SODIUM SALICYLATE- sodium salicylate solution
Aurora Pharmaceutical, 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.

ORAL-PRO®
Sodium Salicylate
Concentrate 48.6% w/v

ACTIVE INGREDIENT
Sodium Salicylate 48.6% w/v

CALF LABEL CLAIM

Indications For Use, Calves

Supportive treatment of pyrexia in acute respiratory disease, in combination with
appropriate (e.g., anti-infective) therapy if necessary.

Contraindications, Calves

Do not use Sodium Salicylate in neonates or calves less than 2 weeks of age.

Dosage, Calves

40 mg Sodium Salicylate per kg body weight (4 mL per 100 Ibs.) once daily, for 1-3
days. Administer orally in drinking water or milk (replacer).

SWINE AND POULTRY LABEL CLAIM

Indications

For use in the drinking water of poultry and swine as an aid in reducing pain, fever and
inflammation.

DIRECTIONS FOR USE

For Analgesic and Antipyretic Use
Water Proportioner Use:

Add 8 ounces (236 mL) of Sodium Salicylate 48.6% Concentrate to make 1 gallon of
stock solution and administer through a medicator metered at 1:128 (1 ounce per
gallon). This will achieve a target dose of 11.3 mg/lb (25 mg/kg) body weight daily.

Livestock Tank Use:
Add 8 ounces (236 mL) of Sodium Salicylate 48.6% Concentrate to 128 gallons of



drinking water. This will achieve a target—dose of 11.3 mg/lb (25 mg/kQ) Body weight
daily.

For Anti-Inflammatory/Anti-Prostaglandin Use - Day 1

Water Proportioner Use:

Add 16 ounces (473 mL) of Sodium Salicylate 48.6% Concentrate to make 1 gallon of
stock solution and administer through a medicator metered at 1:128 (1 ounce per
gallon). This will achieve a target dose of 22.7 mg/lb (50 mg/kg) body weight daily.

Livestock Tank Use:

Add 16 ounces (473 mL) of Sodium Salicylate 48.6% Concentrate to 128 gallons of
drinking water. This will achieve a target dose of 22.7 mg/lb (50 mg/kg) body weight
daily.

Day 2 through 7

Water Proportioner Use:

Add 10 ounces (296 mL) of Sodium Salicylate 48.6% Concentrate to make 1 gallon of
stock solution and administer through a medicator metered at 1:128 (1 ounce per
gallon). This will achieve a target dose of 13.6 mg/lb (30 mg/kg) body weight daily.

Livestock Tank Use:

Add 10 ounces (296 mL) of Sodium Salicylate 48.6% Concentrate to 128 gallons of
drinking water. This will achieve a target dose of 13.6 mg/lb (30 mg/kg) body weight
daily.

Prepare fresh solutions daily. Repeat as necessary.

Warning

Do not administer concentrated solution by direct oral administration — gastro-intestinal
irritation or overdose may occur. Do not use in piglets less than 3 weeks of age.

Storage
Store upright up to 25° C (77° F) with brief excursions to 40° C (104° F).

Do not use if allergic or sensitive to the active ingredients.

Caution

Keep container closed when not in use. Product may solidify at cold storage
temperatures. Place container in room temperature storage, which will thaw the
solution, or place in warm water. Gently invert container to ensure uniformity of
product.

Gradual darkening will not affect product stability.

Keep out of reach of children.



In case of overdose, get medical help or contact a Poison Control Center right away.
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ORAL-PRO®

Sodium Salicylate
Concentrate 48.6% w/v

For Use in Livestock Only
Keep Out of Reach of Children
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DIRECTEINS FOR USE
For Analgesic and Antipyretic Use

Watar Proporticner Usa: Add 8 ounces (236 mL) of Sodum Salicylato 48.6%
Concantrate to maks 1 gallon of siock solution and administer through a madicator
mabered at 1:138 {1 cunce par gallen), This wil achiave & farget dase of 11.3 mok
(25 mighg) body weight daily.

Livestock Tank Use: Add & ources (238 mL) of Sodium Salicylate 48,6%
Concenirate to 128 gallans of drinking water. This will achieve a target dose of
11.3 mgib (25 mg/ig) bady waight dall.

For Ant yiknti Uss — Day 1

Watar Propotioner Uso: Add 16 cunces (473 mL) of Socium Salioyabe 48.85%
Concantrate to make 1 gallon of siock sofution and administar through a medicator
matered at 1:128 {1 cunce par gallon]. This wil achisve & target dase of 22,7 mgio:
{50 mgdlg) bady weigh! daiy.

Livestock Tank Use: Add 18 sunces (473 miL) of Sodium Salicylabe 48.5%

Concanirate bo 128 galans of drinking wates. This wil achieve a larget dose of
22.7 mp'k (B0 mpikg) bosy weight daily.

Day 2 thraugh T

Wator Proportioner Lisa: Add 10 ources (206 mL) of Sodium Salicylale 48 6%
Conoanirate to make 1 gallon of siock solution and sdminister through a medicartor
mabered at 1:128 {1 ounce par gallan), This will achieve a farget dosa of 13, mgilb
{30 magiag} bady weight dady.

Livestock Tank Use: Add 10 sunces (298 mil) of Sedum Salicylate 46.6%
Concaniraie to 128 gallans of drinking wates, This will achieve a farget dose of
1.5 mg/h {30 rmgikg) body weight daily.

Propare frash solutions daily. Riopeat s necessany,

WARNING

Mat for use in lctating dary cattle,

Do ot administer concaniraied solufion by direc oral admiristration — gastros
intestinal imation or cverdass may oocur, Do not use in piglets bss than 3 wesks of age.
STORAGE

Stare upright up 10 25°C (T7°F) with briaf excursions to 40°G (104°F),

Da net use (f allargle or sensitive to the acive ingrediants,

CAUTION

Keap cortainar chossd whan rat in use. Preduct may sobidify a2 cold storage
hamparatures, Place container in reom |a , which will haw ha solfion,
af plios in war water, Gerilly iivert cortainer 1o ensine unifermily of aroducl,

Gradual darkening will not affect product stability.

Keop out of resch of childron.
In casa of cverdosa, gt medical help ar
contact a Poison Control Center right away
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sodium salicylate solution

Product Information
Product Type OTC ANIMAL DRUG Item Code (Source) NDC:51072-038

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name gt?_:':g::' Strength
SODIUM SALICYLATE (UNIl: WIQ1H85SYP) (SALICYLIC ACID - 48.6 g
UNII:0414PZ4LPZ) SRR e oL 1= in 100 mL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:51072-038-01 3790 mL in 1 BOTTLE

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 02/16/2011

Labeler - aurora Pharmaceutical, Inc. (832848639)

Establishment
Name Address ID/FEI Business Operations
Aurora Pharmaceutical, Inc. 832848639 MANUFACTURE

Revised: 5/2025 Aurora Pharmaceutical, Inc.



	ORAL-PRO®  Sodium Salicylate Concentrate 48.6% w/v
	CALF LABEL CLAIM
	Indications For Use, Calves
	Contraindications, Calves
	Dosage, Calves

	SWINE AND POULTRY LABEL CLAIM
	Indications

	DIRECTIONS FOR USE
	For Analgesic and Antipyretic Use
	For Anti-Inflammatory/Anti-Prostaglandin Use - Day 1
	Day 2 through 7

	Warning
	Storage
	Caution
	PRINCIPAL DISPLAY PANEL - 3.79 Liters Bottle Label

