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MATERIAL SAFETY DATA SHELT
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Amount per mL: Permissible Exposure Level:
] Naloxone HCI Dihydrate USP 1.1 mg Unknown
Sodium Chloride A mp Unknown
Hydrochloric Acid NF (0.0IN) As needed to adjust piI Unknown
Water for Injection USP QS Ad N/A

- N/A

Water solvent will
Z > slowly evaporate

':Figmﬁbint‘ Unknown CHAfinab]
Extlngm;.fung Medi‘m - Water, carbon dioxide, dry chemical or foam.
: §g€din§§£{yqe1!tq¢qai9§§s3,.- Unknown
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MATERIAL SAFETY DATA SIHEET

2 Na[oxonc hydrochloride injections should be stored at 15 30 °C and protected from light.
70 The pH of‘ solution is adjusted with Hydrochloride to mect USP limit of 3 to 4.5.

~ Temperature outsido of 15°C to 30°C. Light exposure,

: Naloxone hydrochlotide injection should not be mixed with preparations containing

. bisulfite, metabisulfite, long-chain or high molccular weight anions, or any solution
- having an alkaline pH, Drugs or chemical agents should not be added to solutions
- of naloxone hydrochloride untess their effect on the chemical and physical stability
of the solution has been established. Specialized references should be consulted for
& speciﬁc compaublhty information,

" Intravenous: 150 & 5 mg/kg in mice
109 £ 4 mg/kg in rats
subeutancous: 260 (228 —296) mg/kg in nowborn rats

.' -~ Carcinogenicity and mutagenicity studies have not been performed with naloxone
hydrochloride. Reproductive studics in mice and rats demonstrated no impairment of
fertility,

... Pregnancy Category B, Reptoduction studies performed in mice and rats at doses up
» to 1,000 times the human dosc revealed no evidence of impaired fertility or harm to
we * * the fetus due (o naloxone. There are, however, no adequate and well-controlled studies

"’ in pregnant women. Because animal reproduction studies are not always predictive of
.. human response, naloxone hydrochloride should be used during pregnancy only if
e olearly needed.

. Itis not known whether naloxono is excreted in human milk. Becauso many drugs aro
“* ¢ excreted in human milk, caution should be exeroised when naloxone is administered
. to a nursing woman,

» There is no clinical experience with naloxone hydrochloride overdosage in humans,

: In the mouse and rat the infravenous LD, Is 150 * 5 mg/kg and 109 + 4 mg/kg
i respectively. In acute subcutancous toxicity studies in newborn rats the LDy, (95% CI)
is 260 (228 - 296) mg/kg. Subcutaneous injection of 100 mg/kg/day in rats for 3 weeks
. produced only transient salivation and partial ptosis following injection: no toxic effects
~ were seen at 10 mg/kg/day for 3 weeks,

E)'bcﬁﬁfﬂct‘” E Flush eyes immediately with copious amounts of water or normal saline solution for at
vy 0 v least 15 minutes, Seek medical attention if decmed necessary.

'Skﬁ-,'lélifi‘ff,_ﬁf_bh e ) Immediately flood affected skin with water while removing and isolating all
CeetiRS U contaminated clotliing, Gently wash all affected skin areas thoroughly with soap and -
- ... water, Seck medical aitention if warranted.
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: Naloxonc Hydrochloride Injection is available as a preserved or non-preserved sterile
.. solution for intravenous, intramuscular or subcutaneous administration.

 Naloxone hydro'chloridc prevents or reverses the effects of opioids, including respiratory
. depression, sedation, and hypotension, Also, it can reverse the psychotomimetic and
:. dysphoric effects of agonist-antagonist such as pentazocine,

.~ Naloxone hydrochloride is an cssentially pure narcotic antagonist, i.e., it does not possess the
“*agonistic” or morphine-like properties characteristic of other naicotic antagonists; naloxone
~ does not produce respiratory depression, psychotomimetic effects or pupillary constriction,
In the absence of narcolics or agonistic effects of other narcotic antagonists, it exhibits
essentially no pharmacologic activity,

iy - Naloxone has not been shown to produce tolerance nor to cause physical or psychological
. dependence. In the prosence of physical dependence on narcotics, naloxone will produce
withdrawal symploms.

4z While the mechanism of action of naloxone is not fully understood, the preponderance of
i evidence suggests that naloxono antagonizes the opioid effects by competing for the same

. receptor sites. When naloxone hydrochloride is administered intravenously the onset of

«+ action is generally apparent within two minutes; the onsct of action is only slightly less rapid

+ when it is administered subcutaneously or intramusculurly. Intramuscular administration

=, produces a more prolonged effect than intravenous administration, The requirement for repeat

_i+.» doses of naloxone, however, will also be dependent upon the amount, type and route of
" administration of the narcotic being antagonized.

"3 Following parenteral adminisication naloxone hydrochloride is rapidly distributed in the
body. It is metabolized in the liver, primarily by glucuronide conjugation, and excreted in
" urine. In one study the serum half-life in adults ranged from 30 to 81 minutes (mean 64 12
minutes), In a neonatal study, the mean plasma half-life was observed to be 3.1 % 0.5 hours,

{  Abrupt reversal of narcotic depression may result in nausca, vomiting, sweating, tachycatdia,
increased blood pressure, tremulousness, seizures and cardiac arrest. In postoperative
. patients, larger than necessary dosages of naloxone hydrochloride may result in significant

" reversal of analgesia, and in excitement, Hypotension, hypertension, ventricular tachycardia
. and fibrillation, and pulmonary edoma have been associated with the use of naloxone
" posloperatively.

" Naloxone hydrochloride injection is contraindicated in patients known to be hypersensitive
' to it. Naloxone hydrochloride should be administered cantiously to persons including
" newborns of mothers who are known or suspected to be physically dependent on opioids. In
. such cases an abrupi and complete reversal of narcotic effects may precipitate an acute
~ abstinence syndrome,

The patient who has satisfactorily responded to naloxone should be kept under continued

: '-_ surveillance and repeated doses of naloxone should be administered, as necessary, since the
1 duration of action of some narcotics may exceed that of naloxone.
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i of buplmmrp]unc-mduced resmratory depression may be 111complete. If an incomplete
response oceurs, respirations should be mechanically assisted.

" In addition to naloxone, other resuscitative measures such as maintenance of a free airway,

.+ artificial ventilation, cardiao massage, and vasopressor agents should be available and
employed when necessary to counteract acute narcotic poisoning.

. Several instances of hypotension, hypertension, ventricular tachycardia and fibrillation, and

- pulmonary edema have been reported. These have ocourred in postoperative patients, most
of whom had pre-existing cardiovascular disorders or received other drugs which may have
similar adverse cardiovasoular effeots, Although a direet causc-and-cffect relationship has ~
not been established, naloxone should be used with caution in patients with pre-existing
cardiac diseaso or patients who have 1‘cccived potentially cmtliotnxic drugs.

Improper engaging of vial and nuector may cause glass brcakug,e and subsequent
injury,

Use absorbent paper to pick up all liquid spill material, Seal the absorbent paper,
as well as contaminated clothing, in a vapor-tight plastic bag for eventual
disposal. Wash spill site with a soap and copious amounts of water,

Approved chemical waste incineration or approved aqueous discharge to municipal
or on-sitc wastewater treatment systems.

: Adequate skin protection recommended including gloves.

t Adecuate eye protection recommended including safety glasses.
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Rx Only. Refer to package insert for additional information,

Tho information contained hercin is belicved (o bo complete and accurate, However, it is the user’s
responsibility to determine (he suitability of the information for their particular purpose. International

Medicatlon Systems, Limited assumes no additional liability or responsibility resulting from the usage of; or
reliance on this information,




