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(2) NITIVERBEZ VT T oA (BB IERE) AR LA L,
) JEIER, JRFE. BEHAZ VT 7 RAFIARETH- T,
) R Na HEEE R OFHRINE A EIC LS L, R K JEtEI3aE T
ARl

(3
(4



< JRE (UV), B&FEZ VT Z A (Cosm). BHAKZ U T 7 A (CH0) D
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mL/min

9001
7001
500

300
P<0.05
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LIS, KETORREIIRR, HIEROCHEZRT,

KEWHTLE (Dopamine Hydrochloride Injection, USP : 2023 4F 9 H e&&T)

1 INDICATIONS AND USAGE
Dopamine HCI Injection is indicated to improve hemodynamic status in patients in
distributive shock or shock due to reduced cardiac output.

2 DOSAGE AND ADMINISTRATION

2.1 Preparation and Administration Instructions

Correct Hypovolemia, Acidosis, and Hypoxia

Address hypovolemia, acidosis, and hypoxia before initiating Dopamine HCI Injection. If
patient does not respond to therapy, suspect occult hypovolemia. Acidosis may reduce the
effectiveness of dopamine [see Warnings and Precautions (5.1)]

Preparation
For the 40-mg/mL preparation, transfer by aseptic technique the contents containing either
5 mL (200 mg) or 10 mL (400 mg) of Dopamine HCI Injection to either a 250-mL or a 500-mL
bottle of one of the sterile intravenous solutions listed below:

+ 0.9% Sodium Chloride Injection, USP

+ 5% Dextrose Injection, USP

+ 5% Dextrose and 0.9% Sodium Chloride Injection, USP

+ 5% Dextrose and 0.45% Sodium Chloride Injection, USP

+ 5% Dextrose and Lactated Ringer's Injection

+ Sodium Lactate Injection, USP 1/6 Molar

« Lactated Ringer's Injection, USP
The resultant dilutions are summarized in the following chart:

Volume of Dopamine
Volume of IV solution Hydrochloride Injection
5mL 10mL
250 mL Bottle of I.V. Solution 800 mcg/mL 1600 mcg/mL
500 mL Bottle of I.V. Solution 400 mecg/mL 800 mcg/mL
1000 mL Bottle of I.V. Solution 200 mcg/mL 400 mcg/mL

Dopamine HCI Injection has been found to be stable for 24 hours after dilution in the
foregoing intravenous solutions.

Administration

Dopamine HCI Injection is administered (only after dilution) by intravenous infusion.
Administer Dopamine HCI Injection into a large vein [see Warnings and Precautions (5.1)]
with the use of an infusion pump preferably in an intensive care setting. Inspect Dopamine
HCI Injection for particulate matter and discoloration prior to administration whenever
solution and container permit (the solution is clear, practically colorless). Do not administer
if the solution is darker or discolored. Use higher concentration solutions (e.g., 3200
mcg/mL or 1600 mcg/mL strengths) in patients requiring fluid restriction.




Discontinuation
When discontinuing Dopamine HCI Injection, gradually reduce the infusion rate while
expanding blood volume with intravenous fluids [see Warnings and Precautions (5.3)].

2.2 Recommended Dosage

The recommended starting dosage in adults and pediatric patients is 2 to 5 mcg/kg/minute
as a continuous intravenous infusion [see Dosage and Administration (2.3)]. Titrate the
infusion rate in increments of 5 to 10 mcg/kg/minute based on 0.9% Sodium Chloride
Injection, USP 5% Dextrose Injection, USP 5% Dextrose and 0.9% Sodium Chloride
Injection, USP 5% Dextrose and 0.45% Sodium Chloride Injection, USP 5% Dextrose and
Lactated Ringer’s Injection Sodium Lactate Injection, USP 1/6 Molar Lactated Ringer’s
Injection, USP hemodynamic response and tolerability, but do not exceed 50
mcg/kg/minute. Infusion rates may be calculated using the following formula:

Infusion Rate
(mL/hour) = [Dose (mcg/kg/minute) x Weight (kg) x 60 (minutes/hour)]

Concentration (mcg/mL)
Example calculations for infusion rates are as follows:

Example 1: for a 60 kg person at the recommended initial dose of 2 mcg/kg/minute using a
800 mcg/mL concentration, the infusion rate would be as follows:

Infusion Rate
(mL/hour) = [2 (mcg/kg/minute) x 60 (kg) x 60 (minutes/hour)] =9 (mL/hour)

800 (mcg/mL)

Example 2: for a 70 kg person at a dose of 5 mcg/kg/minute using a 1600 mcg/mL
concentration, the infusion rate would be as follows:

Infusion Rate
(mL/hour) =[5 (mcg/kg/minute) x 70 (kg) x 60 (minutes/hour)] = 13.13 (mL/hour)

1600 (mcg/mL)

2.3 Drug Incompatibilities
Dopamine HCI Injection is incompatible with the following products; therefore, avoid
simultaneous administration (through the same infusion set):
-+ Sodium bicarbonate or other alkalinizing substances, because dopamine is
inactivated in alkaline solution
- Blood, because of the risk of pseudoagglutination of red cells
+ Iron salts
Do not add additional medications in the diluted infusion solution.

XolH
https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=1f306ad2-3606-4525-
H5a8a-ce78f426c1a2 (2024 A 10 H 10 H 7 7 & R)
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KEFCE (Dopamine Hydrochloride Injection, USP : 2023 4E 9 A tizi])
8.1 Pregnancy

Risk Summary

There are no human data with dopamine use in pregnant women. There are risks to the
mother and fetus from hypotension associated with shock, which can be fatal if left untreated
(see Clinical Considerations). In animal reproduction studies, adverse developmental
outcomes were observed with intravenous dopamine HCI administration in pregnant rats
during organogenesis at doses, on a mcg/m basis, of one-third the human starting dose of
2 mcg/kg/minute (90 mcg/m /minute).

The background risk of major birth defects and miscarriage for the indicated population is
unknown. All pregnancies carry some risk of birth defect, loss, or other adverse outcomes.
In the U.S. general population, the background risk of major birth defects and miscarriage
in clinically recognized pregnancies is 2-4% and 15-20%, respectively.

Clinical Considerations

Disease-Associated Maternal and/or Embryo/Fetal risk

Hypotension associated with distributive shock, or shock due to reduced cardiac output are
medical emergencies in pregnancy which can be fatal if left untreated. Delaying treatment
in pregnant women with hypotension associated with distributive shock, or shock due to
reduced cardiac output may increase the risk of maternal and fetal morbidity and mortality.
Life-sustaining therapy for the pregnant woman should not be withheld due to potential
concerns regarding the effects of dopamine on the fetus.

Labor or Delivery

Vasopressor drugs, including dopamine, may cause severe maternal hypertension when
used concomitantly with some oxytocic drugs [see Drug Interactions (7)].

Data
Animal Data

Animal reproduction studies in rats and rabbits at dopamine HCI dosages up to 6 mg/kg/day
intravenously (on a mcg/m basis, one third and two thirds, respectively, the human starting
dosage of 2 mcg/kg/minute) during organogenesis produced no detectable teratogenic or
embryotoxic effects, although maternal toxicity consisting of mortalities, decreased body
weight gain, and pharmacotoxic signs were observed in rats. In a published study,
administration of 10 mg/kg/day dopamine HCI (on a mcg/m basis, two-thirds the human
starting dosage of 2 mcg/kg/minute) to pregnant rats throughout gestation or for 5 days
starting on gestation day 10 or 15 resulted in decreased body weight gain, increased
mortality, and slight increase in cataract formation among the offspring.

X5l H
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F—A 7 U7 O43%E : (An Australian categorisation of risk of drug use in pregnancy)

B3 : Drugs which have been taken by only a limited number of pregnant women and
women of childbearing age, without an increase in the frequency of malformation
or other direct or indirect harmful effects on the human fetus having been
observed. Studies in animals have shown evidence of an increased occurrence of
fetal damage, the significance of which is considered uncertain in humans.

% 5| : https://www.tga.gov.au/products/medicines/find-information-about-

medicine/prescribing-medicines-pregnancy-database (2024 “£ 10 A 10 H 7 7 & &)
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KE TS CE | 8.4 Pediatric Use

common in pediatric patients.

(2023 4£ 9 A) | Dopamine HCI infusions have been used in pediatric patients from birth
through adolescence. Most reports in pediatric patients describe dosing
that is similar (on a mcg/kg/minute basis) to that used in adults [see
Dosage and Administration (2.2)]. Except for vasoconstrictive effects
caused by inadvertent infusion of dopamine into the umbilical artery,
adverse reactions unique to pediatric patients have not been identified,
nor have adverse reactions identified in adults been found to be more
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