Azasite

Azithromycin BP

COMPOSITION

Azasite 500 Tablet: Each film coated tablet contains 500 mg of Azithromycin as Azithromycin
Dihydrate BP.

Azasite Granules for Suspension: After reconstitution each 5 ml suspension contains 200 mg of
Azithromycin as Azithromycin Dihydrate BP.

PHARMACOLOGY

Azithromycin is an azalide antibiotic, subclass of the macrolide class of antibiotics. Azithromycin
acts by binding to the 50s ribosomal subunit of susceptible organisms and thus interferes with
microbial protein synthesis. Azithromycin demonstrated activity in vitro, against a wide range of
Gram-positive and Gram-negative bacteria including: Staphylococcus aureus, Streptococcus
pneumoniae, Streptococcus pyogenes (Group A) and other Streptococcal species, Haemophilus
influenzae and parainfluenzae, Moraxella catarrhalis, anaerobes including Bacteroides fragilis,
Escherichia coli, Bordetella pertussis, Bordetella parapertussis, Borrelia burgdorferi, Haemopﬁﬂus
ducreyi, Neisseria gonorrhoeae and Chlamydia trachomatis. Azithromycin also demonstrates
activity in vitro against Legionella pneumaphila, Mycoplasma pneumoniae and hominis,
Campylobacter spp., Toxoplasma gondii and Treponema pallidum.

INDICATIONS

Azasite (Azithromycin) is indicated for infections (caused by susceptible organisms) in lower
respiratory tract infections including bronchitis and pneumonia, in upper respiratory tract
infections including sinusitis and pharyngitis / tonsillitis, in otitis media and in skin and soft tissue
infections. In sexually transmitted diseases in men and women, Azasite (Azithromycin) is
indicated in the treatment of non-gonococcal urethritis and cervicitis due to Chiamydia
trachomatis.

DOSAGE & ADMINISTRATION

Azasite (Azithromycin) Tablet & Taste Masked Suspension can be taken with or without food.
Adults: For lower respiratory tract infections including bronchitis and pneumonia, upper
respiratory tract infections including sinusitis and pharyngitis / tonsillitis, otitis media and skin
and soft tissue infections the total dose of Azasite is 1.5 gm given as 500 mg once daily for 3
days. An alternative to this doses schedule is that 500 mg once daily on day 1 followed gy 250
mg once daily for next 4 days. For sexually transmitted diseases caused by Chiamydia
trachomatis, the dose of Azasite is 1 g given as a single dose, Alternatively, 500 mg once daily on
day 1, followed by 250 mg once daily for next 2 days may also be given. For the treatment of
cholera caused by Vibrio cholerae, the dose of Azasite is 1 g as a single dose. For the treatment of
uncomplicated gonorrhea (urethritis or cervicitis) caused by Neisseria gonorrhoeae, a single 2 g
dose of Azasite may be given. Taking the dose with food may minimize adverse effects. For non-
gonococcal urethritis, shigella infection, traveler's diarrhea, the usual oral dosage is 1 g
administered as a single dose. For uncomplicated typhoid fever caused by susceptible
salmonella, the dose is 1'g once daily for 5 days.

Use in the elderly: Normal adult dosage is recommended.

Use in Children:

There is no information on use of Azithromycin on children under 6 months of age. For children
the dose of Azasite suspension is as follows:

Body weight (age) Dose Dosage & Duration
£ : 5 ml daily for
15-25 kg (3-7 years) 200 mg 3 days
26-35 kg (8-11 years) 300mg 7.5 ml daily for
3 days
36-45 kg (12-14 years 400 m 10 m daily for
9 years) 9 3 days

For children having body weight over 45 kg, normal adult dosage is recommended.

CONTRAINDICATIONS

Azithromycin is contraindicated in patients with a known hypersensitivity to Azithromycin or any
other macrolide antibiotics. Because of the theoretical possibility of ergotism, Azithromycin and
ergot derivatives should not be co-administered. Azithromycin should not be used in patients
with hepatic disease. Avoid concomitant administration with terfenadine or astemizole.

SIDE EFFECTS

Azithromycin is well tolerated with a low incidence of side effects. The side effects include
nausea, vomiting, abdominal discomfort (pain / cramps), flatulence, diarrhea, headache, dizziness,
and skin rashes and are reversible upon discontinuation of therapy.

PRECAUTIONS
Carefully should be taken in patients with more severe renal impairment

USE IN PREGNANCY & LACTATION

Pregnancy Category B drug. Recent clinical studies have recommended that azithromycin should
be considered for the initial treatment of chlamydial cervicities in pregnancy. In other infections,
azithromycin should be used only when clearly needed. It is not known whether azithromycin is
excreted in breast milk. Exercise caution when administering to nursing women.

DRUG INTERACTIONS

Antacids: Peak serum levels but not the total extent of absorption are reduced by aluminium
and magnesium containing antacids in the stomach. Azithromycin should therefore be taken at
least 1 hour before or 2 hours after taking these antacids.

Ergot derivatives: Bacause of the theoretical possibility of ergotism, concomitant
administrations of ergot derivatives and azithromycin should be avoided.

Digoxin & Cyclosporin: Macrolides have been known to increase the plasma concentration of
Digoxin & Cyclosporin and so caution should be exercised while co-administration is necessary.

OVERDOSE

There is no data on overdosage with Azithromycin. Typical symptoms of overdosage with
macrolide antibiotics include hearing loss, severe nausea, vomiting and diarrhea. Gastric lavage
and general supportive measures are indicated.

STORAGE

Store in a cool & dry place, protected from light. Keep out of reach of children.

PACKAGING

Azasite 500 Tablet: Each box contains 3 x 4's tablets in Alu-Alu blister strips.

Azasite Granules for Suspension 20 ml/35 ml/50 ml: Each box containing a glass bottle having
granules to prepare 20/35/50 ml suspension.

Manufactured by:
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Sharif Pharmaceuticals Ltd.
Rupganj, Narayanganj, Bangladesh

P12001/8B

LI

aferarmzfm f&fH

B

;wmeeoommmm TR FaE afyrate eRREEE A e afmeeiEtE e
A,

a!m!Bl RS T APTATE AT @gren o) oS ¢ fif - wmme wfingriEte ekt Y T
aferEmrfe 2o

et
afergraifm wmEEEe ofiges csmds wln o3 oIt | ofgmitE AT ShdeEE
AT ¢os TS WL AT T Waga ¢z c2ifes tedive 2 4w o oans | feymihe e 9 5
coifies mm A AR Wmmmaa-wmiWWWme|
ST AR W TR o Mﬁﬁwmmwa)mt
S CHTDTEE Ee, mmmaagwmm mwamnﬁm
AEHIAS Fee, SHIBIAFA 0%, TCHA ARG, TACHA AAG A, WA TATEFR,
mﬁmﬁmmﬂﬁammmmmmmwmmmmmmm
mmm fsmta aa cfaf, smveraret ewfe, raarenr e gax Gremear
1

AW wEER W wWE
fezmfaFeT

Aot

qEPES (fEnymEte) AvawTie Saqebe swmn e | e fer Al o genin g
oo, Wrretas Sdwa AEnd @uA-AEpahy, el | Steta, s6iEhs ffew, g ¢ W waw
TAYLEE AT | N @ AR Gl R A FeayrEnE, G e ARfeaaba
e qumiEs (9Rndmite) TeEs 7w )

e e R

GEPIES (QfEymiEPe) STt w3t fow TTe SPeFE @RR g o S o feen s e o =
S 1A |

W ArerE FRRCE Eme o 3enah ow Fennfm yeerr Sdie Ao cm-mat,
cofemenefon | Gafmmatw, euiefom fifew, 9o e wam waw AR ] TG T Y.¢ A 1 et
eoo fan. ﬂ'ﬂﬂﬁﬁﬁﬂrﬂﬂwlﬁﬂwmﬂ@ﬁﬁooo AN, 2 o7d e afefim aeo o e
TR 1 S A | F CFTE, 3 AT 9T T 4% s @ | few w feme
@um R ¢oo fan. azzm‘ﬁﬁ:aﬁfm a¢o i, 4, Trae R T @S A | fEfge =rafs G v Aowfite
wrear e » gm avs T gz e 7

TARCHE ST S 6 RS i T O e (ESrel wea aefenii) Been o3 2 an g
W e A0S T | AR o o e oird afefim e o wn ) Wt 2emeEee o, Fremn s,
GIER GRIRWE CFU TETE ) SN G WK | A S 6 A whe woam Reanes bR
e > aim #a ¢ fm o e A

TTE TR W08

AR e W s |

Foreer v

& I e feranm own e geom e o e dfefis af

6B € T WFACS AP FRFRS TR o (s < ¢

O (T ) wa o e
se-3¢ (3% (0-4 &) o0 R, =¥ ¢ ff =m0 i
Yb-00 (B8 (v-3) &) woo fira. offefim a.¢ fifr 7@ o R
o8¢ (ATE (53-8 TEF) 800 f, «fsfim yo fufft 773 o fim

8¢ -7 ) euTA RO CROR TUETAR WA ST |

af
1 T AT f%nj—l?"r. q T (EE WA
roiligh

o A TF O

]

T T SR S T W AR S 9 e

TERY © GAEIAR T

sty b & g | A e weee SwEE aferymEim e e Aasrer o rdeEm F
TR T ATE TR | WE W AN afenyrafem oz anmeel e el e 1ar w2 crema
e T A e Bfve | afttdmiEfE wend Ree @ e | e gamEed T o
YRR AR Tk e = 5w

M TR

ifre: amefEfmm g sEREm e @b it e s om e e Ao
e afrgraEfem @ Sie awem TR 3 W o 9eR 3 951 o orm 39 B

WMW WWWW&Wam@mﬁﬂwaﬂmﬂﬁmwm\

%ﬂﬁasaﬂmﬁwxwmqu(mmmm) R @ FETTIfE 97 o @ Afem

AT 410 | e O R @R TR AR TR RO RS Hedwl S 2 85w |

wfefis T
wfefaw wam afemymitm v e e afefimn swem com v mew I’ | T e afsfe

A sTeTfEe (U T A (Rl A ! e e e, Oy o Al o e i wae s Tt 1 G Amres
Ay A T e arwm Frife

ATw
I (4 LR, STS1 @ U6 i TR | e e 913 A )

amﬂ'ﬁeuomqhaﬁmmvxsfhmmmmmm
GETIEE WIS T AT Yo Riffee e Mfn ofe ary w3l gm e 20 fifjee fifijeo ffa
AT ST T AU AET |

HESIET §

'HII.\R: .
' PHARMA

FeTE, AR, AFT

P12001/B



