s Aziwell

Azithromycin

COMPOSITION

Aziwell 500 Tablet: Each film coated tablet contains
Azithromycin 500 mg as Azithromycin Dihydrate USP
524.032 mg.

PHARMACOLOGY

Aziwell (Azithromycin) is an azalide antibiotic, subclass of
the macrolide class of antibiotics. Aziwell 500
(Azithromycin) acts by binding to the 50s ribosomal
subunit of susceptible organisms and thus interferes with
microbial protein synthesis. Aziwell demonstrates 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 Streptococcus species;
Haemophilus influenzae and parainfluenzae; Moraxella
catarrhalis; anaerobes including Bacteroides fragilis,
Escherichia coli, Bordetella pertussis, Bordetella
parapertussis, Borrella burgdorferi, Haemophilus ducreyi,
Neisseria gonorrhoea and Chlamydia trachomatis. Aziwell
also demonstrates activity in vitro against Legionella
pneumophila, Mycoplasma pneumoniae and hominis;
Campylobacter spp., Toxoplasma gondii and Treponema
pallidum.

INDICATION

Aziwell (Azithromycin) is indicated for infections (caused
by susceptible organisms) in lower respiratory tract
including bronchitis and pneumonia, in upper respiratory
tract including sinusitis and pharyngitis/tonsillitis, in otitis
media, and in skin and soft tissue infections.

In sexually transmitted diseases of men and women,
Aziwell is indicated in the treatment of non-gonococcal
urethritis and cervicitis due to Chlamydia trachomatis.

DOSAGE & ADMINISTRATION

Aziwell 500 tablet should be taken at least 1 hour before
or 2 hours after meal. Azithromycin tablet 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 Azithromycin is 1.5 gm given as 500 mg once
daily for 3 days, an alternative to this dosage schedule is
that 500 mg once daily on day 1, followed by 250 mg once
daily for next 4 days.

For sexually transmitted diseases caused by Chlamydia
trachomatis, the dose of Azithromycin is 1 gm 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.

Use in the elderly : Normal adult dose is recommended.
Children : The dose of Azithromycin in children over 6
months of age is 10 mg/kg body weight once daily for 3
days. Alternatively, 10mg/kg on day 1, followed by 5
mg/kg for next 4 days is also recommended. There is no
information on use of Azithromycin on children under 6
months of age. For children with body weight 15-25 kg
(3-7 years), the dose is 200 mg once daily for 3 days; for
body weight 26-35 kg (8-11 years), the dose is 300 mg
once daily for 3 days; for body weight 36-45 kg (12-14
years), the dose is 400 mg once daily for 3 days.

For body weight over 45 kg, normal adult dose is
recommended.

CONTRAINDICATION

Azithromycin is contraindicated in patients with a known
hypersensitivity to Azithromycin or any of the macrolide
antibiotics. Because of the theoretical possibility of ergotism,
Azithromycin and Ergot derivatives should not be
co-administered. As with erythromycin and other macrolides,
rare serious allergic reactions, including angioneurotic edema
and anaphylaxis, have resulted in recurrent symptoms and
required a long period of observation and treatment.

PRECAUTION

As with any antibiotic, observation for signs of superinfection
with non susceptible organism, including fungi is recommended.

SIDE EFFECT

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

USE IN PREGNANCY AND LACTATION

Pregnancy : US FDA pregnancy category B. In the animal
studies, no evidence of harm to the fetus due to Azithromycin
was found. Because animal reproduction studies are not always
predictive of human response, Azithromycin should be use
during pregnancy only if clearly needed.

Lactation : It is not known whether Azithromycin is excreted in
human milk. Caution should be exercised when Azithromycin is
administered to nursing mother.

DRUG INTERACTION

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: because of the theoretical possibility of
ergotism, concomitant administration of ergot derivatives and
azithromycin should be avoided. Digoxin & Cyclosporin:
Macrolides have been known to increase the plasma
concentration of digoxin & cyclosporin, so caution should be
exercised while co-administration is necessary.

STORAGE o
Do not store above 30 C, protect from light & moisture. Keep out
of the reach of children.

PACKAGING
Aziwell 500 Tablet: Each box contains 4x3 Tablets tablets in
Alu-Alu blister pack.

’\‘J Manufactured by
PN National Drug Co. Ltd.

National Bangalpara, Dhamrai, Dhaka.




«feretzeT

[k

Toim

Gf&STTET coo BIRTEDs AfSt e (6T HIIRTETs Witk
GTIfSTERE coo Al WiifeYmzRW ©i3g3wEs 3Buwl
@38.092 Tl ZeE |

FrfcsEfer

aferetEe (@rifenamzhm) TnEEEe ¢fes ez e
@36 afGaafbs | WrifEremiEim Famaas QRIgetER
TRTHER ol T ST A T G MR (G
TSRS 4! @M FR A |

ANFINE AIRTENZFE AN-Atste @i ae-talfte 7'«@wem
JRFGRAR (Fas Fe F@ AE | SEAE JFERAR T4
SHIPIRCETFRPT  SRAPT, (GG e, (& AEeErT
ARG ] (P7-9) GRS GG SAes; [ReAFAT
BTG R ARIRTGIET, (AT PTG, JIRGRLGT
WA G PTG GILPIGT | G=GIS @IS Sy
@ T8 GRIGR [errm TS 0 QLT TR G sraeT [eewzeT,
TRCPATCHA fACCHT I (RN, FTRCAGIFEE A,
GOHEASTT 9G @32 @A #AIfeTer |
o
s iEFm A GRigEbe fefie s e
0 A

HPTOTER FERTAR TREw, -JFIRH @3 e |

-NTetad CRIRAE B O CANF-IMEPAROA,
FlaeEte/oatrnEte, ey Mfen 93 g9 ¢ S
AN FEAPTICRA A |

7Y ¢ wfeeR fefaie @R bfssmn anfemgmizhm vz
T -

TR 38R 9w FwEfem ey wfe
ArRfeEH |

ar ¢ CRARR

GfEGTEET BIRTAD YR Q2 GO €T T51 i WA 92 0!
A a2 FACS A | O0F AfESTHT ¢oo fr.all, Frees ARE @z
TR SRR AT R AR AL @7 T (@S ANA |

TWEA ) @l : 7% YPToCEd TG, (@ (TR0 a3
e & @ 2ele TF WPTerEd AN, (@6 AP DA
ez /oafeizibe, soElb ffew, 3 ¢ Twaw e e
SN T LGB 3.¢ AT Az foq fm eRe s
77 | 9die efeT oo Tat. anifengmizim sw9w © = it =@
@2 T8 T4 e 499 @9 coo WAl 99 dw<e! 8 e
efefa 2¢o el @ ifeTIERm a7 T @reANE |

FIEEA Gy 7 @M@ R ¢FE arifengehE-a3
N @FF V@ a2 T W | e @ e @499 7\ coo
Tl @3 RISy d¢o fal Fw@ anfengmehm azd w1
@TS AN |

TR ) Wil: TTF T A FAEre |

ot & W@ ;v W A SR @ [WeW RRema T
anferamzim efeia yo WAl afs @i *[e9 eow e o7 o=
o e fite =R, g W@t R &2 ew so g, afs @ fe
S goe e @3 RSt pRe ¢ .l afs @ «Fw eww
ReTRe WnfengmRim o= @e =1 |

*JF 9T ¢ I TS e REffie waw @ @rs A@
3@-3¢ (FfE -9 I=F 00 WAl T GFF F0R 27 =17 fo ot |

V-9¢ (FE b-3d I=F oo WAl Wi «FF T +17 #7 fom
ol

WL-8¢ (IS $3-58 I=F 8oo WAl AT YT FA »7 =19 foa
ol

8¢ (FG-@T (@A *IA ST (@ INFWE Tl AT |

e T 3R STosker

@ T @ GifEtE A W @ eI
ofSafocee afe wfemgamaieTel Ttae e (Fea 9o
fifers | sifgeaeeid TRAfbey @ R TRRaR F=e
IR @32 THeG TS eyd U@ (I T4 Bow 77 |
@Ry foreiam Mo Yres d@fegmizhE fenfie =@, I9ce
TibeTe! Witz @I @A (w0 @it g w4 Ove 77 |
SrrEaifed Sed QEBRTE @3 MY @ afEiEte « 7
IR ~fRE T T | AT JeaE TSRO (g AoTe]
SRETR 41 Efo® |

-t

anfengrmzim-a3 *rf-efsfemm @ ¢ «fafs I3 93 afs
@M =i e | Ard-afsfams sua qwce 3 Af o, 3f,
wifEs oF, I Srforme, SRR, et 72, TN YN R 93 G
w1t wiol Tot | @R Ar-elfefEm w3k azet @ T I T W

TERG @ G IR

AefeT AR Ferwe S e rEie FrwRfeastre
SN T ASFIA I LR I (TS A | S ST
@I GTifEnERT 47 Al W YRR e
ZEAR A2 (FIENG AT ASFEA AN AT T4
Tfoe | anfengmizhm wreqee Feye =0 ol ©f @it arf | eTey
BRI A CF0@ AT FE 2 Tod ol Serwe 41
Tfow |

g ORI

aBifre:  aEfufeT @3 AeEREN Tm @ Sitie
arifegmERee TR @ shE ¢F, S e At s
T | ETE GIIfTENREE @BiTe aziem FHATE S Tl AE A=A
] 61 AR TR =41 Tfow |
R0 TR eF: IF2 A I EIEOE ¢ ARG Wer ey
JRIE FIE ARAGET @A (TR TR (AT AW | foAfgw e
MFTIE: GFEZT wor o34 faifem ¢ MaFT=ifiea
AT @ Ao T A | CTae) @ TFE egd U@ AR
T (G RO oS! SeTwe] 741 T |

T

©0° @1, SIN@R I, &% A AFH T | e 93 FRema
BIRIGERIEGKIV Ol

Aicfer

fENGTHwT oo BIRTEsS &ifS AT FwaCR 8 X© BiRees 16 Gyeeis
@TIE-@3iE fPoR AT |

N\ JE N
ST Gt R




