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FOR ANIMAL USE ONLY
Each 100 mL contains:
Mannitol USP 20g
Water for Injection .
This solution contains 1098 mOsmols/Liter

Indications:

Mannitol Injection 20% is indicated for use as an osmotic
diuretic in canine species. Mannitol is essentially inert
metabolically. When given parenterally, it is freely filtered at
the which produces osmotic diuresis as more than
90% of the mannitol injected escapes reabsorption.

Store at a temperature between 15° and 30°C (59° - 86°F).

Item No. 09061
RMS 92-384 ||| |||
7 0

Made in the USA 26087 " 09061

NDC: 59051-8061-5

Mannitol
Injection 20%

STERILE SOLUTION

CAUTION: Federal law restricts this drug to use
by or on the order of a licensed veterinarian.

Net Contents: 100 mL

KEEP OUT OF REACH OF CHILDREN
Dosage and Administration:
The usual canine dosage administered intravenously is 1.5 -
2.0 g per Kg body weight given over a 30 minute period. This
is approximately 3.4 - 4.5 mU/Ib of body weight.

Note:

Orautoclaving for 15 minutes. Cool to body temperature
before administering. This is a single dose vial that contains
no preservatives. Use entire contents when first opened.

Lot No. Exp. Date:

XNEDGEN

Manufactured by: Nova-Tech, Grand Island, NE 68801
Manufactured for: Neogen Corporation, Lexington, KY 40511
859-254-1221+ animalsafety.neogen.com 1566-0518



INDICATIONS: Mannitol Injection 20% is
indicated for use as an osmotic diuretic in
canine species. Mannitol is essentially inert
metabolically. When given parenterally, it is
freely filtered at the glomerulus which produces
osmotic diuresis as more than 90% of the
mannitol injected escapes reabsorption.

EACH 100 mL CONTAINS:
Mannitol, USP... ..20Q
Water for In|e:;tmn ..0.5.

This solution mn‘tams 1D93 mUsmuIstlter
STORAGE: Store at a temperature between
15° and 30°C (59° and 86°F).

Questions? Call 859-254-1221 or toll-free
800-621-8829

Made in the USA of U.S. and imported materials.

Distributed by: MW
Boise, 1D 83705
www . VetOne.net

Rev. 07/2023
AMS# 92-530

NDC 13985-052-15
0 VETONE'
Mannitol 20%
Injection
Sterile Solution

For animal use only.
Keep out of reach of children.

CAUTION: Federal law restricts this
drug to use by or on the order of a
licensed veterinarian.

V1 501050

Net Contents: 100 mL

DOSAGE AND ADMINISTRATION: The usual
canine dosage administered intravenously is
1.5-2.0 g per kg body weight given over a

30 minute period. This is approximately
3.4-4.5 mU/b of body weight.

NOTE: Crystals of mannitol may form in a 20%
saturated solution of mannitol. Dissolve the
crystals by warming in hot water or autoclaving
for 15 minutes. Cool to body temperature before
administering. This is a single dose vial that
contains no preservatives. Use entire contents
when first opened.

DBSERVE LABEL
TAKE TIME @ DIRECTIONS

3 3983 032 15" &




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
MANNITOL INJECTION safely and effectively. See full prescribing
information for MANNITOL INJECTION.

MANNITOL injection, for intravenous use
Initial U.S. Approval: 1964

--------------------------- RECENT MAJOR CHANGES -------en-ememememenmenees

Indications and Usage (removed, revised) (1) 03/2020
Contraindications (4) 03/2020
Warnings and Precautions (5.1, 5.2, 5.3,5.4, 5.5, 5.6, 5.7) 03/2020

--------------------------- INDICATIONS AND USAGE
Mannitol Injection is an osmotic diuretic, indicated for the reduction of:
e intracranial pressure and treatment of cerebral edema. (1)

e elevated intraocular pressure. (1)

----------------------- DOSAGE AND ADMINISTRATION ------n-mmmmmmmmene

Administration Instructions (2.1):

e For intravenous infusion, preferably through a central venous catheter.

e Prior to administration, evaluate renal, cardiac and pulmonary status and
correct fluid and electrolyte imbalances.

Recommended Dosage (2.2):

e The dosage, concentration and rate of administration depend on the age,
weight and condition of the patient, including fluid requirement, urinary
output and concomitant therapy.

e Reduction of Intracranial Pressure and Treatment of Cerebral Edema:
0.25 g/kg administered every 6 to 8 hours as an intravenous infusion over
at least 30 minutes.

e Reduction of Intraocular Pressure: 1.5 to 2 g/kg administered as a single
dose intravenously over at least 30 minutes. Administer 60 to 90 minutes
before surgery to achieve maximal effect.

————————————————————— DOSAGE FORMS AND STRENGTHS----------------------
Mannitol Injection 25%, USP: 12.5 g/50 mL (0.25 g/mL) in a single-dose vial
©)

CONTRAINDICATIONS
Known hypersensitivity to mannitol. (4, 5.1)
Anuria. (4,5.2)

Severe hypovolemia. (4, 5.4)

Pre-existing severe pulmonary vascular congestion or pulmonary edema.
(4,5.5)

e Active intracranial bleeding except during craniotomy. (4)

----------------------- WARNINGS AND PRECAUTIONS----------mmmmmmmeaae
e Hypersensitivity Reactions, Including Anaphylaxis: Stop infusion
immediately if hypersensitivity reactions develop. (5.1)

o Renal Complications Including Renal Failure: Risk factors include
pre-existing renal disease, conditions that put patients at risk for renal
failure and concomitant use of nephrotoxic drugs or other diuretics.
Avoid use of nephrotoxic drugs. Discontinue Mannitol Injection if renal
function worsens. (5.2, 8.6)

e  Central Nervous System (CNS) Toxicity: Confusion, lethargy, and coma
may occur during or after infusion. Concomitant neurotoxic drugs may
potentiate toxicity. Avoid use of neurotoxic drugs. Discontinue Mannitol
Injection if CNS toxicity develops. (5.3)

e Fluid and Electrolyte Imbalances, Hyperosmolarity: Hypervolemia may
exacerbate congestive heart failure; hyponatremia can lead to
encephalopathy; hypo/hyperkalemia can result in cardiac adverse
reactions in sensitive patients. Discontinue Mannitol Injection if fluid
and/or electrolyte imbalances occur. (5.4)

e Monitoring/Laboratory Tests: Monitor fluid and electrolytes, serum
osmolarity and renal, cardiac, and pulmonary function. Discontinue if
toxicity develops. (5.5)

e Infusion Site Reactions: May cause irritation and inflammation, as well as
severe reactions (compartment syndrome) when associated with
extravasation. (5.6)

o Interference with Laboratory Tests: High concentrations of mannitol may
cause false low results of inorganic phosphorus blood concentrations.
Mannitol may produce false positive results for blood ethylene glycol.
(5.7,7.6)

ADVERSE REACTIONS
Most common adverse reactions are hypersensitivity reactions, renal failure,
CNS toxicity, hypo/hypervolemia, hypo/hypernatremia, hypo/hyperkalemia,
and infusion site reactions. (6)

To report SUSPECTED ADVERSE REACTIONS, contact Hospira, Inc.
at 1-800-441-4100 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

DRUG INTERACTIONS

. Nephrotoxic Drugs and Diuretics: May increase the risk of renal failure;
avoid concomitant use. (7.1, 7.2)

. Neurotoxic Drugs: May potentiate CNS toxicity of mannitol; avoid
concomitant use. (7.3)

. Drugs Affected by Electrolyte Imbalances: May result in cardiac adverse
reactions; monitor serum electrolytes and discontinue Mannitol Injection
if cardiac status worsens. (7.4)

e  Renally Eliminated Drugs: Concomitant use may decrease the
effectiveness of agents that undergo significant renal elimination.
However, concomitant use of mannitol and lithium may increase risk of
lithium toxicity. If concomitant use is necessary, frequently monitor
lithium concentrations and for signs of toxicity. (7.5)

See 17 for PATIENT COUNSELING INFORMATION.

Revised: 03/2020

FULL PRESCRIBING INFORMATION: CONTENTS*

1 INDICATIONS AND USAGE
2 DOSAGE AND ADMINISTRATION
2.1 Important Preparation and Administration Instructions
2.2 Recommended Dosage
DOSAGE FORMS AND STRENGTHS
CONTRAINDICATIONS
WARNINGS AND PRECAUTIONS
5.1  Hypersensitivity Reactions
5.2 Renal Complications Including Renal Failure
5.3  Central Nervous System (CNS) Toxicity
5.4  Fluid and Electrolyte Imbalances, Hyperosmolarity
5.5  Monitoring/Laboratory Tests
5.6  Infusion Site Reactions
5.7  Interference with Laboratory Tests
6 ADVERSE REACTIONS
7 DRUG INTERACTIONS
7.1 Nephrotoxic Drugs
7.2 Diuretics
7.3 Neurotoxic Drugs

a1 b w

7.4 Drugs Affected by Electrolyte Imbalances
7.5  Renally Eliminated Drugs
7.6 Interference with Laboratory Tests
8 USE IN SPECIFIC POPULATIONS
8.1  Pregnancy
8.2  Lactation
8.4  Pediatric Use
8.5  Geriatric Use
8.6  Renal Impairment
10 OVERDOSAGE
11 DESCRIPTION
12 CLINICAL PHARMACOLOGY
12.1  Mechanism of Action
12.3  Pharmacokinetics
16 HOW SUPPLIED/STORAGE AND HANDLING
17 PATIENT COUNSELING INFORMATION

* Sections or subsections omitted from the full prescribing information are
not listed.

Reference ID: 4576593


http://www.fda.gov/medwatch
http://www.fda.gov/medwatch
http://www.fda.gov/medwatch
http://www.fda.gov/medwatch

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

FULL PRESCRIBING INFORMATION
1 INDICATIONS AND USAGE

Mannitol Injection is indicated for the reduction of:
e intracranial pressure and treatment of cerebral edema.
e elevated intraocular pressure.

2 DOSAGE AND ADMINISTRATION
2.1 Important Preparation and Administration Instructions

e Mannitol Injection is for intravenous infusion preferably through a central venous catheter [see
Warnings and Precautions (5.6), Description (11)].

e Prior to the administration of Mannitol Injection, evaluate renal, cardiac, and pulmonary status of the
patient and correct fluid and electrolyte imbalances [see Dosage and Administration (2.2)].

e Do not administer Mannitol Injection simultaneously with blood products or through the same
administration set because of the possibility of pseduoagglutination or hemolysis. If it is essential that
blood be given simultaneously, at least 20 mEq of sodium chloride should be added to each liter of
mannitol solution to avoid pseudoagglutination.

e Do not transfer Mannitol Injection into polyvinylchloride (PVC) bags; a white flocculent precipitate
may form from contact with PVC surfaces.

e Administer Mannitol Injection using an administration set with a filter to ensure against infusion of
mannitol crystals.

Preparation
1. Visually inspect the container before preparation and again before administration. Do not administer

unless solution is clear, the container undamaged, and the fliptop vial seal intact.

Crystals may form in Mannitol Injection, especially if the solution is exposed to low temperatures. If
crystallization occurs, warm the vial in water at 80°C and periodically shake vigorously to dissolve the
crystals. Mannitol Injection may be autoclaved at 121°C for 20 minutes at 15 psi. Cool to body
[Emperaturejonlessibeforeiadministering. Re-inspect Mannitol Injection for crystals prior to
administration. Discard the solution if all the crystals cannot be dissolved.

3. Remove cover from fliptop vial and cleanse stopper with antiseptic before use.

4. Additives may be incompatible. Consult with pharmacist, if available.

5. For single use only; discard unused portion.

Reference ID: 4576593
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Each 100 mL contains:

Mannitol 20g, Osmolarity 1100 mOsm/L, pH: 4.5-7.0
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SAMEN Module 1 | Page 13 of 32
Pharmaceutical Co. - "
Mannitol 20% | SAVE
Mannitol 20%. Injectable Solution (Infusion). 500 ml bottle CTD Viefsion 4.0 [resaiag

6.5 Nature and contents of container
The product is a colorless solution free from particle! in single dose 300ml polypropylene
bottle,

Reference:

l. BP2015

6.6  Special precautions for disposal of a used medicinal product or waste
materials derived from such medicinal product and other handling of the
product

Use only if the solution is clear, without visible particles and if the container is
undamaged. Administer immediately following insertion of the infusion set.

Do not remove unit from overwrap until ready for use. The inner bag maintains the
sterility of the product.

Do not use plastic containers in series connections, Such use could result in embolism due
to residual air being drawn from the primary container before the administration of the
fluid from the secondary container is completed, Medicinal products may be introduced
before infusion or during infusion through the injection site.

In concentrations of 15% or more, Mannitol may crystalize when exposed to low
temperatures, Do not use a Mannitol solution containing crystals, To dissolve crystals in
plastic container, warm unit to 70°C with agitation. The solution should cool to body
temperature before use.

Discard after single use.

Discard any unused portion.

Reference:

1- Medicines. Org.uk

7 MARKETING AUTHORISATION HOLDER

SAMEN pharmaceutical Co.
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