AZITHROMIL - 500

AZITHROMYCIN TABLETS USP
Each film coated tablet contains:

Azithromycin USP (as Dihydrate)

Eq.to Azithromycin Anhydrous 500 mg

Excipients qs.
Colour : Quinoline Yellow Lake
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Azith in is d for the following b i fecti ind by
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Acute bacterial sinusitis (adequately diagnosed)

Acute bacterial otitis medi
tonsillitis

Mild to moderately

mahwmwmdnﬂdbmmoohﬂuﬂh cellulitis,
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Posology and of

Adults, children and adolescents with a body weight of 45 kg or over: 3
The total dose 1500 mg, administered as 500 mg once daily for 3 days. Alternatively, the same total
dose (1500 mg) can be administered in a period of 5 days, 500 mg on the first day and 250 mg on
day2to5.

Children and .avmbody o 45kg:

Azithi oo m.onﬂ under 45 kg body weight. Other dosage forms are

Eideriypatients:
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p y ditions a due to the risk

di de pointes.
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Dose adij; is not in with mild to renal (GFR 10-80

mU/min).

Patients with hepatic impairment:

Dose adij quir p with mild to hepatic dysh

OON'I’RANOK:A‘I’ION

L itivity to azithromy n ythromycin, any ketolide antibiotic, or to any of the

SPECIAL WARNING AND PRECAUTIONS FOR USE
As with erythromycin and other macrolides, rare serious allergic
mmw(mww hnvoboenropomd Some of these reactions with

Y quir almoerpuioddoboewdonmd
Azlt y ifliver 0
Superinfections:
As with any antibiotic prep: itis upayansnnmtomdaupetwmwuh
micro- e likzw A may require an interruption of the
Clostridium difficile  (CDAD) has been reported with use of nearly all

antibacterial agents, including azithromycin, and may range in severity from mild diarrhoea to fatal
&oz_k Treatment with antibacterial agents alters the normal flora of the colon leading to overgrowth
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ds:in a study the effects of simultaneous administration of
antacids with azithromycin, no effect on overall bioavailability was seen. Azithromycin must be
mum1wmm2mwm

in healthy of a 5-day regimen of azithromycin with cetirizine
mmdw slted in no p i and no significant changes in the
QTnuvd
(Di of 1200 mg/day azithromycin with 400 mg/day
Mnemvmmwmwbmmmm pharmacokinetics of

Digoxin (P-a: M) "Concomitant administration of I
azithromycin, with Pmmwmum“mmmmmmwh
increased serum levels of the P-glycoprotein substrate.

Zidovudine: Shun(n)mduuamdmmmummoumm"umwmmm
effect on N plum or urinary of

s inis of azith ,’ i d the of
WMNMW heral blood cells.
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with
Pmmmmm b azithromycin and the f g drugs
known to 'go signifie Y P450
Carb. Inap study in healthy volunteers, no significant effect
was observed on the pl levels of
Ci In a ph , study igating the effects of a single dose of cimetidine,
Mzhou:_bdonnw on p of azi Y no of
Type { axdy.uzir y ddnot
“dehetdnmm—mdouu i u“ty

study with healthy i a 500
mumamt«amMMMMam1omw
dose of cyclosporin, the resulting cyclosporin Cmax and AUCO-5 were found to be significantly
elevated.

wcmsmd-mmaizoommt ycin had fi
effect on the p d as 800 mg three times for 5 days.
mmwmwdwmwhamdﬂm
cause signific ges in the pl of asingle 15
mgdose of midazolam.

D was in of azithromycin and
mmﬂ;&m“b‘m d with the use of rif: a al P
mq,rwmwm
Pregnancy
Mnmmummmduﬂt ycin in pregr wom.n.ln d
toxicity studies in animals azithromycin was shown to pass the ffects
were observed. The safety of azithromycin has not been confil Mlhrooudbihousodm
Lactation
Azith has been rep: tobe mmmmmm:.mm
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into human b

Undesirable Effects

The ide effects of azithromy e

Diarrhea, nausea, g, D

dysg Visual Deafn Rash, pruritus, Arthralgia

OVERDOSE

Symptoms

The typical ofan with include loss of hearing,
severe g and diarrh

Treatment

Inthe event of general symp upp are quired.

Presentation : Boxof 3 Tablets
SierageCandition : Storein acool, dry place below 30°C. Pmoalmvnm
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