LEVOXINE- levoxine powder
First Priority Incorporated

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.

Levoxinel™ Powder

A Palatable Supplement for the Correction of Conditions Associated with Hypothyroidismin Horses
and Ponies.

WARNING: Federal law restricts this drug to use by or on the order of a licens ed veterinarian.
For Animal Use Only * Keep Out of Reach of Children

INDICATIONS:

For use in horses and ponies for correction of conditions associated with low circulating thyroid
hormone (hypothyrodism).

DOSAGE:

Doses should be individualized and animals should be monitored daily for clincial signs of
hyperthyroidism or hypersensitivity. Suggested initial doses are 1-10 mg levothyroxine sodium
(T4)/100 1b body weight (2-20 mg/100 kg) once per day or in divided doses. Response to the
administration of Levoxine'" Powder should be evaluated clinically every week until an adequate
maintenance dose is established. In most horses, this is usually in the range of 35 to 100 mg total daily
dose of T4 (1-3 level tablespoonfuls Levoxine " Powder).

INGREDIENTS:

Each pound (453.6 g) contains:

Levothyroxine Sodium USP .......ccccooviiviiienviiinienienee, 0.22% (1.0 g)

One level teaspoonful contains 12 mg of T4: one level tablespoonful contains 36 mg of Ty4.

WARNING: Administer with caution to animals with clincially significant heart disease, hypertension
or other complications for which a sharply increased metabolic rate might prove hazardous. Use in
pregnant mares has not been evaluated.

STORAGE: Store at controlled room temperature between 15° - 30°C (59° - 86°F). Keep container
tightly closed when not in use.

USE ONLY AS DIRECTED
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Net Contents:

11b (453.6 grams), Reorder No. NS190PC
10 1b (4.5 kg), Reorder No. NS191PC
USE ONLY AS DIRECTED

Made in U.S.A.



Manufactured By:

First Priority, Inc., Elgin, IL. 60123

www.prioritycare.com

NOT RETURNABLE IF OUTDATED

1.0 Ib (453.6 g) jar

IMDCATHIRE: Fun wsat in harfs sl punics | asicton of
with b babng et | -
pathpiockem)]

DOBAGE: Dosea shoold Do Indkddeniz s and animals shoukd
bee rezriioecd ek fod &Mﬂmn#h’pﬂfﬂnmﬂmwhﬂ
sadrcElrAly il dear w1410 ing

Priority
Care’

PIGOREMENTS; Cach pound (4515 o) contns:

::ml"l':ln hbn:ly w il g;mmmw |||n'puth‘=l

mrmhtmmﬂmm il e ade-
s hse b calehEshed. b ot b, s is
i by i e iange of 35w P g ool daily coe of T; {1-3
levmd babbergzinb

b4 [ o ™ Oemwriany

Rau 0714

10 1b (4.5 kg) pail

INDICATIONS: For use in horses and ponies

for oomection of condtion s associ sied with
bow girculating thyrokd hormone (hypo-
thyroidiam),

DOSAGE: Doses should be individuaized
and animals should be monbored dally for

ghinical of 3 or
; &l doses are

110 mg sodium (T4)100 b
waight (2-20 00 kgl onca par
e e
administmtion of Levaxine™ Powder should
be evalusted dinically every woek unéil an
adeguate mairfonanco dose i establshed,
In st homaes, this is vaaly in he

range
of 3510 100 mg okl daidy doseof T4 (13
Mﬁmm‘mt

For Animal Use Only « Keep Out of Reach of Children

Fay (8-08

Levoxine™ Powder

Prlorlt

A Palatable Supplement for the Carrectian of
Conditions Assockated with Hypothyroidism
in Horsea and Ponss
WALTIHIBG: Fadural law realricts this drug 1o use by of an

The arder ol @ hoenged veleremian
For Animal Lize Only = Keep Out of Reach of Children

Net Contants: 1 b (4536 )

Care

“Levoxine™ Powder

A Palatable Supplement for the Correction of
Conditions Associated with Hypothyroidism

in Horsas and Ponies

WARNING: Federal law restricts this drug o use by or on

the order of a lioensed velernarian.

Net Contents: 10 Ib (4.5 kg)

LersndTmooting Do LEIF. oo i s s e LE2SE: (10000
One ke Teerspoomhal containg 12 mg ol Ty, one el mEkispoonil
ke oy ol 1y
:nm:mmhm e ek weh ™
ﬁ ' kr which n wm n- ==
Lin m prrgreesl s hlurl:rlt-nm _
ST AL mt coriroliesd
it 18 I]-’C-Im"-ﬂﬁ'ﬂ K— ::lﬂlh.r
Hghity cosed wheninol Inuse. E!E
LRE OMLY AR AFCTED
- %
Mo Varnish —

Foonder Mo, NETSLPO

INGREDIENTS: Each pound (4538 g)
coniain

=
Levothymouine Sodium USP...0.22% (1.0 g)
O vl bnsaspoonhl contains 12 mg of T
o kvl tablespocrthd contiing 368 mg of Ty,
WARMING: Administer with coution o
anmals with i et
b uhwd:"r signiticant
Ir:r which a sharply inoreasad matabolic
rata might prowe hazamdous. Use in
pregnant mass has not been evaluated.
STORAGE: Store af contmiled mom tam-

betwean 15°30°C =}
1
I

55°-86°F). Kaep t:urlinar
bghtly dosed whean not in
s,

USE OMLY AS DIRECTED _W

LotNo. __Exp. Date EE
No Varnish ‘;!

Reordar No, NS191PC

LEVOXINE

levoxine powder

Product Information
Product Type

Route of Administration

PRESCRIPTION ANIMAL DRUG

ORAL

Item Code (Source)

NDC:58829-278



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LEVOTHYRO XINE SODIUM (UNIL: 9J765S329G) (LEVOTHYRO XINE - LEVOTHYROXINE SODIUM 1000 mg
UNI:Q51B0O43MG4) ANHYDROUS in 453.6 g
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58829-278-16 453.6 gin 1JAR
2 NDC:58829-278-07 4500 g in 1 PAIL

Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
unapproved drug other 08/01/2008

Labeler - First Priority Incorporated (179925722)

Registrant - First Priority Incorporated (179925722)

Establishment
Name Address ID/FEI Business Operations
First Priority Incorporated 179925722 manufacture
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