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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
250 mg 500 mg 875 mg
Tablets Tablets Tablets
Amoxicillin 250 mg/ tablet | 500 mg/ tablet | 875 mg/ tablet
(as trihydrate)
Clavulanic acid 125 mg/ tablet | 125 mg/ tablet | 125 mg/ tablet
(as potassium
salt)
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Augmentin 250 mg Tablets

Augmentin 500 mg Tablets

Augmentin 875 mg Tablets

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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4.4 Special warnings and precautions for use

Haemophagocytic lymphohistiocytosis (HLH) has been reported in patients receiving
amoxicillin/clavulanic acid (see section 4.8). HLH is a life-threatening syndrome characterized by
fever, skin rash, neurological symptoms, hepato- and/or splenomegaly, lymphadenopathy, cytopenias,
high serum ferritin and hypertriglyceridaemia.

Patients should be monitored for clinical signs and symptoms of HLH. For suspected HLH,

amoxicillin/clavulanic acid must be interrupted for diagnostic workup and treatment for HLH initiated.
If HLH is confirmed, administration of amoxicillin/clavulanic acid should be discontinued.

4.8 Undesirable effects

Immune system disorders
Haemophagocytic lymphohistiocytosis' | Not known

' See section 4.4
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