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HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use 
HYLENEX recombinant safely and effectively.  See full prescribing 
information for HYLENEX recombinant.

HYLENEX recombinant (hyaluronidase human injection) 
Initial U.S. Approval: 2005
__________________________________ INDICATIONS AND USAGE __________________________________

HYLENEX recombinant is a tissue permeability modifier indicated as an adjuvant

_______________________________ DOSAGE AND ADMINISTRATION _______________________________

______________________________ DOSAGE FORMS AND STRENGTHS ______________________________

___________________________________ CONTRAINDICATIONS ___________________________________

_______________________________ WARNINGS AND PRECAUTIONS _______________________________

___________________________________ ADVERSE REACTIONS ___________________________________

To report SUSPECTED ADVERSE REACTIONS, contact Baxter Healthcare Corporation at 1-866-888-2472 or FDA 
at 1-800-FDA-1088 or www.fda.gov/medwatch.
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* Sections or subsections omitted from the full 
prescribing information are not listed.

FULL PRESCRIBING INFORMATION 

1. INDICATIONS AND USAGE
1.1 Subcutaneous Fluid Administration

1.2 Dispersion and Absorption of Injected Drugs

1.3 Subcutaneous Urography
HYLENEX recombinant is indicated as an adjunct in subcutaneous urography for improving resorption of 

2. DOSAGE AND ADMINISTRATION

2.1 Subcutaneous Fluid Administration

HYLENEX recombinant 
(hyaluronidase human injection)

150 USP units/mL

___________________________________ DRUG INTERACTIONS ___________________________________

_______________________________ USE IN SPECIFIC POPULATIONS _______________________________

See 17 for PATIENT COUNSELING INFORMATION
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HYLENEX recombinant 
(hyaluronidase human injection)
150 USP units/mL



2.2 Dispersion and Absorption of Injected Drugs

2.3 Subcutaneous Urography

Parenteral drug products should be inspected visually for particulate matter and discoloration prior to 

3. DOSAGE FORMS AND STRENGTHS

4. CONTRAINDICATIONS

 

5. WARNINGS AND PRECAUTIONS
5.1 Spread of Localized Infection
Hyaluronidase should not be injected into or around an infected or acutely inflamed area because of the danger of 

5.2 Ocular Damage

5.3 Enzyme Inactivation with Intravenous Administration

6. ADVERSE REACTIONS

 

7. DRUG INTERACTIONS
7.1 Incompatibilities

7.2 Drug-Specific Precautions

7.3 Local Anesthetics

7.4 Salicylates, Cortisone, ACTH, Estrogens and Antihistamines

8. USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

8.2 Labor and Delivery



8.3 Nursing Mothers

8.4 Pediatric Use

Drug Interactions (7)
The rate and volume of subcutaneous fluid administration should not exceed those employed for intravenous 

Dosage and Administration (2.1)
8.5 Geriatric Use

11. DESCRIPTION

12. CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

temporarily decreases the viscosity of the cellular cement and promotes dispersion of injected fluids or of 

12.2 Pharmacodynamics

12.3 Pharmacokinetics

13. NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

Human studies on the effect of intravaginal hyaluronidase in sterility due to oligospermia indicated that 

14. CLINICAL STUDIES

16. HOW SUPPLIED/STORAGE AND HANDLING

Not Recommended for IV Use.
Store unopened in a refrigerator at 2° to 8°C (36º to 46º F).
DO NOT FREEZE.
17. PATIENT COUNSELING INFORMATION
17.1 Important Precautions Regarding HYLENEX recombinant

17.2 What Patients Should Know About Adverse Reactions

17.3 Patients Should Inform Their Doctors If Taking Other Medications
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