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Augmentin 250 mg/5 ml Suspension

Powder for oral suspension

Augmentin 400 mg/5 ml Suspension

Powder for oral suspension
Augmentin ES

Powder for oral suspension
Augmentin 250 mg Tablets
Film-coated tablets

Augmentin 500 mg Tablets
Film-coated tablets

Augmentin 875 mg Tablets

Film-coated tablets
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Augmentin Augmentin Augmentin Augmentin Augmentin Augmentin
ES 250 mg/5ml | 400 mg/5 ml | 250 mg 500 mg 875 mg
Suspension | Suspension | Tablets Tablets Tablets
Amoxicillin 600mg/5ml | 250 mg/5ml | 400 mg/5ml | 250 mg/ tablet | 500 mg/ tablet | 875 mg/ tablet
(as trihydrate)
Clavulanic acid 429 mg/5ml | 62.5mg/5ml | 57 mg/ 5 ml 125 mg/ tablet | 125 mg/ tablet | 125 mg/ tablet
(as potassium
salt)
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Augmentin 250 mg/
5 ml Suspension

Augmentin 400 mg/
5 ml Suspension

Augmentin 250 mg
Tablets

Augmentin 500 mg | Augmentin 875 mg
Tablets Tablets

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.

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.

* Recurrent tonsillitis.

Augmentin is
indicated for the
treatment of the
following infections in
adults and children:

* Acute bacterial
sinusitis (adequately
diagnosed)

« Otitis media infection
+ Acute pharyngitis

* Cystitis

* Pyelonephritis

« Skin and soft tissue
infections in particular
cellulitis, animal bites,
severe dental abscess
with spreading
cellulitis.

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.

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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4.8 Undesirable effects
”l.,{ndesirable effects | Frequency
[Sk]ln and subcutaneous tissue disorders®
[S”\./]mmetrical drug-related intertriginous and | Not known
;Ie;(ural exanthema (SDRIFE) (baboon syndrome)

5.1 Pharmacodynamic properties

[-]

Susceptibility testing breakpoints

MIC (minimum inhibitory concentration) interpretive criteria for susceptibility testing have been established by the
European Committee on Antimicrobial Susceptibility Testing (EUCAST) for amoxicillin/clavulanic acid and are listed
here: https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-breakpoints en.xlsx
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