FORMULATION:

Each film-coated tablet contains:
ycin (as dihydrate).

PRODUCT DESGRIP‘I'ION

Azithromycin 500 mg film-coated tablet is a white to off-white, oblong, biconvex,
bbmdononesndeandpla on the other side. .

PHARMACODYNAMI
Pharmacotherapeutic gmup Macrolides, ATC code JO1FA

Azithrom, is the first class of antibiotics designated chemically as azalides.
Chwmmlsmbymmndammlmmmﬁmﬂ

500 mg

emh &c‘l A chemical of

7‘9 -aza-9a-methyl- 9:-homoarythromydn A. The molocula wdght is
The mode of action of azithromycin is inhibition of protein synthesis in bacteria
by binding to the 50s rib | subunit and 0] of ides.

:’\zmrgn\gwn demonstrates activity in vitro against a wide range of bacteria
INc o

ap! aureus,

. s group) and other stremococci. and
ip tance with
i i iti sunjru including Stmptococcus faecalis

(mleroms) and mnsl strains of

- Haemophiius influenzae, Haemophilus
? s, Acinefobacter species, Yersinia gciaa
Racias g,:taumﬂa species, _Vibrio and P,
i aqamsl E: ichia coli, S:
enteriditis, Sé lla typhi, A hydrophila and
Klebsiella species are variable and suscapllbllny tests should be performed.

Proteus species, Serratia species, Morganella species, and Pseudomonas
aeruginosa are usually resistant.

p&a]%m" fragilis and B ides species. Clostridli
i ., Peplococcus spociess;ld Ebpmﬂrup:ococcus speci:::
Fi h and Propionib acnes.

¥ exual smitle - Azithromycin is active against
a trachomatis a so shows good activity inst Treponem:
pap:fdr:m, gc e and f P Waga =
Other Organisms - Borrella burgdorferi (Lyme dumnt) Chiamydia
pneumon-!&&
urealyticum, Campyiobucfar species and Listeria monocytogenes.
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PHARMACOKINETICS:

Aznhmmycm given orally is rapidly absorbed and about 40% bioavailable.
m capsules, but not tablets or suspension, is reduced

Pealplammnnenlmmnsomurzmamuma!w an oral dose and 1 lo 2

hours after intravenous dosage. However, azithromycin is extensively distributed

into the tissues, and tissue concentrations subs tly remain much higher

than those in the blood; in contrast to most antibacterials, plaam:

gum
concenlrations are taken up into white blood celis. There is little diffusion into
CSthen the meninges are nol inflamed. Data from animal sludies indicate that
an crosses the nta, Small amounts of azithro

ted in the liver, amitmancrawdhbﬂemmlynsunmr&ddmgund
a number of inactive metabolites have also been detected. About oral
dose nting about 20% of the amount in the s circulation) is
excreted in the urine. The terminal elimination half-life is about 68 hours

INDICATIONS:

Azithromycin is a nitrogen-containing macrolide or azalide with wide spectrum of
actmtyths; has beeﬂgogsad in the lr‘:gwnenlala wide variet) uflnfeotinns mu:ed
by susceptible organisms. It is given in the treatmen

infections (nndudmg ofitis media), in skin and soﬂhssua lnfe S, and in
uncompllcslad gemlal infections. Azmvmryun may also bn used for the

awumoumlex Clilsusedlnsomenouncrisuiur the prophylaxis of
p .m )pnhoma unable to take penicillin. It is also ussyd!aln the
mmsgeme and typhoid.

DOSAGE AND AMNISTRAHON
Usual adult dose: 500 mg as slngle dose daily for 3 days.
followed 50 mg daily for 4 days
li ue to Chlamydi;

is: 19 as a

For unuu norrhun 2 s:a:ﬂdun
For proph m cl ummmad AC infections: 1.2 g once weekly.

CONTRAINDICATIONS:
Contraindicated in patients with known hypersensitivity to azithromycin,
ery ycin or any




PRECAUTIONS:

Aa w\Ih erythromycin and other macrolides, rare serious allergic reactions,
luding angioedema and anaphylaxis (larely faul:lJ have been fepormed Some

af these reactions with azithromycin have in recurent symptoms and

required a longer period of obsen«mlon and treatment.

Sinne liver is the i e of ion for in, the use of
rm}can should be underlahan mm caution in patients with significant
haoa

In patients receiving el derivatives, ergotism hax been
of some o ol . There J’atl:c noncsrmw

the possibility of an interaction bemaen ergol and azrlhromymn Hva?
of ergotism,

theoretical azithromycin and ergot
derivatives should not be co-administered. =

PREGNANC'I’ AND LACTATION:

Animal luction studies have been performed at doses up to moderately
maemnally toxic dose concentrations. In these studies, no evidence of harm to
the fetus due to azithromycin was found. There are, however, no no adequate and
wancommlled studies in nant women. Because animal studies
are not always predictive ol human response, azithromycin should be used
during pregnancy only if clearly needed.

There are on secretion in drugs are excreted in
human rnllk uhhromydn shouid not ba usad in"tf;'{mermam of a lactati

the potential benefits the potentia
I'lei(u 1he miarll ety
DRUG INTERACTIONS:
tacids ining aluminum or magnesium salis
r'arl reduce the rate, bu! not the mnl of absorption of azithromycin,
and derivatives should nol inistered because of

Azithromycin
lhe theoretical pnsui ilities of ernnhsm Soma of mlt.;" rga:ob?e antibiotics hava
rapmed m metabolism xin in some ”uaﬂl!
gurc(;emmd bu:febunn toxicity has been mpoaeg in patients rgg‘ewng azithromycin

ADVERSE DRUG REACTIONS:

Ges!mhmnnal dnmrbunm are the most frequent effect of azithromycin but
are u: and less frequent than erythromycin. Headache, somnolence,
and taste rbancasmaymmrSmrehweﬁmw mmw
but mny be prulonped Thromboqdopenla and mild transient neulropenia have

Other acvrra el:h A include mnulocy;nsls ag&avnlml ufﬂlf‘
weakness in myasthenia gravis its, an pan o n ]
CT |r|befval a% other arrh b ythrlﬁas sometimes % de
poin

OVERDDSE AND TREATMENT: -
Adverse events w doses were similar
tlnose seen at normal dusea In g avent of general i
28 required

AVAILABILITY:

Aluminum Foil Strip x 3's (Box of 3's)
CAUTION:

Foods. Drugs, Devices and Cosmetics Act prohibits dispensing without

For suspected adverse drug reaction, report o the FDA: www. ?ov
sraut;unl should seek medical attention immediately at the first sign of any adverse
reaction.

REGISTRATION NUMBER:
DRP-3549-05

DATE OF FIRST AUTHORIZATION:
February 8, 2021

DATE OF REVISION OF PACKAGE INSERT:
Octlober 2022

STORE AT TEMPERATURES NOT EXCEEDING 30°C.

Manufactured by:

HIZON LABORATORIES, INC.
mpuon Road, Sumulong Highway,

Antipolo City

Lol B0 Block 11, Buencamina St.,
Cupang, Munﬂnlupa City
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