Information for Health Professionals

OxyNorm® 10 mg/ml, solution for injection or infusion
Oxycodone hydrochloride

This leaflet provides technical information for the healthcare professional about
OxyNorm 10 mg/ml solution for injection or infusion.

Posology and method of administration
Route of administration:

Subcutaneous injection or infusion
Intravenous injection or infusion.

Posology:

The dose should be adjusted according to the severity of pain, the total condition of the
patient and previous or concurrent medication.

Adults over 18 years:

The following starting doses are recommended. A gradual increase in dose may be required if
analgesia is inadequate or if pain severity increases.

1.v. (Bolus): Dilute to 1 mg/ml in 0.9% saline, 5% dextrose or water for injections.
Administer a bolus dose of 1 to 10 mg slowly over 1-2 minutes.
Doses should not be administered more frequently than every 4 hours.

1.v. (Infusion): Dilute to 1 mg/ml in 0.9% saline, 5% dextrose or water for injections. A starting
dose of 2 mg/hour is recommended.

i.v. (PCA): Dilute to 1 mg/ml in 0.9% saline, 5% dextrose or water for injections. Bolus doses
of 0.03 mg/kg should be administered with a minimum lock-out time of 5 minutes.

s.c. (Bolus): Use as 10 mg/ml concentration. A starting dose of 5 mg is
recommended, repeated at 4-hourly intervals as required.

s.c. (Infusion): Dilute in 0.9% saline, 5% dextrose or water for injections if required. A starting
dose of 7.5 mg/day is recommended in opioid naive patients, titrating gradually according to
symptom control. Cancer patients transferring from oral oxycodone may require much higher
doses (see below).
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Transferring patients between oral and parenteral oxycodone:

The dose should be based on the following ratio: 2 mg of oral oxycodone is equivalent to
1 mg of parenteral oxycodone. It must be emphasised that this is a guide to the dose
required. Inter-patient variability requires that each patient is carefully titrated to the
appropriate dose.

Elderly:
Elderly patients should be treated with caution. The lowest dose should be administered with
careful titration to pain control.

Patients with renal and hepatic impairment:
Patients with mild to moderate renal impairment and/or mild hepatic impairment should be
treated with caution. The lowest dose should be given with careful titration to pain control.

Children under 18 years:
There are no data on the use of OxyNorm injection in patients under 18 years of age.

Instructions for use/handling

The injection should be given immediately after opening the ampoule. Once opened any
unused portion should be discarded. Chemical and physical in-use stability has been
demonstrated for 24 hours at room temperature.

From a microbiological point of view, the product should be used immediately. If not used
immediately, in-use storage times and conditions prior to use are the responsibility of the user
and would normally not be longer than 24 hours at 2 to 8°C, unless reconstitution / dilution
(etc) has taken place in controlled and validated aseptic conditions.

OxyNorm injection, undiluted or diluted to 1 mg/ml with 0.9% w/v saline, 5% w/v dextrose
or water for injections, is physically and chemically stable when in contact with
representative brands of polypropylene or polycarbonate syringes, polyethylene or PVC
tubing and PVC or EVA infusion bags, over a 24 hour period at room temperature.

The injection, whether undiluted or diluted to 1 mg/ml in the infusion fluids used in these

studies and contained in the various assemblies, does not need to be protected from light.
Inappropriate handling of the undiluted solution after opening of the original ampoule, or of
the diluted solutions may compromise the sterility of the product.

Date the leaflet was written:

March 2003

® The NAPP device (logo) and OxyNorm are Registered Trade Marks.
© Napp Pharmaceuticals Limited, 2003.
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