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Attachment 1

Package Insert for Reference Listing Drug

que of ar ation include febrile rasponse, local

tenderness, abscess, tissue necrosis or infection at the site of injection, venous
thrombaosis or phiebitis extending from the site of injection and extravasation

if an adverse reaction does occur, di inue the infusion, ]
patient, institute appropriate countermeasures, and if possible, retrieve and
sava the remainder of the unused vehicie for exemination.
OVERDOSAGE
Use only as a diluent or solvent. This parenteral preparation is uniikely to
pose a threat of carbohydrate, sodium chioride or fluld overioad except
possibly in neonates or very small infants. In the event Sese should ocour,
re-gvaluate the patient and institute appropriate corrective measures. See
PRECAUTIONS and ADVERSE AEACTIONS.

DOSAGE AND ADMINISTRATION
The volume of the preparation to be used for diluting or dissolving any drug
for injection, is on the vehicie ation, dosa and route of

ation as the . This parentera)
shaould be inspectad visually for particulate matter and discoloration prior to

ation, sotution and permit,
HOW SUPPLIED
8.9% Sodium Chiarida Injection, USP is supplied in the foliowing:
List No. Container Ske
4888 Fliptop Plastic Vial 10 mL
4888 Fliptop Plastic Vial 20mi
4888 Fliptap Plastic Vial 50 mL
Intended for use with the LiteShiald® blunt cannuta:
4888 LifeShield® Fligtap Plastic al 0wl
For use with a luer lock or slip luer syringe:
4388 uer® Plastic Visl W0mL
4888 Aluer Plastic Vial

4888 AwerPlasicVal . _SOL_
Store af controlled room temperaturs 15 to 30°C {59 ta 86°F) {See USP}
Ohlospira Printed in USA
HOSPIRA, INC, LAKE FOREST, )L 80045 USA

The semi-rigid viat is fabricated from a specially formulated polyolefin.
Itis a copoly of ethylene and propy} The safety of the plastic has
ding to USP biologi

been confirmed by tests in snimals g
fof plastic containers. The container requires no vapor barrier o maintain
the proper drug concentration.

CLINICAL PHARMACOLOGY

Sadium chioride in water dissociates to provide sodium {Na*) and chioride
(C™) ions. Thase ians are normal constituants of the body fluids (principally
extracellular) and are iel for maintaining el fyte batance.

The distribution and excretion of sadium {Na*) and chioride {CI™) ars
largely under the conteat of the kidney which maintains 2 balance between
intake and output.

The small volume of fluid and amount of sodium chioride provided by
0.9% Sodium Chiaride tnjection, USP when used only as an isotonic vehicle
for parentersl injection of drugs, is unlikely to exert a significant effect on
fiuid and electrolyte balance except possibly in neonates and very small
infants.

Water is an essential constituent of alt body tissues and accounts for
approximately 70% of total body weight. Average nommal adult daily
raquirament tanges from two to twee liters {1.0 to 1.5 liters each for
insensible water loss by perspiration and urine production).

Water balance is maintained by various requistory h Water
distribution depends primarily on the of electrotytes in the
body compartments and sodium (Na*] plays a major role in maintaining
physiologic aguilibrium.

INDICATIONS AND USAGE

This parenters! preparation s indicated anly for diluting or dissclving drugs
for intry i | b injection, according to
instructions of the manutacturer of the drug to be administered.
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0.9% SODIUM

CHLORIDE
Injection, USP

Fliptop Plastic Vial
LifaShield?® Fliptop Plastic Vial
Aluer® Plastic Vial

DESCRIPYION
This preparstion is desig
drugs thet require difution
to injection. . i .
0.9% Sodium Chloride Injection, USP is a sterils, nonpyrogenic, isotonic
solutian of sodium chioride and water for injection. Each mL containg
sodium chioride 8 mg. it ins no bacteri | agent or
e 3dded butter and is supplied only in single-dosa comtainers to or
dissolve drugs for injection. 0.308 mOsmolfmi. (calc). The solution may
contain hydrochloric acid and/or sodium hydroxide for pH adjustment.
pH 5.3 (4510 7.0} . X
Sodium Chloride, USP is chemically destgnated NaCl, a white crystalline
compaund freely soluble in water.
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R only

d solely for pares | use only after addition of
of st be digsofved in an aquaous vehicie prior
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PRECAUTIONS

Consult the manutacturer's instructions for choice of vehicle, appropriate
dilution or volume for dissalving the drugs to be injected, including the route
and rate of injection.

{nspect ¢ ituted (diluted or dit d} drugs for clarity {if soluble)
and freedom from unaxpected precipitetion or discoloration prior to
admipistration.

Pregnancy L‘mg‘nry C. Animal reproductian studies have not been
conducted with 0.9% Sodium Chioride Injection, USP. It is also not known
whether sodium chioride injection conmining additives can cause fetal
harm when administered to @ pregnant womaen o caa affect reproduction
capacity. Sodium chloride injaction containing additives should be given to
3 pregnant woman only it clearly nesdad.

Pediatric Use: The safety and sffectiveness in the pediatric population ace
based on the simitarity of the clinical conditions of the pediatric and adult
populations. In neonates or very small infants the volume of fiuid may affect
fluid and alectrolyte balance.

Drug [meractions

Some drugs for injection may be incompatible in a given vehicle, or when
combinad in the same vehicle or in a vshicle containing benzy! alcohol.
Consult with pharmacist, if available.

Use asagtic technigue fo single or multiple entry and withgrawal from all
containers.

When diluting or di: ing drugs, mix th ly and use

Qo not store reconstituted solutions of drugs for injsction unless
otherwisg directed by the manufacturer of the solute.

Do not use unless the solution Is clear and seal intect. Do not reuse
single-dose containers, discard unused portion.

ADVERSE REACTIONS
Reactions which may occur because of this solution, added drugs or the
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