NALOXONE HIKMA®

(Naloxone HCI)

ACTION
Naloxone (Naloxone HCI) is a specific semisynthetic
opiate antagonist, presented as a sterile, clear,
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Children: initial dose is 0.01|r
of 0.1 mg/kg if needed.

yxia neonatorum
Initial dose is 0.01 mg,

/kg; give dose

into the vein

of the neonate at 2-3 minutes intervals until the desired
is i if

solution for IV, IM, or SC administration.
Naloxone prcvsms and reverses the aﬂeﬂ of opmds.

hypotension, dsonoanmversemepsycmmmumenc
and dyspl effects of agonist: ists such as
pentazocine.
Naloxone has little or no agonistic activity and when
administered in usual doses to patients who have
not recently received opiates it exerts little or no

pharmacologic effect.

Naloxone doesn't produce tolerance or physical or

onset of action of ing IV

be given at 1-2 hours i

y additional doses may

CONTRAINDICATIONS
History of allergic HCI, cardiac
irritable patients and in currént opioid dependence.
WARNINGS
Avoid ive dosage of N g the use of
opiate during surgery
it may result in in blood
and clinically reversal of g
ncnon of opiates.

is 1-2 minutes and

andmutaof

the clear of action The duration of action of some opiates may exceed that
for Naloxone is not known, but it is thought to act as a of Noxone, so careful itofing to the patients must
compeﬂﬂveunagorﬁstatoplmrseepto«slnmeCNs The be and when Y, rep doses of

ini should be used.

g IM or SC i . Is not eff against y dep
is 2-5 minutes, ﬂndurauonoracﬂondependondose caused by non-opioid drugs.

i ' ool PRECAUTIONS ‘

Due to the y to adjust the itis i

is rapidly di body
tissues and fluids, then metabolized in the liver mainly by
conjugation and excreted in the urine.

During the managomenl of um opiate overdose

using

such as

INDIcAﬂONS maintenance of adlqume air way, artificial respiration ,
isi in the g cardiac agent, should readily be
« Post opioids central and used when y
respwmydoprmbmnducodbynummlorsynmehc Naloxone should be used with caution in patients with
opioids. pre-existing cardiovascular disease or those receiving
* In known or opioids or i ic drugs. should be used
« In the treatment of opiate-induced asphyxia neonatorum, with caution in patients known or suspected to be
resulting from administration of opiates to the mother physically dependent on opiates.
during labour and delivery. Pregnancy: Naloxone should be used with caution in
» is asa g test (the preg women (| is FDA preg y gory
Naloxone challenge test) prior to induction of therapy B).
with naltrexone for opiate cessation in patients formerly Lactation: It is not known whether Naloxone is excreted in
dependant on opiate, who have completed detoxification. human milk or not, so should be exercised when
DOSAGE AND ADMINISTRATION administrated to a nursing mother.
The drug could be given via IV IMor SC route. itis SIDE EFFECTS
touse IV ion, and Nausea, i blood
to use IM or SC injection when longef duration of action pressure and !remcw may o¢qur following abrupt reversal

is needed.

of opioid depression.

« To prepare IV-infusion: The addition of 2 mg Naloxone to Excitement, reversal of ia, hypotension,
500 ml of either normal saline or 5% hype ion, y a, i i
provides a concentration of 0.004 mg/ml. and fibrillation, and seizures may occur due to excessive
Titrate the istration rate in with patients dosage of Naloxone. |
within 24 hours, after that, discard the solution. OVERDOSAGE MJ
o, 9 oploids There is no clinical experi with Naloxone HCI
Adults: Inject in increments of 0.1 to 0.2 mg IV Naloxone overicee. ;
at 2-3 minutes intervals to the desired degree of reversal, STORAGE

repeated doses may be required Within 1 or 2 hours
intervals depending on the amount, type and time interval
since last administration of opioid.

Children: Inject increments of 0.005-0.01 mg IV Naloxone
at 2-3 minutes intervals to desired degree of reversal.

« In oploid overdose

Store below 25°C. Protect W light. Protect from freezing.

PRESENTATIONS

NALOXONE HIKMA 0.02: N
NALOXONE HIKMA 0.4: N

{aloxone HCI USP 0.02 mg/mi
laloxone HCI USP 0.4 mg/mi

Adults: initial dose of 0.4 - 2 mg IV may be rep at
2-3 minutes intervals, if no response is observed after
10 mg has been administered, the diagnosis of opioids

{ Sodlium
\paraben, hydrochloride acid,

overdose must be questioned.
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water for injection.

medicament out of the reach of children
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