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Possibility of serious adverse events after intravenous admijnistration of :
pethidine injection

The Saudi Food and Drug Authority (SFDA) would like to}inform
healthcare professionals about a recent safety issue concerning|risk of
serious adverse events with inappropriate pethidine intravenous|injection
(e.g. respiratory depression and decrease blood pressure).

Pethidine is a powerful pain relieving drug used for management of
moderate to severe pain.

The evaluation involved a case reported to the National
Pharmacovigilance and Drug Safety Center for a patient who dgveloped '}
serious adverse events after taking intravenous pethidine injectjpn with a
wrong technique ( Rapid injection ).

Consideration that should be taken by healthcare professiopals:

Pethidine injection should not be given to:

Patient allergic to pethidine.
Patient suffer from asthma, shallow breathing and other breathing difficplties.
Patient suffer from severe headaches or have suffered from head injury :
Patient suffer from alcoholism.
Patient suffer from convulsion disorders. !
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Patient suffering from a condition known as delirium tremens, causgf by withdrawal ¢
from alcohol.
Patient with heart heat faster than normal.
Patient suffer from a tumor of the adrenal gland as phaeochromocytoma.
Patient suffer from diabetes.
10. Patient suffer from problem that could cause paralysis of the small intestine (paralytic
ileus).
11. Patient taking or recently taken any drugs used to treat depression known as Monoamine
Oxidase Inhibitors (MAQOI's).
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% Pethidine should not be used in the last three months of pregndncy unless the
doctor considers its use to be essential.

Pethidine injection can be used subcutaneously, intramuscularly and intravenously
if needed.

Dose and method of administration:

1. Adults:

a. For Moderate or severe pain: normal single dose ( usually npt repeated more

often than 4 hourly)
» Intramuscular or subcutaneous injection: 25-1000 mg
» By slow intravenous injection: 28-50 mg
» Continuous IV infusion, 15 to 35 mg/hr as required; administered slowly

b. For obstetric analgesia:

» By intramuscular or subcutaneous injection 504100 mg
repeated 1-3 hours later. Maximum dose 400 mg in 24 hours

¢. As a premedication:
» By intramuscular injection one hour prior to the operation 25-100 mg
d. For the enhancement of analgesia:

» By slow intravenous injection. 10-25 i as required

2. Elderly or debilitated patients:

» Initial doses should not exceed 25 mg as this group of patients may be

specially sensitive to the central depressant effect of the dryg.

3. Children:

a. For Moderate or severe pain:

» By intramuscular injection 0.5 - 2 mg per kg|of body weight
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b. As a premedication:

» By intramuscular injection one hour prior to the operation
kg of body weight

Dose adjustment should be made for patients with impaired he
function,

If necessary, Pethidine injection may be given intravenously by
should be given very slowly, preferably in the form of a diluted

Common solutions used to dilute pethidine:
1. Dextrose solution (D5W - dextrose 5%)
2. Norma saline — sodium chloride 0.9%

Rapid intravenous injection of pethidine can increase the incid
following adverse reactions:
1. Severe respiratory depression.
Apnea.
Hypotension.
Peripheral circulatory collapse.
Cardiac arrest.
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0.5 - 2 mg per

patic or renal

1t the injection
solution.

ence of the

Pethidine should not be administered intravenously unless a ngrcotic

antagonist and the facilities for assisted or controlled respiratig
immediately available.

When Pethidine is given parenterally, especially intravenously,
should be lying down.

N are

the patient

Pethidine overdose symptoms: Incoordination, tremors, muscle twitching,
hallucinations, dilated pupils and convulsions followed by respiratory depression

and coma.
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SFDA will continue to monitor the safety of medicines used injSaudi Arabia.
For more information, please visit the Saudi Food and Djug Authority
website: www.sfda.gov.sa
SFDA encourages healthcare professionals and public to rgport adverse
drug events through the following methods:

National Pharmacovigilance and Drug Safety Center (NPC)
Saudi Food and Drug Authority-Drug sector

3292 Northern Ring Road

Riyadh 13312 - 6288

Toll free number: 8002490000

Tel: 012038222 ext. 2317, 2353, 2356, 2340, 5769

Fax: 012057662

Email: NPC.Drug@sfda.gov.sa
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