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4.3 Contraindications

Hypersensitivity to mupirocin or any of the excipients (see section 6.1). 

4.4 Special warnings and precautions for use

2% cream 
Should a possible sensitisation reaction or severe local irritation occur with the use of Mupirocin Cream, treatment should be discontinued, the product should be washed off and appropriate therapy instituted.

As with other antibacterial products, prolonged use may result in overgrowth of non-susceptible organisms.

Mupirocin Cream formulation is not suitable for intranasal use.  For intranasal use, a separate presentation, Mupirocin nasal ointment, is available.
Avoid contact with the eyes.  If contaminated, the eyes should be thoroughly irrigated with water until the cream residues have been removed.
Mupirocin Cream contains cetyl alcohol and stearyl alcohol. These inactive ingredients may cause local skin reactions (e.g. contact dermatitis). 
2% ointment
Should a possible sensitisation reaction or severe local irritation occur with the use of Mupirocin Ointment, treatment should be discontinued, the product should be washed off and appropriate therapy instituted.

As with other antibacterial products, prolonged use may result in overgrowth of non-susceptible organisms.

Renalimpairment
Elderly patients: No restrictions unless the condition being treated could lead to absorption of polyethylene glycol and there is evidence of moderate or severe renal impairment.
Mupirocin ointment is not suitable for:

-
ophthalmic use

-
intranasal use 

-
use in conjunction with cannulae

-
at the site of central venous cannulation.

For intranasal use, a separate presentation, Mupirocin nasal ointment, is available.

Avoid contact with the eyes. If contaminated, the eyes should be thoroughly irrigated with water until the ointment residues have been removed.

Polyethylene glycol can be absorbed from open wounds and damaged skin and is excreted by the kidneys. In common with other polyethylene glycol based ointments, Mupirocin ointment should not be used in conditions where absorption of large quantities of polyethylene glycol is possible, especially if there is evidence of moderate or severe renal impairment.

2% nasal ointment
Should a possible sensitisation reaction or severe local irritation occur with the use of Mupirocin Nasal Ointment, treatment should be discontinued, the product should be wiped away and appropriate therapy instituted.

As with other antibacterial products, prolonged use may result in overgrowth of non-susceptible organisms.

Avoid contact with the eyes.  If contaminated, the eyes should be thoroughly irrigated with water until the ointment residues have been removed.
4.5 Interactions with other medicinal products and other forms of interaction

No drug interactions have been identified.
4.6 Pregnancy and lactation 

2% cream, 2% ointment 

Use in pregnancy:

Reproduction studies on mupirocin in animals have revealed no evidence of harm to the foetus. As there is no clinical experience on its use during pregnancy, mupirocin should only be used in pregnancy when the potential benefits outweigh the possible risks of treatment.

Use in lactation:

There is no information on the excretion of mupirocin in milk. If a cracked nipple is to be treated, it should be thoroughly washed prior to breast feeding.

2% nasal ointment 
Pregnancy

Reproduction studies on mupirocin in animals have revealed no evidence of harm to the foetus. As there is no clinical experience on its use during pregnancy, mupirocin should only be used in pregnancy when the potential benefits outweigh the possible risks of treatment.

Lactation

There is no information on the excretion of mupirocin in milk.
4.7 Effects on ability to drive and use machines
No adverse effects on the ability to drive or operate machinery have been identified.
4.8 Undesirable effects
2% cream 
Data from clinical trials was used to determine the frequency of very common to rare undesirable effects.

The following convention has been used for the classification of frequency:- 

very common >1/10, common >1/100 and <1/10 , uncommon >1/1000 and <1/100,  rare >1/10,000 and <1/1000 , very rare <1/10,000.  

Skin and subcutaneous tissue disorders:
Common:
Application site hypersensitivity reactions including urticaria, pruritus, erythema, burning sensation, contact dermatitis, rash
Skin dryness and erythema have been reported in irritancy studies in volunteers.

2% ointment
Adverse reactions are listed below by system organ class and frequency. Frequencies are defined as: very common (( 1/10), common (( 1/100, < 1/10), uncommon (( 1/1000, < 1/100), rare (( 1/10,000, < 1/1000), very rare (< 1/10,000), including isolated reports.

Common and uncommon adverse reactions were determined from pooled safety data from a clinical trial population of 1573 treated patients encompassing 12 clinical studies. Very rare adverse reactions were primarily determined from post-marketing experience data and therefore refer to reporting rate rather than true frequency.
Immune system disorders

Very rare:
Systemic allergic reactions have been reported with mupirocin ointment.

Skin and subcutaneous tissue disorders

Common: 
Burning localised to the area of application.

Uncommon:
Itching, erythema, stinging and dryness localised to the area of application. Cutaneous sensitisation reactions to mupirocin or the ointment base.

2% nasal ointment
Adverse reactions are listed below by system organ class and frequency. Frequencies are defined as: very common (( 1/10), common (( 1/100, < 1/10), uncommon (( 1/1000, < 1/100), rare (( 1/10,000, < 1/1000), very rare (< 1/10,000), including isolated reports.

Uncommon adverse reactions were determined from pooled safety data from a clinical trial population of 422 treated patients encompassing 12 clinical studies. Very rare adverse reactions were primarily determined from post-marketing experience data and therefore refer to reporting rate rather than true frequency. 
Immune system disorders

Very rare: 
Cutaneous hypersensitivity reactions.

Respiratory, thoracic and mediastinal disorders

Uncommon:
Nasal mucosa reactions.

4.9 Overdose
2% cream, 2% nasal ointment 
The toxicity of mupirocin is very low. In the event of accidental ingestion of the cream symptomatic treatment should be given.

2% ointment 

The toxicity of mupirocin is very low.  In the event of accidental ingestion of the cream symptomatic treatment should be given.

In case of erroneous oral intake of large quantities of the ointment, renal function should be closely monitored in patients with renal insufficiency because of the possible side effects of polyethylene glycol.
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