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Sodium Bicarbonate Injection, USP

KALINIZATION.

Ry only
DESCRIPTION
Sodium Bicarbonate Injection, USP is a sterile, nonpyrogenic, hypertonic solution of sodium bicarbonate (NaHCO,) in water for injection for administration by the

4%.

Sodium bicarbonate, 84 mg is equal to one milliequivalent each of Na" and HCO, . Sodium
powder soluble in water.

USP lesignated NaHCO,, a y

Water for Injection, USPis chemically designated H,0.
CLINICAL PHARMACOLOGY

Intravenous sodium bicarbonate therapy increases plasma bicarbonate, buffers excess hydrogen ion concentration, raises blood pH and reverses the clinical
manifestations of acidosis.
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INDICATIONS AND USAGE

Sodium Bicarbonate Injection is indicated in the treatment of metabolic acidosis which may occur in severe renal disease, uncontrolled diabetes, circulatory
insuffici ock or i irculation of blood, cardi d i ic acidosis. Sodiur bi is furth

due ) primary
indicated in the treatment of certain drug intoxications, including barbiturates (where dissociation of the barbiturate-protein complex is desired), in poisoning by
salicylates or methyl alcohol and in hemolytic reactions requiring alkalinization of the urine to diminish nephrotoxicity of hemoglobin and its breakdown products.

hould, if possible, i the acidosis - e.g., i
diabetes, blood i i ime i il
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CONTRAINDICATIONS
Sodium Injection in px by vomiting or from continuous gastrointestinal suction, and in patients receiving
WARNINGS

um i fatall,i
there exists edema with sodium retention.

The int inistration of 1 cause fluid and/or solute overloading resulting in dilution of serum electrolyte concentrations, overhydration,
congested states or pulmonary edema.

PRECAUTIONS
General

D Di

or other edematous or sodium-retaining states, as well as in patients with oliguria or anuria. See table in HOW SUPPLIED section for amounts of sodium present in
solution.

c

ia may be with carpopedal spasm as the plasma pH rises. These

Laboratory Tests.

i i therapy is i 0, but
avoided. Hence, odi

Druglnteractions

‘The addition of sodium bicarbonate to parenteral solutions containing calcium should be avoided, except where compalibility has been previously established.

Prepared by

Checked by Checked by Reviewed by

Producti TT/FD Quality Assurance

Approved by

Quality Assurance




: Department: Quality Assurance
J SOP No.: QA/031
. Template No.: QA/031/T/02-04
Steril-Gene Page: 2012
Product Name 8.4% Sodium Bicarbonate Injection, USP (50 ml) - Pack insert Artwork No.:
Customer Name /Country | Alter Pharma (A forall) / US Dimension LH : 210 mm x 297 mm
Lamination/Varnish NAP Colours / Il PANTONE Black C
Pantone
GSM/Type of Board/ NLT 40 GSM Bible paper
Paper
Material Code 204001084
Revision history Text matter has been changed and logo included
Supersedes No. 204001007 CC. N CC/2025/000
c it ist, ifavailable. i ing addith i ist, ifavailable. i ing additives, use
Pregnancy: Teratogenic Effects
Animal reproduction studies have not been conducted with sodium bicarbonate. It s also not known whether sodium bicarbonate can cause fetal harm when
Pediatric
Rapid injection (10 mL/min) of hypertonic Sodium Bicarbonate Injection solution info neonates and children under two years of age may produce hyperatrermia, a
for the risk of rapid
the potential forfatality dueto acidosis.
Geriatric
Clinical studies of Sodium Injection did not numbers of sublects aged 65 and over to determine whether they respond diferently fiom
‘younger subjects. Of i younger
y pa Kby
ADVERSE REACTIONS
ﬁy,,"?"y Soureasive therepy with Sodkum Blcarbonse jecton can resutIn metabolc akelosls (essocited with muscer twichings, intabilly and tefay) and
matrem
Inadvertent on of i ini ic solutions of sodium bi i it their
alkalinity, inflation. Prompl, X lidocaine or
OVERDOSAGE
Should alkalosis result the bicarbonate should be stopped and the patient managed according to the degree of lkalosis present. 0.9% sodium chioride Injection
be y be indicated i there Is by tetany and
and PRECAUTIONS.
DOSAGE AND ADMINISTRATION
. vials (44,610 it s aa
10 minutes if necessary (as Ind arterial pH and i e C d be observed in encies where very rapid
i however,
Inless added t to older
chidren and aduls over  four.{o-eight-hour period is approximately 2 to 5 mEq/kg of body weight - depending upon the severty of the acidosis as judged by the
lowering of total CO, content, blood pH and dinical condition of the patient. In metabalic acidosis associated with shock, therapy should be manitored by measuring
the degree of response from a given dose is not precisely predictable. Initially an infusion of 2 to 5 mEq/kg body weight over a period of 4 to 8 hours will produce a
measurable improvement in the abnormal acid-base status of the blood. The next step of therapy is dependent upon the cliical response of the patient. If severe
In genera. s unwisatoattampt ful coracton of  ow fota GO, content during the st 24 hoursoftherepy, sinco tis may be sccompanied by an unrecogrized
delay ventiation to normal. Owing to this lag, 0, ‘about 20 mEg/iter
normal kchey "f i vand if the cause of the acidosis control Values for total CO,}whln!lam brought
y blood pH,
Parenteral drug products should be inspected visually for particulate matter and discoloration prior to administration, whenever solution and container permit. See
PRECAUTIONS.
HOWSUPPLIED
| NDC Code: | Conc% | mg/mL | mEg/mL. | mEq/mL. ‘ mEg/Container Size | mOsmol |
(NaHCO,) (Na') (HCO,) (mL)
| 71367-004-10 | 84 | 84 1 | 1 ‘ 50/50 | 2mL |
ium Bi jection vi 10 vials per
Exposure of pharmaceutical products to heat should be minimized. Avoid excessive heat. Protect from freezing. Store at 20°C to 25°C (68°F to 77°F). [See USP
Controlled Room Temperature.]
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