Zinc Sulfate

Injection, USP

FREQUENTLY ASKED QUESTIONS

Pack NDCi# Strength Supplied as Shelf pack
0517-6101-25 1 mg/mL Pharmacy1b8|kr2§ckage . 25
0517-6103-25 3 mg/mL Pharmacy1b8|kr';§ckage . 25
0517-8005-25 5 mg/mL > ik 25

Pharmacy bulk package vial

I use an automated compounding device for parenteral nutrition (PN) preparations. Are there differences
in the specific gravity, osmolarity, and any other intrinsic values that | need to know to program into my
compounding device?

For Zinc Sulfate Injection, USP, the following values apply:

1 mg/mL 3 mg/mL 5 mg/mL
Specific gravity 1.003 g/mL 1.008 g/mL 1.014 g/mL
Osmolarity 33 mOsmol/L 96.5 mOsmol/L 157.2 mOsmol/L
pH range’ 2to4 2to4 2to4

How should Zinc Sulfate Injection, USP be administered?
Zinc Sulfate Injection, USP is for admixing use only. It is not for direct intravenous infusion. Prior to administration, Zinc
Sulfate Injection, USP must be transferred to a separate PN container, diluted, and used as an admixture in PN solutions.’

What is the difference between a single-dose vial (SDV) and a pharmacy bulk package (PBP) vial?
e An SDV is intended for single use
e APBPvial is a sterile preparation that contains many single doses

How often can the PBP vial be penetrated?
Penetrate vial closure only one time with a suitable sterile transfer device or a dispensing set that allows measured
dispensing of the contents.

How stable is PBP-prepared Zinc Sulfate Injection, USP?

¢ Use Zinc Sulfate Injection, USP for admixing promptly once the sterile transfer set has been inserted into the PBP vial,
or not more than 4 hours at room temperature (20°C to 25°C or 68°F or 77°F) after the vial closure has been
penetrated. Discard any remaining admixture’

Use PN solution containing Zinc Sulfate Injection, USP promptly after mixing. Any storage of the admixture should be
under refrigeration from 2°C to 8°C (36°F to 46°F) and limited to a period of time no longer than 9 days. After removal
from refrigeration, use promptly and complete the infusion within 24 hours. Discard any remaining admixture’

¢ Protect the admixed PN solution from light'




6. Are the Zinc Sulfate Injection, USP formulations by American Regent, Inc.® preservative-free?
The Zinc Sulfate Injection, USP formulations are preservative-free.

7. Is Zinc Sulfate latex-free?
The vial closures are not made with natural rubber latex.

Injection, USP

For intravenous use after dilution and admixing. Not for direct
intravenous infusion.

IMPORTANT SAFETY INFORMATION

Zinc Sulfate Injection is contraindicated in patients with known
hypersensitivity to zinc.

Pulmonary Embolism due to Pulmonary Vascular
Precipitates: Pulmonary vascular precipitates causing pulmonary
vascular emboli and pulmonary distress have been reported in
patients receiving parenteral nutrition. The cause of precipitate
formation has not been determined in all cases; however, in some
fatal cases, pulmonary emboli occurred as a result of calcium
phosphate precipitates. Precipitation has occurred following
passage through an in-line filter; in vivo precipitate formation may
also have occurred. If signs of pulmonary distress occur, stop the
infusion and initiate a medical evaluation. The infusion set and
catheter should be checked periodically for precipitates.

Vein Damage and Thrombosis: Zinc Sulfate Injection has a

low pH and must be prepared and used as an admixture in PN
solutions. Solutions with osmolarity of 900 mOsm/L or more

must be infused through a central venous catheter. The infusion
of hypertonic nutrient solutions into a peripheral vein may result
in vein irritation, vein damage, and/or thrombosis. The primary
complication of peripheral access is venous thrombophlebitis,
which manifests as pain, erythema, tenderness, or a palpable cord.

Aluminum Toxicity: Zinc Sulfate Injection contains aluminum that
may be toxic. Aluminum may reach toxic levels with prolonged
parenteral administration if kidney function is impaired. Preterm
infants are particularly at risk for aluminum toxicity because their
kidneys are immature, and they require large amounts of calcium
and phosphate solutions, which also contain aluminum. Patients
with impaired kidney function, including preterm infants, who
receive greater than 4 to 5 mcg /kg /day of parenteral aluminum
can accumulate aluminum at levels associated with central nervous
system and bone toxicity. Tissue loading may occur at even lower
rates of administration.

Monitoring and Laboratory Tests: Monitor zinc concentrations,
fluid and electrolyte status, serum osmolarity, blood glucose, liver
and kidney function, blood count, and coagulation parameters
throughout treatment.

Copper Deficiency: Several post-marketing cases have reported
that high doses of supplemental zinc (approximately 10 times
the recommended dosage of 3 mg/day Zinc Sulfate Injection in
adults) taken over extended periods of time (ie, months to years)
may result in decreased enteral copper absorption and copper
deficiency. The cases reported the following complications of

copper deficiency: anemia, leukopenia, thrombocytopenia,
myeloneuropathy, and nephrotic-range proteinuria.

Hypersensitivity Reactions: Hypersensitivity reactions to
subcutaneously administered zinc-containing insulin products
were identified in postmarketing case reports. Reported reactions
included injection site induration, erythema, pruritus, papular
rash, generalized urticaria, facial swelling, and dyspnea. If
hypersensitivity reactions occur, discontinue Zinc Sulfate Injection
and initiate appropriate medical treatment.

No zinc-related adverse reactions have been reported in clinical
studies or postmarketing reports in patients receiving intravenously
administered PN solutions containing zinc sulfate within the
recommended dosage range.

Pregnancy: Administration of the recommended dose of Zinc
Sulfate Injection in PN is not expected to cause major birth defects,
miscarriage, or adverse maternal or fetal outcomes.

Lactation: Zinc is present in human milk. There is no information
on the effects of zinc sulfate on milk production. The
developmental and health benefits of breastfeeding should be
considered along with the mother’s clinical need for Zinc Sulfate
Injection and any potential adverse effects on the breastfed
infant from Zinc Sulfate Injection or from the underlying maternal
condition.

Pediatric Use: Safety and dosing recommendations in pediatric
patients are based on published literature describing controlled
studies of zinc-containing products in pediatric patients. Because
of immature renal function, preterm infants receiving prolonged
parenteral nutrition treatment with Zinc Sulfate Injection may be at
higher risk of aluminum toxicity.

Geriatric Use: Dose selection should be individualized based on the
patient’s clinical condition, nutritional requirements, and additional
nutritional intake provided orally or enterally to the patient.

OVERDOSAGE: There are reported cases of overdosage with
intravenous zinc in parenteral nutrition.

Zinc Sulfate Injection is a trace element indicated in adult and
pediatric patients as a source of zinc for parenteral nutrition
when oral or enteral nutrition is not possible, insufficient, or
contraindicated.

For additional safety information, please see
Full Prescribing Information.

You are encouraged to report adverse drug events
to American Regent, Inc. at 1-800-734-9236 or to
the FDA by visiting www.fda.gov/medwatch or
calling 1-800-FDA-1088.
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https://www.americanregent.com/media/3086/zinc-sulfate-insert-in8005-rev-10-2020.pdf
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program

1.800.734.9236; E pv@americanregent.com;  1.610.650.0170;

1.800.FDA.1088
or www.fda.gov/medwatch

1.888.354.4855 (9:00 am-5:00 pm Eastern Time, Monday—Friday)
WWw.americanregent.com/medical-affairs
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