
DESCRIPTION       
Granisetron hydrochloride injection is an antinauseant and antiemetic agent. Chemically it is 
endo-N-(9-methyl-9-azabicyclo [3.3.1] non-3-yl)-1-methyl-1H-indazole-3-carboxamide hydrochloride with a 
molecular weight of 348.9 (312.4 free base). Its empirical formula is C18H24N4O•HCl, while its chemical 
structure is: 
 

Granisetron hydrochloride
Granisetron hydrochloride is a white to off-white solid that is readily soluble in water and normal saline at 
20°C. Granisetron hydrochloride Injection is a clear, colorless, sterile, nonpyrogenic, aqueous solution for 
intravenous administration. 

Granisetron hydrochloride injection is available in 0.1 mg per 1 mL and 1 mg per 1 mL in single-dose vials.
Granisetron hydrochloride injection 1 mg per 1 mL: Each 1 mL contains granisetron hydrochloride, 1.12 mg, 
equivalent to granisetron 1 mg; sodium chloride, 9 mg; citric acid, 2 mg sodium hydroxide and/or hydrochloric 
acid may be added to adjust pH.

Granisetron hydrochloride injection 0.1 mg per 1 mL: Each 1 mL contains granisetron hydrochloride, 0.112 
mg, equivalent to granisetron 0.1 mg; sodium chloride, 9 mg; citric acid, 2 mg sodium hydroxide and/or 
hydrochloric acid may be added to adjust pH.

CLINICAL PHARMACOLOGY
Granisetron is a selective 5-hydroxytryptamine3 (5-HT3) receptor antagonist with little or no affinity for other 
serotonin receptors, including 5-HT1; 5-HT1A; 5-HT1B/C; 5-HT2; for alpha1-, alpha2- or beta-adrenoreceptors; 
for dopamine-D2; or for histamine-H1; benzodiazepine; picrotoxin or opioid receptors.
 
Serotonin receptors of the 5-HT3 type are located peripherally on vagal nerve terminals and centrally in the 
chemoreceptor trigger zone of the area postrema. During chemotherapy-induced vomiting, mucosal 
enterochromaffin cells release serotonin, which stimulates 5-HT3 receptors. This evokes vagal afferent 
discharge and may induce vomiting. Animal studies demonstrate that, in binding to 5-HT3 receptors, 
granisetron blocks serotonin stimulation and subsequent vomiting after emetogenic stimuli such as cisplatin. 
In the ferret animal model, a single granisetron injection prevented vomiting due to high-dose cisplatin or 
arrested vomiting within 5 to 30 seconds. 

In most human studies, granisetron has had little effect on blood pressure, heart rate or ECG. No evidence of 
an effect on plasma prolactin or aldosterone concentrations has been found in other studies. 

Granisetron hydrochloride injection exhibited no effect on oro-cecal transit time in normal volunteers given a 
single intravenous infusion of 50 mcg/kg or 200 mcg/kg. Single and multiple oral doses slowed colonic transit 
in normal volunteers.

Pharmacokinetics
Chemotherapy-Induced Nausea and Vomiting
In adult cancer patients undergoing chemotherapy and in volunteers, mean pharmacokinetic data obtained 
from an infusion of a single 40 mcg/kg dose granisetron hydrochloride injection are shown in Table 1.

Table 1 Pharmacokinetic parameter in adult cancer patients undergoing chemotherapy and in 
volunteers, following a single intravenous 40 mcg/kg dose of granisetron hydrochloride injection

 Peak plasma Terminal Phase Total Volume of
 Concentration Half-Life Clearance Distribution
 (ng/mL)* (h)* (L/h/kg) (L/kg)
Cancer patients 
Mean  63.8* 8.95* 0.38* 3.07*
Range  18.0 to 176 0.90 to 31.1  0.14 to 1.54 0.85 to 10.4
Volunteers 
21 to 42 years 
Mean 64.3† 4.91† 0.79† 3.04†  
Range 11.2 to 182 0.88  to 15.2 0.20 to 2.56 1.68 to 6.13 

65 to 81 years 
Mean  57.0† 7.69† 0.44† 3.97†
Range  14.6 to 153 2.65 to 17.7 0.17 to 1.06 1.75 to 7.01

* 5-minute infusion 
† 3 minute infusion 

Distribution
Plasma protein binding is approximately 65% and granisetron distributes freely between plasma and red blood 
cells.

Metabolism
Granisetron metabolism involves N-demethylation and aromatic ring oxidation followed by conjugation. In 
vitro liver microsomal studies show that granisetron’s major route of metabolism is inhibited by ketoconazole, 
suggestive of metabolism mediated by the cytochrome P-450 3A subfamily. Animal studies suggest that 
some of the metabolites may also have 5-HT3 receptor antagonist activity.

Elimination
Clearance is predominantly by hepatic metabolism. In normal volunteers, approximately 12% of the 
administered dose is eliminated unchanged in the urine in 48 hours. The remainder of the dose is excreted as 
metabolites, 49% in the urine, and 34% in the feces.

Subpopulations
Gender
There was high inter- and intra-subject variability noted in these studies. No difference in mean AUC was found 
between males and females, although males had a higher Cmax generally. 

Elderly
The ranges of the pharmacokinetic parameters in elderly volunteers (mean age 71 years), given a single 40 
mcg/kg intravenous dose of granisetron hydrochloride injection, were generally similar to those in younger 
healthy volunteers; mean values were lower for clearance and longer for half-life in the elderly patients (see 
Table 1). 

Pediatric Patients
A pharmacokinetic study in pediatric cancer patients (2 to 16 years of age), given a single 40 mcg/kg 
intravenous dose of granisetron hydrochloride injection, showed that volume of distribution and total 
clearance increased with age. No relationship with age was observed for peak plasma concentration or 
terminal phase plasma half-life. When volume of distribution and total clearance are adjusted for body weight, 
the pharmacokinetics of granisetron are similar in pediatric and adult cancer patients.

Renal Failure Patients
Total clearance of granisetron was not affected in patients with severe renal failure who received a single 40 
mcg/kg intravenous dose of granisetron hydrochloride injection. 

Hepatically Impaired Patients
A pharmacokinetic study in patients with hepatic impairment due to neoplastic liver involvement showed that 
total clearance was approximately halved compared to patients without hepatic impairment. Given the wide 
variability in pharmacokinetic parameters noted in patients and the good tolerance of doses well above the 
recommended 10 mcg/kg dose, dosage adjustment in patients with possible hepatic functional impairment is 
not necessary.

CLINICAL TRIALS
Chemotherapy-Induced Nausea and Vomiting
Single-Day Chemotherapy
Cisplatin-Based Chemotherapy
In a double-blind, placebo-controlled study in 28 cancer patients, granisetron hydrochloride injection, 
administered as a single intravenous infusion of 40 mcg/kg, was significantly more effective than placebo in 
preventing nausea and vomiting induced by Cisplatin chemotherapy (see Table 2).
 

Table 2 Prevention of Chemotherapy-Induced Nausea and Vomiting
Single-Day Cisplatin Therapy¹

 Granisetron hydrochlorideinjection Placebo P-Value

Number of Patients  14 14 
Response Over 24 Hours 
Complete Response² 93% 7% <0.001
No Vomiting 93% 14% <0.001
No More Than Mild Nausea  93% 7% <0.001

¹Cisplatin administration began within 10 minutes of granisetron hydrochloride injection infusion and 
continued for 1.5 to 3.0 hours. Mean Cisplatin dose was 86 mg/m² in the   granisetron hydrochloride injection 
group and 80 mg/m² in the placebo group. 
2No vomiting and no moderate or severe nausea.

Granisetron hydrochloride injection was also evaluated in a randomized dose response study of cancer 
patients receiving cisplatin ≥75 mg/m². Additional chemotherapeutic agents included: anthracyclines, 
carboplatin, cytostatic antibiotics, folic acid derivatives, methylhydrazine, nitrogen mustard analogs, 
podophyllotoxin derivatives, pyrimidine analogs, and vinca alkaloids. Granisetron hydrochloride injection 
doses of 10 and 40 mcg/kg were superior to 2 mcg/kg in preventing cisplatin-induced nausea and vomiting, 
but 40 mcg/kg was not significantly superior to 10 mcg/kg (see Table 3).

Table 3 Prevention of Chemotherapy-Induced Nausea and Vomiting
Single-Day High-Dose Cisplatin Therapy¹

 Granisetron hydrochloride  P-Value
 injection (mcg/kg) (vs. 2 mcg/kg)

 2 10 40 10 40

Number Of Patients  52 52 53
Response Over 24 Hours 
Complete Response2 31% 62% 68% <0.002 <0.001
No Vomiting  38% 65% 74% <0.001 <0.001
No More Than Mild Nausea  58% 75% 79% NS 0.007

¹Cisplatin administration began within 10 minutes of granisetron hydrochloride injection infusion and 
continued for 2.6 hours (mean). Mean cisplatin doses were 96 to 99 mg/m².
²No vomiting and no moderate or severe nausea.

Granisetron hydrochloride injection was also evaluated in a double-blind, randomized dose response study of 
353 patients stratified for high (≥80 to 120 mg/m²) or low (50 to 79 mg/m²) cisplatin dose. Response rates 
of patients for both cisplatin strata are given in Table 4. 
 

Table 4 Prevention of Chemotherapy-Induced Nausea and Vomiting 
Single-Day High-Dose and Low-Dose Cisplatin Therapy¹

 Granisetron hydrochloride P-value
 injection (mcg/kg) (vs. 5 mcg/kg) 
  
 5 10 20 40 10 20 40
High-dose Cisplatin
Number of Patients 
Response Over 24 Hours
Complete Response2
No Vomiting 
No Nausea 
40
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To reduce the development of drug-resistant bacteria and maintain the 
effectiveness of Bacitracin and other antibacterial drugs, Bacitracin should be 
used only to treat or prevent infections that are proven or strongly suspected to 
be caused by bacteria. 
 

WARNING 
Nephrotoxicity: Bacitracin in parenteral (intramuscular) therapy may cause 
renal failure due to tubular and glomerular necrosis. Its use should be 
restricted to infants with staphylococcal pneumonia and empyema when due 
to organisms shown to be susceptible to bacitracin. It should be used only 
where adequate laboratory facilities are available and when constant 
supervision of the patient is possible. Renal function should be carefully 
determined prior to and daily during therapy. The recommended daily dose 
should not be exceeded and fluid intake and urinary output maintained at 
proper levels to avoid kidney toxicity. If renal toxicity occurs the drug should 
be discontinued. The concurrent use of other nephrotoxic drugs, particularly 
streptomycin, kanamycin, polymyxin B, polymyxin E (colistin), and neomycin 
should be avoided. 

DESCRIPTION  
Sterile Bacitracin USP is an antibiotic for intramuscular administration. Bacitracin 
is derived from cultures of Bacillus subtilis (Tracey). It is a white to pale buff, 
hygroscopic powder, odorless or having a slight odor. It is freely soluble in 
water; insoluble in acetone, chloroform, and ether. While soluble in alcohol, 
methanol, and glacial acetic acid, there is some insoluble residue. It is 
precipitated from its solutions and inactivated by many of the heavy metals. 
 
The structural formula is: 
 

 
 
 
 
 
 
 
 

 
The molecular formula is: C66H103N17O16S. Bacitracin is comprised of a 
polypeptide complex and Bacitracin A is the major component in this complex. 
 
The molecular weight of Bacitracin A is 1422.71. 

CLINICAL PHARMACOLOGY  
Bacitracin exerts pronounced antibacterial action in vitro against a variety of 
gram-positive and a few gram-negative organisms. However, among systemic 
diseases, only staphylococcal infections qualify for consideration of bacitracin 
therapy. Bacitracin is assayed against a standard and its activity is expressed in 
units, 1 mg having a potency of not less than 50 units.  
 
Susceptibility plate testing: If the Kirby-Bauer method of disk susceptibility is 
used, a 10 unit bacitracin disk should give a zone of over 13 mm when tested 
against a bacitracin-susceptible strain of Staphylococcus aureus. Absorption of 
bacitracin following intramuscular injection is rapid and complete. A dose of 200 
or 300 units/kg every 6 hours gives serum levels of 0.2 to 2 mcg/mL in 
individuals with normal renal function. The drug is excreted slowly by glomerular 
filtration. It is widely distributed in all body organs and is demonstrable in ascitic 
and pleural fluids after intramuscular injection. 
 
INDICATIONS AND USAGE 
In accord with the statements in the "Warning Box" the use of intramuscular 
bacitracin is limited to the treatment of infants with pneumonia and empyema 
caused by staphylococci shown to be susceptible to the drug. 
 
To reduce the development of drug-resistant bacteria and maintain the 
effectiveness of Bacitracin and other antibacterial drugs, Bacitracin should be 

used only to treat or prevent infections that are proven or strongly suspected to 
be caused by susceptible bacteria. When culture and susceptibility information 
are available, they should be considered in selecting or modifying antibacterial 
therapy. In the absence of such data, local epidemiology and susceptibility 
patterns may contribute to the empiric selection of therapy. 
 
CONTRAINDICATIONS 
This drug is contraindicated in those individuals with a history of previous 
hypersensitivity or toxic reaction to it. 
 
WARNINGS 
Clostridium difficile associated diarrhea (CDAD) has been reported with use of 
nearly all antibacterial agents, including Bacitracin for Injection and may range in 
severity from mild diarrhea to fatal colitis. Treatment with antibacterial agents 
alters the normal flora of the colon leading to overgrowth of C. difficile. 
 
C. difficile produces toxins A and B which contribute to the development of 
CDAD. Hypertoxin producing strains of C. difficile cause increased morbidity 
and mortality, as these infections can be refractory to antimicrobial therapy and 
may require colectomy. CDAD must be considered in all patients who present 
with diarrhea following antibiotic use. Careful medical history is necessary since 
CDAD has been reported to occur over two months after the administration of 
antibacterial agents. 
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Granisetron hydrochloride injection is an antinauseant and antiemetic agent. Chemically it is 
endo-N-(9-methyl-9-azabicyclo [3.3.1] non-3-yl)-1-methyl-1H-indazole-3-carboxamide hydrochloride with a 
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Granisetron hydrochloride
Granisetron hydrochloride is a white to off-white solid that is readily soluble in water and normal saline at 
20°C. Granisetron hydrochloride Injection is a clear, colorless, sterile, nonpyrogenic, aqueous solution for 
intravenous administration. 

Granisetron hydrochloride injection is available in 0.1 mg per 1 mL and 1 mg per 1 mL in single-dose vials.
Granisetron hydrochloride injection 1 mg per 1 mL: Each 1 mL contains granisetron hydrochloride, 1.12 mg, 
equivalent to granisetron 1 mg; sodium chloride, 9 mg; citric acid, 2 mg sodium hydroxide and/or hydrochloric 
acid may be added to adjust pH.

Granisetron hydrochloride injection 0.1 mg per 1 mL: Each 1 mL contains granisetron hydrochloride, 0.112 
mg, equivalent to granisetron 0.1 mg; sodium chloride, 9 mg; citric acid, 2 mg sodium hydroxide and/or 
hydrochloric acid may be added to adjust pH.

CLINICAL PHARMACOLOGY
Granisetron is a selective 5-hydroxytryptamine3 (5-HT3) receptor antagonist with little or no affinity for other 
serotonin receptors, including 5-HT1; 5-HT1A; 5-HT1B/C; 5-HT2; for alpha1-, alpha2- or beta-adrenoreceptors; 
for dopamine-D2; or for histamine-H1; benzodiazepine; picrotoxin or opioid receptors.
 
Serotonin receptors of the 5-HT3 type are located peripherally on vagal nerve terminals and centrally in the 
chemoreceptor trigger zone of the area postrema. During chemotherapy-induced vomiting, mucosal 
enterochromaffin cells release serotonin, which stimulates 5-HT3 receptors. This evokes vagal afferent 
discharge and may induce vomiting. Animal studies demonstrate that, in binding to 5-HT3 receptors, 
granisetron blocks serotonin stimulation and subsequent vomiting after emetogenic stimuli such as cisplatin. 
In the ferret animal model, a single granisetron injection prevented vomiting due to high-dose cisplatin or 
arrested vomiting within 5 to 30 seconds. 

In most human studies, granisetron has had little effect on blood pressure, heart rate or ECG. No evidence of 
an effect on plasma prolactin or aldosterone concentrations has been found in other studies. 

Granisetron hydrochloride injection exhibited no effect on oro-cecal transit time in normal volunteers given a 
single intravenous infusion of 50 mcg/kg or 200 mcg/kg. Single and multiple oral doses slowed colonic transit 
in normal volunteers.

Pharmacokinetics
Chemotherapy-Induced Nausea and Vomiting
In adult cancer patients undergoing chemotherapy and in volunteers, mean pharmacokinetic data obtained 
from an infusion of a single 40 mcg/kg dose granisetron hydrochloride injection are shown in Table 1.

Table 1 Pharmacokinetic parameter in adult cancer patients undergoing chemotherapy and in 
volunteers, following a single intravenous 40 mcg/kg dose of granisetron hydrochloride injection

 Peak plasma Terminal Phase Total Volume of
 Concentration Half-Life Clearance Distribution
 (ng/mL)* (h)* (L/h/kg) (L/kg)
Cancer patients 
Mean  63.8* 8.95* 0.38* 3.07*
Range  18.0 to 176 0.90 to 31.1  0.14 to 1.54 0.85 to 10.4
Volunteers 
21 to 42 years 
Mean 64.3† 4.91† 0.79† 3.04†  
Range 11.2 to 182 0.88  to 15.2 0.20 to 2.56 1.68 to 6.13 

65 to 81 years 
Mean  57.0† 7.69† 0.44† 3.97†
Range  14.6 to 153 2.65 to 17.7 0.17 to 1.06 1.75 to 7.01

* 5-minute infusion 
† 3 minute infusion 

Distribution
Plasma protein binding is approximately 65% and granisetron distributes freely between plasma and red blood 
cells.

Metabolism
Granisetron metabolism involves N-demethylation and aromatic ring oxidation followed by conjugation. In 
vitro liver microsomal studies show that granisetron’s major route of metabolism is inhibited by ketoconazole, 
suggestive of metabolism mediated by the cytochrome P-450 3A subfamily. Animal studies suggest that 
some of the metabolites may also have 5-HT3 receptor antagonist activity.

Elimination
Clearance is predominantly by hepatic metabolism. In normal volunteers, approximately 12% of the 
administered dose is eliminated unchanged in the urine in 48 hours. The remainder of the dose is excreted as 
metabolites, 49% in the urine, and 34% in the feces.

Subpopulations
Gender
There was high inter- and intra-subject variability noted in these studies. No difference in mean AUC was found 
between males and females, although males had a higher Cmax generally. 

Elderly
The ranges of the pharmacokinetic parameters in elderly volunteers (mean age 71 years), given a single 40 
mcg/kg intravenous dose of granisetron hydrochloride injection, were generally similar to those in younger 
healthy volunteers; mean values were lower for clearance and longer for half-life in the elderly patients (see 
Table 1). 

Pediatric Patients
A pharmacokinetic study in pediatric cancer patients (2 to 16 years of age), given a single 40 mcg/kg 
intravenous dose of granisetron hydrochloride injection, showed that volume of distribution and total 
clearance increased with age. No relationship with age was observed for peak plasma concentration or 
terminal phase plasma half-life. When volume of distribution and total clearance are adjusted for body weight, 
the pharmacokinetics of granisetron are similar in pediatric and adult cancer patients.

Renal Failure Patients
Total clearance of granisetron was not affected in patients with severe renal failure who received a single 40 
mcg/kg intravenous dose of granisetron hydrochloride injection. 

Hepatically Impaired Patients
A pharmacokinetic study in patients with hepatic impairment due to neoplastic liver involvement showed that 
total clearance was approximately halved compared to patients without hepatic impairment. Given the wide 
variability in pharmacokinetic parameters noted in patients and the good tolerance of doses well above the 
recommended 10 mcg/kg dose, dosage adjustment in patients with possible hepatic functional impairment is 
not necessary.

CLINICAL TRIALS
Chemotherapy-Induced Nausea and Vomiting
Single-Day Chemotherapy
Cisplatin-Based Chemotherapy
In a double-blind, placebo-controlled study in 28 cancer patients, granisetron hydrochloride injection, 
administered as a single intravenous infusion of 40 mcg/kg, was significantly more effective than placebo in 
preventing nausea and vomiting induced by Cisplatin chemotherapy (see Table 2).
 

Table 2 Prevention of Chemotherapy-Induced Nausea and Vomiting
Single-Day Cisplatin Therapy¹

 Granisetron hydrochlorideinjection Placebo P-Value

Number of Patients  14 14 
Response Over 24 Hours 
Complete Response² 93% 7% <0.001
No Vomiting 93% 14% <0.001
No More Than Mild Nausea  93% 7% <0.001

¹Cisplatin administration began within 10 minutes of granisetron hydrochloride injection infusion and 
continued for 1.5 to 3.0 hours. Mean Cisplatin dose was 86 mg/m² in the   granisetron hydrochloride injection 
group and 80 mg/m² in the placebo group. 
2No vomiting and no moderate or severe nausea.

Granisetron hydrochloride injection was also evaluated in a randomized dose response study of cancer 
patients receiving cisplatin ≥75 mg/m². Additional chemotherapeutic agents included: anthracyclines, 
carboplatin, cytostatic antibiotics, folic acid derivatives, methylhydrazine, nitrogen mustard analogs, 
podophyllotoxin derivatives, pyrimidine analogs, and vinca alkaloids. Granisetron hydrochloride injection 
doses of 10 and 40 mcg/kg were superior to 2 mcg/kg in preventing cisplatin-induced nausea and vomiting, 
but 40 mcg/kg was not significantly superior to 10 mcg/kg (see Table 3).

Table 3 Prevention of Chemotherapy-Induced Nausea and Vomiting
Single-Day High-Dose Cisplatin Therapy¹

 Granisetron hydrochloride  P-Value
 injection (mcg/kg) (vs. 2 mcg/kg)

 2 10 40 10 40

Number Of Patients  52 52 53
Response Over 24 Hours 
Complete Response2 31% 62% 68% <0.002 <0.001
No Vomiting  38% 65% 74% <0.001 <0.001
No More Than Mild Nausea  58% 75% 79% NS 0.007

¹Cisplatin administration began within 10 minutes of granisetron hydrochloride injection infusion and 
continued for 2.6 hours (mean). Mean cisplatin doses were 96 to 99 mg/m².
²No vomiting and no moderate or severe nausea.

Granisetron hydrochloride injection was also evaluated in a double-blind, randomized dose response study of 
353 patients stratified for high (≥80 to 120 mg/m²) or low (50 to 79 mg/m²) cisplatin dose. Response rates 
of patients for both cisplatin strata are given in Table 4. 
 

Table 4 Prevention of Chemotherapy-Induced Nausea and Vomiting 
Single-Day High-Dose and Low-Dose Cisplatin Therapy¹

 Granisetron hydrochloride P-value
 injection (mcg/kg) (vs. 5 mcg/kg) 
  
 5 10 20 40 10 20 40
High-dose Cisplatin
Number of Patients 
Response Over 24 Hours
Complete Response2
No Vomiting 
No Nausea 
40

If CDAD is suspected or confirmed, ongoing antibiotic use not directed against 
C. difficile may need to be discontinued. Appropriate fluid and electrolyte 
management, protein supplementation, antibiotic treatment of C. difficile, and 
surgical evaluation should be instituted as clinically indicated. 
 
PRECAUTIONS 
See "Warning Box" for precautions in regard to kidney toxicity associated with 
intramuscular use of bacitracin. Adequate fluid intake should be maintained 
orally, or if necessary, by parenteral method. 
 
As with other antibiotics, use of this drug may result in overgrowth of 
nonsusceptible organisms, including fungi. If superinfection occurs, appropriate 
therapy should be instituted. 
 
Prescribing Bacitracin in the absence of a proven or strongly suspected bacterial 
infection or a prophylactic indication is unlikely to provide benefit to the patient 
and increases the risk of the development of drug-resistant bacteria. 
 
Information for Patients 
Patients should be counseled that antibacterial drugs including Bacitracin should 
only be used to treat bacterial infections. They do not treat viral infections (e.g., 
the common cold). When Bacitracin is prescribed to treat a bacterial infection, 
patients should be told that although it is common to feel better early in the 
course of therapy, the medication should be taken exactly as directed.  

Skipping doses or not completing the full course of therapy may (1) decrease 
the effectiveness of the immediate treatment and (2) increase the likelihood that 
bacteria will develop resistance and will not be treatable by Bacitracin or other 
antibacterial drugs in the future. 
 
Diarrhea is a common problem caused by antibiotics which usually ends when 
the antibiotic is discontinued. Sometimes after starting treatment with 
antibiotics, patients can develop watery and bloody stools (with or without 
stomach cramps and fever) even as late as two or more months after having 
taken the last dose of the antibiotic.  If this occurs, patients should contact their 
physician as soon as possible. 
 
ADVERSE REACTIONS 
Nephrotoxic reactions. Albuminuria, cylindruria, azotemia. Rising blood levels 
without any increase in dosage. 
 
Other reactions. Nausea and vomiting. Pain at site of injection. Skin rashes. 
 
DOSAGE AND ADMINISTRATION 
TO BE ADMINISTERED INTRAMUSCULARLY ONLY 
Infant dose: For infants under 2500 grams-900 units/kg/24 hours in 2 or 3 
divided doses. For infants over 2500 grams-1,000 units/kg/24 hours, in 2 or 3 
divided doses. Intramuscular injections of the solution should be given in the 

upper outer quadrant of the buttocks, alternating right and left and avoiding 
multiple injections in the same region because of the transient pain following 
injection. 
 
Preparation of Solutions—Should be dissolved in sodium chloride injection 
containing 2 percent procaine hydrochloride. The concentration of the antibiotic 
in the solution should not be less than 5,000 units per mL nor more than 10,000 
units per mL. 
 
Diluents containing parabens should not be used to reconstitute bacitracin; 
cloudy solutions and precipitate formation have occurred. 
 
Reconstitution of the 50,000 unit vial with 9.8 mL of diluent will result in a 
concentration of 5,000 units per mL. 
 
Solutions are stable for one week when stored in a refrigerator 2° to 8°C (36° to 
46°F). 
 
HOW SUPPLIED  
Bacitracin for Injection, USP is supplied as follows: 
 
NDC Bacitracin for Injection, USP  Package Factor 
25021-116-30 50,000 units per vial   1 vial per carton 
25021-116-31 50,000 units per vial  10 vials per carton 

Storage Conditions 
Store the unreconstituted product in a refrigerator at 2° to 8°C (36° to 46°F). 
 
LATEX-FREE 
Sterile, Nonpyrogenic, Preservative-free. 
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