HYDRAVOL IV- veterinary 6% hydroxyethyl starch 130/0.4 in 0.9% sodium
chloride injection
VEDCO INC

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

HydraVol IV®

Caution: Federal Law restricts this drug to use by or on the order of a licensed
veterinarian

Sterile Nonpyrogenic Solution

For Animal Use only

Description:

HydraVol IV® (6% hydroxyethyl starch 130/0.4 in 0.9% sodium chloride injection) is a
sterile, non-pyrogenic solution indicated for the treatment and prophylaxis of
hypovolemia. It is not a substitute for red blood cells or coagulation factors in plasma.
May be administered via intravenous infusion using aseptic technigue. It contains no
antimicrobial agents.
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The containgr is free of PVC and phthalates

Clinical Pharmacology:

HydraVol IV® acts as a plasma volume substitute for the treatment and prophylaxis of
hypovolemia. It is not a substitute for red blood cells or coagulation factors in plasma.

Contraindications:

The use of HydraVol IV® is contraindicatedin the following conditions:
e Known hypersensitivity to hydroxyethyl starch.



e Fluid overload (hyperhydration) and especially in cases of pulmonary edema and
congestive heart failure.

Renal failure with oliguria or anuria not related to hypovolemia.

Patients receiving dialysis treatment.

Sever hypernatremia or severe hyperchloremia.

Intracranial bleeding.

Warnings:

Anaphylactoid reactions (bradycardia, tachycardia, bronchospasm, non-cardiac
pulmonary edema) have been reported with solutions containing hydroxyethyl starch. If
a hypersensitivity reaction occurs, administration of the drug should be discontinued
immediately, and the appropriate treatment and supportive measures should be
undertaken until symptoms have resolved.

Fluid status and rate of infusion should be assessed regularly during treatment,
especially in patients with cardiac insufficiency or severe kidney dysfunction.

In cases of severe dehydration, a crystalloid solution should be given first. Generally,
sufficient fluid should be administered in order to avoid dehydration.

Caution should be observed before administering HydraVol IV® to patients with severe
liver disease or severe bleeding disorders. With the administration of certain
hydroxyethyl starch solutions, disturbances of blood coagulation can occur depending
on the dosage.

If administered by pressure infusion, air should be withdrawn or expelled from the bag
through the administration port prior to infusion.

Do not introduce additives into this container.

Adverse Reactions:

e Products containing hydroxyethyl starch may lead to anaphylactoid/hypersensitivity
reactions.

e Prolonged administrations of high doses of Hydroxyethyl starch may cause pruritis
(tching), hemodilution (resulting in dilution of blood components, e.g., coagulation
factors and other plasma proteins, and in a decrease in hematocrit).

e |f an adverse reaction does occur, discontinue the infusion and evaluate the patient,
institute appropriate therapeutic countermeasures and save the remainder of the
fluid for examination, if deemed necessary.

Precautions:

e Do not administer unless solution is clear and seal is intact.

e This is a single dose unit. It contains no preservatives.

e Use entire contents when first opened.

e Clinical evaluation and periodic laboratory determinations are necessary to monitor
changes in fluid balance, electrolyte concentrations, and acid base balance during
prolonged parenteral therapy, or whenever the patient's condition warrants such
evaluation.



Drug Interactions:

No interactions with other drugs or nutritional products are known. The safety and
compatibility of additives have not been established.

Dosage and Administration:

e To be used as directed by a licensed veterinarian. HydraVol IV® is administered by
intravenous infusion only. The daily dose and rate of infusion depend on the patient's
blood loss, on the maintenance or restoration of hemodynamics and on the
hemodilution (dilution effect).

e For use in one patient on one occasion only. Discard any unused portion. Care
should be taken with administration technique to avoid administration site reactions
and infection.

e HydraVol IV® can be administered repetitively over several days. The initial 10-20 mL
should be infused slowly, keeping the patient under close observation due to possible
anaphylactoid reactions. See Warnings and Precautions.

ADULT DOSE

e As a general recommendation, the class of synthetic colloids are prescribed at doses
up to 20 mL per kg of body weight per day in small animal patients. In a 30 kg
patient, this is a dose of 600 mL of HydraVol IV® (equivalent to 1.2 g hydroxyethyl
starch and 3.1 mEq sodium per kg of body weight).

Overdosage:

As with all plasma volume substitutes, overdosage can lead to overloading of the
circulatory system (e.g., pulmonary edema). In this case, the infusion should be stopped
immediately and, if necessary, a diuretic should be administered. See Warnings and
Precautions.

Directions for Use of Plastic Container:
To open

Tear the overwrp and remove the solution container. Some opacity of the plastic due to
moisture absorption during the sterilization process may be observed. This is nhormal
and does not affect the solution quality or safety. The opacity will diminish gradually.
Check for minute leaks by squeezing inner bag firmly. If leaks are found, discard solution
as sterility may be impaired.

Preparation for administration

1. Suspend container from eyelet support.

2. Remove foil seal from inlet port to inject and remove twist off tab from the outlet port
to administer the solution located at the bottom of this container.

3. Attach administration set.

Warning: Do not introduce additives into this container.



Sorage:
Store at 15°C to 25°C (59°F to 77°F). Do not freeze.

How Supplied:

HydraVol IV® (6% hydroxyethyl starch 130/0.4 in 0.9% sodium chloride injection) for
intravenous infusion is supplied in the following primary container: Polyolefin bag with
overwrap: 250 mL and 500 mL.

NDC Code Volume SKU
50989-470-15 250 mL VHY0250
50989-470-16 500 mL VHY0500

Manufactured For:

Vedco, Inc.

5503 Corporate Dr.

St. Joseph, MO 64507 USA

For a copy of the Safety Data Sheet (SDS) or to report adverse reactions call Vedco, Inc.
customer service (888) 708-3326.
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Veterinary 6% Hydroxyethyl Starch 130/0.4 in 0.9% Sodium Chloride Injection
FOR INTRAVENOUS INFUSION ONLY



HydraVol IV® —

Veterinary 6% Hydroxyethyl Starch 130/0.4 in 0.9% Sodium Chloride Injection
FOR INTRAVENOUS INFUSION ONLY

250 mL NDC 50989-470-15
Mw—

Starch 130!05.gd(ﬁg). Sodlum Chioride, USP (800mg)
In Water for injection, USP, mEq/L) Sodium 154, Chloride 154 100 —
Calculated osmolarity 308 mOsmol.pH 4.010 5.5
contain Sodium Hydroxide or Hydrochloric Acid for pH adjustment.
Indlcations: Acts as plasma volume substitute for the treatment and prophylaxis of hypovelemia.
It Is not a substitute for red blood cells or coagulation factors in plasma.
if administered by pressure infusion, air should be withdrawn or expelled
from the bag through the medication / administration port prior to Infuslon.
If any leakage, discard solution as sterility may be impaired.
Sterile. Nonpryogenic. Single dose container, Contains no preservatives, 150 —
Use immediately after opening. Discard unused portion.
Use only If solutlon Is clear and contalner Is undamaged.
Usual dosage: See package insert.
Store at 15 t0 25°C (59" 10 77°F). Do not freezs.
For Animal Use Only.
CAUTION: Federal law (USA) restricts this drug to use by or on the order of a licensed vetsrinarian.
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HydraVol IV®

Veterinary 6% Hydroxyethyl Starch 130/0.4 in 0.9% Sodium Chloride Injection
FOR INTRAVENOUS INFUSION ONLY

500 mL NDC 50989-470-16

Each 100 mL contains Hydroxyethyl Starch 130/0.4 (6g), Sodium Chloride,
USP (900mg), In Water for injection, USP, Electrolytes (mEqg/L) Sodium 154,
Chioride 154.

Calculated osmolarity 308 mOsmol/L.pH 4.0 to 5.5

May contain Sodium Hydroxide or Hydrochloric Acid for pH adjustment.

Indications: Acts as plasma volume substitute for the freatment and prophylaxis
of hypovolemia. It is not a substitute for red blood cells or coagulation factors
in plasma.

If administered by pressure infusion, air should be withdrawn or
expelled from the bag through the medication / administration port
prior to infusion.

If any leakage,discard solution as sterility may be impaired.

Sterile. Nonpryogenic. Single dose container. Contains no preservatives.

Use immediately after opening. Discard unused portion.

Use only if solution is clear and container is undamaged.

Usual dosage: See package insert.

Store at 15" to 25°C (69" to 77°F). Do not freeze.

For Animal Use Only.

CAUTION: Federal law (USA) restricts this drug to use by or on the order of a
licensed veterinarian.
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HYDRAVOL IV
veterinary 6% hydroxyethyl starch 130/0.4 in 0.9% sodium chloride injection



Product Information

Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:50989-470

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
HYDROXYETHYL STARCH 130/0.4 (UNIl: 1GVO236S58) (HYDROXYETHYL HYDROXYETHYL 69
STARCH 130/0.4 - UNI:1GVO236558) STARCH 130/0.4 in 100 mL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:50989-470-15 250 mLin 1 BAG
2 NDC:50989-470-16 500 mL in 1 BAG

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 02/01/2026

Labeler - vepco INC (021634266)

Revised: 2/2026 VEDCO INC
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