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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 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 250 | Augmentin 400 | Augmentin 250 | Augmentin 500 | Augmentin 875
mg/5 ml mg/5 mi mg Tablets mg Tablets mg Tablets
Suspension Suspension
Amoxicillin 250 mg/ 5 ml 400 mg/ 5 ml 250 mg/ tablet 500 mg/ tablet 875 mg/ tablet
(as trihydrate)
Clavulanic acid 62.5mg/ 5 mi 57 mg/ 5 ml 125 mg/ tablet 125 mg/ tablet 125 mg/ tablet
(as potassium salt)
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Augmentin 500 mg | Augmentin 875 mg
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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.

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.

with spreading cellulitis.

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.

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

+ Bone and joint infections, in particular
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4.4 Special warnings and precautions for use
[...]
Serious and occasionally fatal hypersensitivity reactions (including anaphylactoid and severe cutaneous adverse
reactions) have been reported in patients on penicillin therapy. Hypersensitivity reactions can also progress to Kounis
syndrome, a serious allergic reaction that can result in myocardial infarction (see section 4.8). These reactions are more
likely to occur in individuals with a history of penicillin hypersensitivity and in atopic individuals.
Drug-induced enterocolitis syndrome (DIES) has been reported mainly in children receiving amoxicillin/clavulanic acid
(see section 4.8). DIES is an allergic reaction with the leading symptom of protracted vomiting (1-4 hours after drug
administration) in the absence of allergic skin or respiratory symptoms. Further symptoms could comprise abdominal pain,
diarrhoea, hypotension or leucocytosis with neutrophilia. There have been severe cases including progression to shock.
If an allergic reaction occurs, amoxicillin/clavulanic acid therapy must be discontinued and appropriate alternative therapy
instituted.
[...]
| In patients with reduced urine output, crystalluria (including acute renal injury) has been observed very rarely,

predominantly with parenteral therapy.

[...]

4.8 Undesirable effects

Undesirable effects | Frequency
[.-]
Cardiac disorders
Kounis syndrome Not known
Gastrointestinal disorders
[-]
Drug-induced enterocolitis syndrome (DIES) Not known
Pancreatitis acute Not known
[-]
‘ | Linear IgA disease | Not known |
[-]
| | Crystalluria (including acute renal injury)? | Not known |
[.-]
Revised in August 2023 according to MOH guidelines.
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