For Acule bactenal exacesbations of chromic cbsbuslive pulmonary disease,
comimsipiby-poguingd praumona, #msiis, phargngits, tansiliis apd Zkin and Soff fssug nlechons
- B o the indcated ceganiams: 500 mg once daily oredly far 3 deys or &3 6n elamabive ghen aver
& days with 500 mg dose on the first day Tdlowed by 250 mg onco daily on days 2 through 5
Genilal ukcer digsass, nom-gonococeal uratheitis end caracitls: 1. (10600 mgj as & single dosa,
Urallwilis and cervicks due i Nedssema Gomarfodses; 2g (2000 mp) & a single dosa. Sasually
trenamitted diseasas; 1 g as a singls doge, Typhokd feves: 500 myg once dedly for T days, Padiatric
dose: Far childien cviet B manths resammended dase is 10rgke oce daiy lor 3 days 15-35 ke,
200 mg anca daky for 3 days, 26-20 kg 300 my ance daly for 3 daye, 36-4% kg - 400 mg once daily
Tar 3 days, Azitax should be lsken 2l less) 1 bour belore of 2 hour abar meal or a8 direcied by the
physiclan

Confraindications

Arithromyrin = conrendicaled in patlants hyparsansilive 0 Azithromynn or any offer macoice
mtillbioc. Co-admrsbration al srgol derdvalves and Aziiteoonycin 8 sortaintficabed. Azlibroenycin
In conframdcatod i palienin wih hapatic diseasan.

Warnings & Precaulions
s with ary artmiolic observeion far sans of super inteclion wen non susceptibly angenams, is
recoenimanded. o doge 3I1|LE-E"I!L"."'I| 18 peaded n Fﬂlll.'l'ul& #m rana| FTRaNTE i
Siha Effacis

iltromaycin |5 well-lnlarsiad wih o' Incidence of slie aflects: Majorily af Ite side-effedt are miid
o moclernbe T nabume of gastrointeslinal in origin with nousea, abdomingd giscomfort, vamiling,
fNiaculenes and dairhan. -‘51-|E|"g|: reacton such as rash has accurrac Bnd thers have sl been rars
mparda of sénoan Igpersossdivily mocion Revesible elevalions i lvel Fansaminesng e
baEn saen with A |rﬂl?.IE'IT‘."" simitar i e compareive madoices and penicllirs nsed in clinlcal
Irinkes. Transis mid reductions in meutraghil counls hove aooasiaraly bosn abtordsd i cliniosl
trials, #nicugh 8 causal relfionship i Azilbromycin has nol bean asiabishad

Use in Pregnancy and Laciation

Pregnency category B Animat reproducion shedies have demansirated that Azithromycen cnossas
the placanta, bt have nevealsd no evidence of hamn lo the feies  Since animsd feproduciion
stuckas arg not ateays prediclive of human response, Azithroryein should be wsesd during
peegnancy oy I cleaily needed. Na data on sacrelion of Axennaniyen In breast mik is availabee,
5o, Agitheomycin should only be used in lacialing mofhers whare adequate sitematives am nol
anvaiatie

Use in Children & Adolescents
In cantroled chuical studiss, safsty and sfecivengss ol Azithromycin has been estabiisned n
paachainc paients age 4 months. 6o 16 years

Dirug Interacthon

Azittramycin absamlion is rmduced in Socd and antacid. So, Azithromycin shaild be admirstaned 1
mour bofore or 2 hours eter faking food ar amtecid. In patients recelving ergol alkslokls
fizithmamyein. shauld be ovaided concumenlly bechsa of the possibilty of erpalism resiBing fom
Interaciian of Anthromygcin and cytochrome P450 system, Howevar. no case of such interaction has
beery repoded. Macrolides Rave bt known jo incresss (ba plasma coneendralion af digocn armd
cyclosponn, Thersforg, | co-sdministration ia necessany, ceullen should be axemized and senam
levisl of digesin and cysiospesin should Be checked. Thare has Dean o gharmacakineic dng
intaraction balween Azthromycin and Warfann, Theophyline, Carbemezepine, Methylprednisalora
and Cimeliding,

Creardosage
Thede & ne data an everdess sith Axithramyen Typleal symploms of averdosage with masiakds

includa hearing ioss, sevam nausea, vomiting and diserthea. Gasiric levage and general supporive
ImeELes @re ndicabed.

Storage

Stara below 30'C., awiy' from light and in & dry pleca, Keep all medidnes oul of e resch al
childron,

Paching

Azirox 500 Tabbet: Each box conlans 3 ¥ 8 tablets in Alu-Alu bistarand an inser.

Azirox Powdar for Suspension-20 mk: Each bottle contains dry powdar foe 20 ml suspensan and
i (naert

Arlrox Powder lor Suspenaten-35 mi: Each boftle contains dry powder for 35 mi suspensian srd
i Il

Aziron Powdaer far Sespension-50 ml: Each botie containg dry povwdar foe 50 ml suspensian and
an inseet

Ibarivifacthured by
Mavana Pharmaceuticals Lid.
Fepshi, Rupgan], Narayangan]. Bangladesh
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