Film-
Coated
Tablets

Floxamo®

Amoxicillin 500 mg +Flucloxacillin 500 mg

Composition:

Each film coated tablet contains:

Active ingredients:

Amoxicillin trihydrate compacted 574 mg
Eq. to (Amoxicillin anhydrous 500 mg)

Flucloxacillin ~ Sodium  Monohydrate
compacted 544 mg (Eq. to Flucloxacillin
Anhydrous 500 mg).

Inactive ingredients:

Prosolv. H.D, Croscarmellose
Magnesium Stearate, Purified Talc.
Film Coat: Pharmacoat 603, Titanium
Dioxide, Glycerol, Talc, Brown Colour
Pharmacological action:

sodium,

Floxamo® is a combination of two
semi-synthetic  penicillins: ~ Amoxicillin
(broad-spectrum penicillin) and

flucloxacillin -~ (@  penicillinase-resistant
penicillin). This combination exhibits a
bacterial activity against a wide range of

Gram-positive and Gram-negative
microorganisms. Floxamo® exerts a
bactericidal action on
penicillinase-producing and

non-penicillinase-producing Staphylococdi,
Streptococcus pyogenes, pneumoniae, and

faecalis;  Corynebacterium  diphtheria,
Clostridia spp, Bacillus anthracis; H.
influenzae, Moraxella (Branhamella)

catarrhalis, N. gonorrheae and meningitidis,
E. coli, Proteus mirabilis, Salmonella,
Bordetella pertussis, and Bacteroides
melaninogenicus.

Pharmacokinetics:

Both Amoxicillin and flucloxacillin are
acid-stable and are well-absorbed after oral
administration. Amoxicillin is more rapidly
absorbed than ampicillin producing higher
plasma concentrations than those obtained
with the same dose of ampicillin. Peak
plasma concentrations of Amoxicillin and
flucloxacillin are achieved after 1 to 2 hours.
Amoxicillin -~ and  flucloxacillin  are
metabolized to a limited extent, and the
unchanged drugs and metabolites are
excreted in the urine by glomerular filtration
and renal tubular secretion.

Indications:

Floxamo is indicated in the treatment of a
wide range of infections including:

- Respiratory tract infections: Bronchitis,
pneumonia and empyema.

- Ear, nose and throat infections: Otitis
media, sinusitis, tonsillitis and pharyngitis.

- Gastro-intestinal tract infections:
Enteritis, ~ cholecystitis,  typhoid  and
paratyphoid, peritonitis and

intra-abdominal abscesses, and biliary tract
infections.

- Genito-urinary tract infections: Cystitis,
pyelonephritis, prostatitis, gonorrhea, and
puerperal sepsis.

- Skin and soft-tissue infections:
post-operative wound infections, boils,
carbuncles, abscesses, and cellulitis.

- Bone infections: Osteomyelitis

- Other infections: Septicaemia and
endocarditis.

Dosage and Administration:

Adults: the usual oral dose is Floxamo
1000mg every 8 hours.
Contra-indications:

A known hypersensitivity to penicillin.
Warning and Precautions:

Doses should be reduced in severe renal
impairment.

Clostridioides Difficile Associated Diarrhea
(CDAD) has been reported with nearly all
antibacterial agents, including amoxicillin,
and may range in severity from mild
diarrhea to fatal colitis. Hypersensitivity
reactions: Severe Cutaneous Adverse
Reactions (SCARSs), including
Stevens-Johnson syndrome (SJS), toxic
epidermal necrolysis (TEN), drug reaction
with eosinophilia and systemic symptoms
(DRESS), and acute generalised
exanthematous pustulosis (AGEP) have
been reported in association with beta
lactam antibiotics .

Drug interactions:

Concomitant administration of Amoxicillin
and anticoagulants from the coumarin
class, may prolong the bleeding time. A
dose adjustment of anticoagulants may be
necessary.

Side effects:

As with other penicillins, side-effects are
usually infrequent, mild and transient
including diarrhea, indigestion and skin
rashes.

Clostridioides Difficile-Associated Diarrhea
(CDAD)

Skin and subcutaneous tissue disorder
Frequency not known: Acute generalised
exanthematous pustulosis (AGEP), Drug
reaction with eosinophilia and systemic
symptoms (DRESS), Bullous
exfoliative-dermatitis, ~ Toxic  epidermal
necrolysis , Stevens-Johnson syndrome
Storage:

Store at a temperature not exceeding 25° C
in dry place

Packaging:

Carton Box contains 2 (Al/ Transparent
colorless PVC/PVD() Strips each of 8 film
coated tablets + inner leaflet.

‘ Keep all medicaments out of reach of children

ES3

Product of:

El-Obour City, Al Qalyubia, Egypt.

AMOUN PHARMACEUTICAL CO.
SAE.
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