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amoxicillin (as trihydrate) 250 mg/ 5 ml
clavulanic acid (as potassium salt) 62.5 mg/ 5 ml
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Augmentin is indicated for the treatment of the following infections in adults and children:
Acute bacterial sinusitis (adequately diagnosed)
Acute otitis media
Acute exacerbations of chronic bronchitis (adequately diagnosed)
Community acquired pneumonia
Cystitis
Pyelonephritis
Skin and soft tissue infections in particular cellulitis, animal bites, severe dental abscess with spreading cellulitis.
Bone and joint infections, in particular osteomyelitis.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
[.]
Excipients with known effect
Every ml of oral suspension contains 2.5 mg ef-aspartame (E951)-permk
The flavouring in Augmentin -Suspension 250 mag/5 ml contains maltodextrin (glucose) and traces of benzyl alcohol (see
section 4.4).

4. CLINICAL PARTICULARS

[.]

4.4 Special warnings and precautions for use

[-]

Augmentin suspension 250mg/5ml contains 2.5 mg of aspartame (E951) per ml, a source of phenylalanine. This medicine
should be used with caution in patients with phenylketonuria. Neither non-clinical nor clinical data are available to assess
aspartame use in infants below 12 weeks of age.

The flavouring in Augmentin contains traces of benzyl alcohol. Benzyl alcohol may cause allergic reactions.

This medicinal product contains maltodextrin (glucose).- Patients with rare glucose-galactose malabsorption should not
take this medicine.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
[-]

Breakpoints
MIC breakpoints for amoxicillin/clavulanic acid are those of the European Committee on Antimicrobial Susceptibility
Testing (EUCAST)

Organism Susceptibility Breakpoints (ug/ml)
Susceptible Intermediate Resistant
Haemophilus influenzae* <211 - >4121
Moraxella catarrhalis* <1 - > 11
Staphylococcus sppadreus? <0.125%84 - >0.1 25234
Coagulase-negative staphylococei? <025 ——
Enterococcus?* <41 8 > 8L
Streptococcus A, B, C, G® <0.252 - > 0.252
Streptococcus pneumoniae?® <0.5%8 2 >1152
Enterobacteralesiaceae** <816- - > 8¢
Enterobacterales in uncomplicated UTIs < 3216 > 326
Gram-negative Anaerobes?* <41 8 > 8t
Gram-positive Anaerobes?*(except Clostridioides difficile) <41 8 > 8t
Non-species related breakpoints* <2 4-8 > 8t




1 The reported values are for amoxicillin concentrations. For susceptibility testing purposes, the concentration of
clavulanic acid is fixed at 2 mg/l.

2 Breakpoint values in the table are based on benzylpenicillin breakpoints.

3 Most staphylococci are penicillinase producers, which make them resistant to benzylpenicillin,
phenoxymethylpenicillin, ampicillin, amoxicillin, piperacillin and ticarcillin. When staphylococci test as susceptible to
benzylpenicillin and cefoxitin they can be reported as susceptible to the above agents. However, the efficacy of oral
formulations, particularly phenoxymethylpenicillin, is uncertain. Isolates that test as resistant to benzylpenicillin _but
susceptible to cefoxitin _are susceptible to B-lactamase inhibitor combinations, the isoxazolylpenicillins (oxacillin,
cloxacillin, dicloxacillin_and flucloxacillin), nafcillin and many cephalosporins. With the exception of ceftaroline and

ceftoblprole cefoxmn resistant isolates are resistant to all beta-lactam agents.Breakpeint-valdesin-the-table-are-based

Ampicillin _susceptible S. saprophvtlcus are_ mecA-negative and susceptible to ampicillin, amoxicillin and piperacillin

(W|th0ut or_with a beta-lactamase |nh|b|tor) 4 Theresistant-breakpointof R>8-mg/l-ensures—that-all-isolates—with

5The oxacillin 1 unit disk screen test shall be used to exclude beta-lactam resistance mechanisms. When the screen is
negative (inhibition zone 220 mm) all beta-lactam agents for which clinical breakpoints are available, can be reported
susceptible without further testing.

6 Wild type Enterobacterales are categorised as susceptible to aminopenicillins. Some countries prefer to categorise
wild-type isolates of E. coli and P. mirabilis as "Susceptible, increased exposure". When this is the case, use the MIC
breakpoint S £ 0.5 mg/L and the corresponding zone diameter breakpoint S = 50 mmBreakpeint-values-inthetable-are
bosocenbonzdoonciinbonloonis

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

The powder contains hydroxypropyl methylcellulose (Hypromellose), silicon dioxide (anhydrous), colloidal anhydrous
silica, xanthan gum, aspartame, succinic acid, golden syrup dry flavour (including maltodextrin), raspberry dry flavour
(including maltodextrin), orange dry flavour 1 (including maltodextrin_and benzyl alcohol), orange dry flavour 2 (including
maltodextrin).
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Hydroxypropyl methylcellulose (Hypromellose), silicon dioxide (anhydrous), colloidal anhydrous silica, xanthan gum,
aspartame, succinic acid, golden syrup dry flavour*, raspberry dry flavour*, -and-orange dry flavor 1* (includes benzyl
alcohol),& orange dry flavor 2*.
(*also meluding-includes maltodextrin).
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