ALFA 0.9% SODIUM CHLORIDE- sodium chloride injection, solution
Laboratorios Alfa SRL

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

(EUA) Alfa 0.9% Sodium Chloride

0.9% SODIUM CHLORIDE INJECTION, USP BAG
INTRAVENOUS USE

Sterile and Non pyrogenic

RX ONLY

DESCRIPTION

0.9% SODIUM CHLORIDE ALFA, USP is a sterile, non-pyrogenic solution for fluid
replenishment in single-dose containers for intravenous administration. Discard unused
portions. It contains no antimicrobial agents.

Table 1: SODIUM CHLORIDE 0.9% ALFA, USP, FOR INJECTION
Composition (mg/ 100mL) :CrJT:\équ(li_())ncentratmn
Size :
(mL)  |Sodium Chioride, usp ~ |OSmolarity pH | |
(NaCl) (mOsmol/L) Sodium Chloride
(Calculated)
100
250 4.5
500 |20 308 327|154 154
1000

The Plastic container, 100, 250, 500, 1000mL, Polypropylene (PP) bag with printed
literature, injection point, and yellow butterfly port. Protected by a formed, transparent
Nylon + PEBDT pouch envelope. Packed in corrugated boxes for 24 units, identified with
a white label with the corresponding information.

The Plastic container, 100, 250, 500, 1000mL, Polypropylene (PP) bag with printed
literature, SFC port, and a yellow lid. Protected by a formed, transparent Nylon + PEBDT
pouch envelope. Packed in corrugated boxes for 24 units, identified with a white label
with the corresponding information.

INDICATIONS AND USAGE

Sodium chloride 0.9% Alfa, USP, for injection is an intravenous solution containing



sodium chloride, indicated for parenteral replenishment of fluid and sodium chloride as
required by the clinical condition of the patient.

CONTRAINDICATIONS

Sodium chloride 0.9% Alfa, USP, for injection is contraindicated in patients with
clinically significant hypersensitivity to any of its components. Contraindicated in patients
with hypernatremia, hyperchloremia, both arterial and intracranial hypertension. Sodium
intake should be carefully monitored in patients with heart disease and chronic renal
insufficiency.

WARNINGS

0.9% Sodium chloride Alfa, USP, for injection, should be used with great care, if at
all, in patients with congestive heart failure, severe renal insufficiency, and in clinical
states in which there exists edema with sodium retention.

The intravenous administration of Sodium Chloride Injection, USP, can cause fluid and/or
solute overloading resulting in dilution of serum electrolyte concentrations,

overhydration, congested states, or pulmonary edema.

The risk of dilutive states is inversely proportional to the electrolyte concentration of the
injections. The risk of solute overload causing congested states with peripheral and
pulmonary edema is directly proportional to the electrolyte concentrations of the

injections.

In patients with diminished renal function, administration of Sodium Chloride Injection,
USP may result in sodium retention.

Discard if turbidity or sedimentation is present. Discard if the container is damaged.

PRECAUTIONS

General

Caution must be exercised in the administration of 0.9% Sodium Chloride Alfa, USP
solution for Injection, USP to patients receiving corticosteroids or corticotrophin.

Do not administer unless the solution is clear and the seal is intact. Do not administer
simultaneously with blood.
Laboratory Tests

Clinical evaluation and periodic laboratory determinations are necessary to monitor
changes in fluid balance, electrolyte concentrations, and acid base balance during
prolonged parenteral therapy or whenever the condition of the patient warrants such
evaluation.

DRUG INTERACTIONS



Caution must be exercised in the administration of 0.9% Sodium Chloride Alfa, USP
solution for Injection to patients receiving corticosteroids or corticotrophin.

Pregnancy:

Teratogenic Effects
Pregnancy Category C

Animal reproduction studies have not been conducted with Sodium Chloride Injection,
USP. It is also not known whether Sodium Chloride Injection, USP, can cause fetal harm
when administered to a pregnant woman or can affect reproduction capacity. Sodium
Chloride Injection, USP, should be given to a pregnant woman only if clearly needed.

Labor and Delivery

Studies have not been conducted to evaluate the effects of Sodium Chloride Injection,
USP on labor and delivery. Caution should be exercised when administering this drug
during labor and delivery.

Nursing Mothers

It is not known whether this drug is excreted in human milk. Because many drugs are
excreted in human milk, caution should be exercised when Sodium Chloride Injection,
USP, is administered to a nursing mother.

Pediatric Use

The use of Sodium Chloride Injection (USP in pediatric patients is based on clinical
practice. Plasma electrolyte concentrations should be closely monitored in the pediatric
population as this population may have impaired ability to regulate fluids and electrolytes.

Geriatric Use

In general, dose selection for an elderly patient should be cautious, usually starting at
the low end of the dosing range, reflecting the greater frequency of decreased hepatic,
renal, or cardiac function and of concomitant disease or drug therapy.

This drug is known to be substantially excreted by the kidney, and the risk of toxic
reactions to this drug may be greater in patients with impaired renal function. Because
elderly patients are more likely to have decreased renal function, care should be taken in
dose selection, and it may be useful to monitor renal function.

Do not administer unless the solution is clear and the container is undamaged. Discard
unused portion

Carcinogenesis, Mutagenesis, Impairment of Fertility

Studies have not been performed with Sodium Chloride Injection, USP, to evaluate the
potential for carcinogenesis, mutagenesis, or impairment of fertility.

CLINICAL PHARMACOLOGY

When administered intravenously, the solution provides a source of water and



electrolytes.

Solutions that provide combinations of hypotonic or isotonic concentrations of sodium
chloride are suitable for parenteral maintenance or replacement of water and electrolyte
requirements.

Isotonic concentrations of sodium chloride are suitable for parenteral replacement of
chloride losses that exceed or equal the sodium loss. Hypotonic concentrations of
sodium chloride are suited for parenteral maintenance of water requirements when only
small quantities of salt are desired. A hypertonic concentration of sodium chloride may
be used to repair severe salt depletion syndrome.

Sodium chloride in water dissociates to provide sodium (Na *) and chloride (Cl-) ions.
Sodium (Na *) is the principal cation of the extracellular fluid and plays a large part in the
therapy of fluid and electrolyte disturbances. Chloride (Cl -) has an integral role in
buffering action when oxygen and carbon dioxide exchange occurs in the red blood
cells. The distribution and excretion of sodium (Na *) and chloride (Cl -) are largely under
the control of the kidney, which maintains a balance between intake and output.

Water is an essential constituent of all body tissues and accounts for approximately
70% of total body weight. Average normal adult daily requirements range from two to
three liters (1.0 to 1.5 liters each for insensible water loss by perspiration and urine
production).

W ater balance is maintained by various regulatory mechanisms. Water distribution
depends primarily on the concentration of electrolytes in the body compartments, and
sodium (Na *) plays a major role in maintaining physiologic equilibrium.

ADVERSE REACTIONS

Reactions that may occur because of the solution or the technique of administration
include febrile response, infection at the site of injection, venous thrombosis or phlebitis
extending from the site of injection, extravasation, and hypervolemia.

If an adverse reaction does occur, discontinue the infusion, evaluate the patient,
institute appropriate therapeutic countermeasures, and save the remainder of the fluid
for examination if deemed necessary.

OVERDOSAGE

In the event of overhydration or solute overload, re-evaluate the patient and institute
appropriate corrective measures (see WARNINGS, PRECAUTIONS, and ADVERSE
REACTIONS).

DOSAGE AND ADMINISTRATION

As directed by a doctor. Dosage is dependent upon the age, weight, and clinical
condition of the patient, as well as laboratory determinations.

Parenteral drug products should be inspected visually for particulate matter and
discoloration prior to administration, whenever solution and container permit (see
PRECAUTIONS ).



Additives may be incompatible. Consult with a pharmacist if available. When introducing
additives, use the aseptic technique, mix thoroughly, and do not store.

Administer intravenously using a strict aseptic technique. Discard the unused portion.
Single-use container.

INSTRUCTIONS FOR USE

Check for leaks by squeezing the solution container firmly. If leaks are found, discard
the solution, as sterility may be impaired. If supplemental medication is desired, follow
the directions below before preparing for administration. Check the flexible container
solution composition, lot number, and expiry date.

To Open:
1. Turn the solution container over so that the text is face down. Using the pre-cut

corner tabs, peel open the overwrap and remove the solution container.

2. Check the solution container for leaks by squeezing it firmly. If leaks are found or if
the seal is not intact, discard the solution.

3. Do not use it if the solution is cloudy or a precipitate is present.

NOTE: Before use, perform the following checks:

Inspect each container and read the label before use. Ensure the solution is the one
ordered and is within the expiration date.

Invert the container and carefully inspect the solution in good light for cloudiness, haze,
or particulate matter. Any container that fails inspection should not be used. Use only if
the solution is clear and the container and seals are intact.

Preparation for Administration:
1. Remove the plastic protector from the sterile set port at the bottom of the container.
2. Attach the administration set. Refer to complete directions accompanying the set.

To Add Medication:

Warning: Some additives may be incompatible.

To Add Medication Before Solution Administration:

Prepare the medication site by removing the additive port closure. Swab the exposed
medication site before puncturing.

Using a syringe with 18-22 Ga. needle, puncture medication port and inner diaphragm
and inject.

Squeeze and tap ports while ports are upright and mix solution and medication
thoroughly.

To Add Medication During Solution Administration:

1. Close the clamp on the set.

2. Prepare the medication site by removing the additive port closure. Swab the exposed
medication site before puncturing.

3. Using a syringe with 18-22 Ga. needle of appropriate length (at least 5/8 inch),

puncture resealable medication port and inner diaphragm and inject.

Remove the container from the IV pole and/or turn to an upright position.

Evacuate both ports by tapping and squeezing them while the container is in the

v e



upright position.
6. Mix the solution and medication thoroughly.
7. Return the container to the in-use position and continue administration.

NOTE: See full directions accompanying the administration set.

WARNING: Do not use a flexible container in series connections.

HOW SUPPLIED

Product Master case (Unit

Code of Sale) Strength Each
100488 yaDCcI:( ;92;22-13200-02 (r)r;go/po e(rgr;](t?o mg per 1000 mL) (9 2&90712483'
1000 mL bag
omer LI S e
500 mL bag
100296 ygciggzggg-zioz-oz ?ﬁg%érzri?o mg per 250 mL) (9 2529512483'
250 mL bag
100486 yaDccl:( ;92;22-43803-02 g.egrcy:n(L )900 mg per 100 mL) (9 mg 25;0712483'
100 mL bag
STORAGE

Store at 20° to 25°C (68° to 77°F) [see USP Controlled Room Temperature].
Protect from freezing.

HEALTH CARE PROVIDER LETTER
Page 1l

LABORATORIOS ALFA, SRL

February 7, 2025
subject: Important Prescrb ing Information for 0.9%6 Sodium Chloride Injection
Dear Health Care Prowvder,

We are wrritinge to inform you about the tem porary importation of 0.9% Sodium Chlorde Injection



to address the _current shnﬁage inthe UmtEfiStab;s. Ti]is product 15 being im ported in tourd-inatiun
with the US. Food and Drug Admuustration (FDA) and is intended to ensure the continued
avatlabihity of this essential medication

Effective immediately, and during thistemporary pertod, we wall offer the following imported
products:

Product Overview:

Product Name: 0.9% Sodium Chlonde [npection
Volume: 1,000 mL, 500 mL, 250 mL, 100 mL
Ingredients: Sodium Chloride 9.0 g Water for Ingections to 1,000 mL, 500mL, 250 mL,

100 mL
¢ FElectrolytesper 1,000 mL, 500 mL, 250 mL, 100 mL: 3 odum 154 mmol, Chlcride 1 54
mmol
¢ NDC Code:
Product  Master case srength Each
Code {Unit of Sale)

100458 NDC 72483-300-02  09% (9,000 mg per 1000 NDC 72483-300-01

Package of 12 bags  mL) (9 mg per mL) 1000 mL bag

1004s7 NDC 72483-301-02 (9% (4,300 mg per 500 NDC 72483-301-01

Package of 24 bags ~ mL) (9 mg per mL) 500 mL bag

100456 NDC 72483-302-02 (9% (2,250 mg per 250 NDC 72483-302-01

Package of 24 bags ~ mL) (9 mg per mL) 250 mL bag

1004u6 NDC 72483-303-02 (9% (900 mg per 100 mL) NDC 72483-303-01

Page 2

Package of 48 bags (9 mgmL) 100 mL bag

Lot Numbers and Expiry Dates: [Insert Lot Numbers and Expiry D ates]

Pagelnt?
Last Revised: Feb-07-2025
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Key Information:

The imported product has prim ary container labels written in English

The prim ary cortainer 1abels include the active pharmaceutical ingredient, concentration,
volume, and produet code in English.

The admiustration port system of the mmported product 1s fully compatible with sets
marketed inthe United States.

The mported product does contain barcodes and produet code on the urat label to ensure
the correct drug product 15 used and adminstered to patients.

The product 15 available by prescription only in the Urnted States. However, the imported
product does have the statem ent "Rz only' on the labeling

Insett 15 prowided in each master case for complete product mform ation, precawtions and
instruetions for use.

Use a new bag if particulates are wstble or of the IV bag contains a leak.

Reporting Adverse Events: Adverse eventsthat may be related to the use of this product should
be reported to the FDA's MedWatch Adverse Evert Reporting program etther online, by regular

mail, or by fax:

Omnline: FD 4 MedWatch Online Reporting - wirw fda sovime dir atehi eport him
Regular Mail: Use postage-paid

FD A form 3500 avaibable at: FDA Forms - www fda govlled@atch/optforms him
or call 1-800-332-1088 torequest a form.

Fax: 1-600-552-0175

We appreciate your attentionto this i portant mform ation and your contmued supportin ensusing
the safe and effective use of 0.9% Sodium Chloride Iecton.

To place an order, please contact s,

Laboratorios Alfa SR L.

Ay Republica de Colombia KM 13,

santo Domingo O este, Santo Domingoe 10701,
Dominican Republic

Questions? 1-800-969-0581 /wrarw Laboratorlosalfa. com
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PACKAGE LABEL - 0.9% Sodium Chloride 1000 mL Bag Label

115 mm

6 NDC 72483-300-01 1000 mL 6

0.9% SODIUM CHLORIDE INJECTION, USP

INTRAVENOUS USE
. Sterile and Nﬂnplp'r\ﬁ‘genic PRODUCT CODE: 1004RR ._. ;

Each 100 mL contains: 0.9 g sodium chloride and water

for injection, USP.

4 mEg/L: sodium 154, chloride 154, 4
Osmolarity: 308 mOsmaol/L {CALC,)

pH 4.5-7.0.

195 mm
|
|



3 PRECAUTIONS AND INDICATIONS: See package insert,
DOSAGE: Consult with physician. Dosage is dependent
upon age, weight, and clinical condition of the patient, as
well as laboratory determinations,

ADMINISTRATION: Administer intravenously using strict
2 aseplic technigue.

Discard unused portion. Single dose container.
WARNINGS: Discard if turbidity or sedimentation is present.
Discard if container is damaged,

STORAGE: Store at a temperature not higher than 30°C (86°F),

1 Not made with natural rubber latex, PVC or DEHP.
Lot.: ==1
=i
— ]
Exp.: —
[e—
I

Mig by: Laboratorios Ala S,R.L,, Ay Repdblica de Colornbia KM 13, E—
Santo Domings Deste, Santo Dominga 107071, Deminican Republic. NS
1-800-365-0581 / wwwhaboratoriosalfacom ]
Made in Dominican Republic —Y

L] 81 [

PACKAGE LABEL - 0.9% Sodium Chloride 500 mL Bag Label



145 mm

NDC 72483-301-01 500 mL

0.9% SODIUM CHLORIDE INJECTION, US

INTRAVENOUS USE =
Sterile and Nonpyrogenic PRODUCT CODE: 100487
Rx on

Each 100 mL contains: 0.9 g sodium chloride and water
for injection, USP.

mEg/L: sodium 154, chloride 154.

Osmolarity: 308 mOsmol/L (CALC.)

pH 4.5-7.0.

PRECAUTIONS AND INDICATIONS: See package insert.
DOSAGE: Consult with physician. Dosage is dependent
upon age, weight, and clinical condition of the patient, as
well as laboratory determinations.

ADMINISTRATION: Administer intravenously using strict
aseptic technique.

Discard unused portion. Single dose container,
WARNINGS: Discard if turbidity or sedimentation is present.
Discard if container is damaged.

STORAGE: Store at a temperature not higher than 30°C (86°F).

Not made with natural rubber latex, PVC or DEHP.

Lot.:

Exp': _‘—
I E—
Mig by: Laboratorios Alfa S.R.L., Av. Repiblica de Golombia KM 13, S
Santo Domingo Oeste, Santo Domingo 10701, Dominican Republic. M -

1-800-963-0581 / www.laboratoriosalfa.com ——[s0]
Made in Dominican Republic

revoe 91




PACKAGE LABEL - 0.9% Sodium Chloride 250 mL Bag Label

150

250

NDC 72483-302-01 250 mL

0.9% SODIUM CHLORIDE INJECTION, USP
INTRAVENOUS USE
Sterile and Nonpyrogenic PRODUCT CODE: 100495 N

[ Rx nnb: ]

Each 100 mL contains: 0.9 g sodium chloride and water for injection, USP,
mEg/L: sodium 154, chloride 154,

Osmolarity: 308 mOsmol/L (CALC.)

pH 4.5-7.0.

PRECAUTIONS AND INDICATIONS: See package insert,

DOSAGE: Consult with physician. Dosage is dependent upon age, weight, and
clinical condition of the patient, as well as laboratory determinations,
ADMINISTRATION: Administer infravenously using strict aseptic technique. S00gt

Discard unused portion. Single dose container, —0
WARNINGS: Discard if turbidity or sedimentation is present, —"-3
Discard if container is damaged. —_—
STORAGE: Store at a temperature not higher than 30°C (B86°F), ——
Not made with natural rubber latex, PYC or DEHP, —
Lak: —
- —
—m
{ts]

Mig by: Laboratorios Alfa 5.R.L., Av. Replblica de Colombia KM 13,
Sante Domingo Oeste, Santo Dominge 10701, Dominican Republic. I
1=800=969=0581 / www.laboratoriosalfa.com [~
Made in Dominican Republic v 51




PACKAGE LABEL - 0.9% Sodium Chloride 100 mL Bag Label

iy

LUMAL,

NDC 72483-303-01 100 mL

0.9% SODIUM CHLORIDE INJECTION, USP

INTRAVENOUS USE -
PRODUCT CODE: 100486

Sterile and Nonpyrogenic
Rx onli

Each 100 mL contains: 0.9 g sodium chloride and water for injection, USP.
mEg/L: sodium 154, chloride 154.

Osmolarity: 308 mOsmol/L (CALC.)

pH 4.5-7.0.

PRECAUTIONS AND INDICATIONS: See package insert.

DOSAGE: Consult with physician. Dosage is dependent upon age, weight, and
clinical condition of the patient, as well as laboratory determinations.

ADMINISTRATION: Administer intravenously using strict aseptic technique. 0
Discard unused portion. Single dose container. <
WARNINGS: Discard if turbidity or sedimentation is present. m
Discard if container is damaged —m
STORAGE: Store at a temperature not higher than 30°C (86°F). —
Not made with natural rubber latex, PVC or DEHP. E—
Lo —
E:p.‘ — )
—w
Mfg by: Laboratorios Alfa S.R.L., Av. Republica de Colombia KM 13, =g

Santo Domingo Oeste, Santo Domingo 10701, Dominican Republic, —
1-800-969-0581 / www.laboratoriosalfa.com —_——
Made in Dominican Republic revon  S1 ~




ALFA 0.9% SODIUM CHLORIDE

sodium chloride injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:72483-301

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4MONH37, SODIUM 9 mg
CHLORIDE ION - UNIl:Q32Z N48698) CHLORIDE in1mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIl: 059QF0KOO0R)

Packaging

Marketing Start Marketing End

# Item Code Package Description Date Date

NDC:72483-301-
02

NDC:72483-301- 500 mL in 1 BAG; Type 0: Not a Combination
01 Product

1 24 in 1 CASE 02/07/2025

1

Marketing Information

Application Number or Marketing Start Marketing End

Marketing Category Monograph Citation Date Date

Unapproved drug for use in drug

shortage 02/07/2025

ALFA 0.9% SODIUM CHLORIDE

sodium chloride injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:72483-303

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Basis of

Ingredient Name Strength

Strength



SODIUM CHLORIDE (UNII: 451WA471Q8X) (SODIUM CATION - UNII:LYR4AMONH37, SODIUM 9 mg
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in 1 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNII: 059QFOKOO0R)

Packaging
# Item Code Package Description hMarketlngiStant MarketlngiEnd
Date Date
1 (DC:72483:303 4gin 1 casE 02/07/2025
1 NDC:72483-303- 100 mL in 1 BAG; Type 0: Not a Combination
01 Product
Marketing Information
. Application Number or Marketing Start Marketing End
L) (S Monograph Citation Date Date

Unapproved drug for use in drug 02/07/2025

shortage
ALFA 0.9% SODIUM CHLORIDE
sodium chloride injection, solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:72483-302
Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

- Basis of
Ingredient Name Strength Strength
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37, SODIUM 9 mg
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in 1 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIl: 059QFOKOOR)

Packaging

Marketing Start Marketing End

# Item Code Package Description Date Date



NDC:72483-302-

1 02 24 in 1 CASE 02/07/2025
1 NDC:72483-302- 250 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

. Application Number or Marketing Start Marketing End
Marketing Category Monograph Citation Date Date
Unapproved drug for use in drug 02/07/2025

shortage

ALFA 0.9% SODIUM CHLORIDE

sodium chloride injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:72483-300

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Basis of

Ingredient Name Strength Strength
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37, SODIUM 9 mg
CHLORIDE ION - UNI:Q32ZN48698) CHLORIDE in1 mL
Inactive Ingredients
Ingredient Name Strength
WATER (UNII: 059QF0KOO0R)
Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date

1 (DC:72483:300 15 i 1 case 02/07/2025
1 NDC:72483-300- 1000 mL in 1 BAG; Type 0: Not a Combination

01 Product

Marketing Information

. Application Number or Marketing Start Marketing End
Marketing Category Monograph Citation Date Date
Unapproved drug for use in drug 02/07/2025

shortage



Labeler - Laboratorios Alfa SRL (815941244)

Revised: 2/2025 Laboratorios Alfa SRL
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