THYROKARE- levothyroxine sodium tablet
Neogen Corporation - Mercer Rd.

ThyroKare™
(levothyroxine sodium tablets), USP
For oral use in dogs only

CAUTION: Federal (USA) law restricts this drug to use by or on the order of a licensed
veterinarian.

DESCRIPTION: ThyroKare (levothyroxine sodium tablets), USP contains synthetic
crystalline L-3,3',5,5-tetraiodothyronine sodium salt [levothyroxine (T4) sodium].
Synthetic levothyroxine sodium is identical to the hormone produced in the canine
thyroid gland. Levothyroxine sodium has an empirical formula of Ci5H1glgN NaO4 ¢ H>0,
molecular weight of 798.85 g/mol (anhydrous), and structural formula as shown:
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INDICATION: For replacement therapy for diminished thyroid function in dogs.

DOSAGE AND ADMINISTRATION: The initial dose is 0.1 mg/10 Ib (0.01 mg/lb, 0.022
mg/kg) body weight twice daily. To minimize day-to-day variations in serum total
thyroxine (tT4) concentrations (see CLINICAL PHARMACOLOGY), owners should
consistently administer ThyroKare either with or without food. To maintain serum
levothyroxine sodium concentrations over time, therapeutic monitoring should be
conducted every 4 weeks until an adequate maintenance dose is established and then as
needed for continued maintenance.

When switching from another levothyroxine sodium formulation to ThyroKare, monitor
serum tT4 concentrations and clinical response due to potential differences in
recommended starting doses and potential differences in bioavailability.

CONTRAINDICATIONS: Do not use in dogs with thyrotoxicosis, acute myocardial
infarction, or uncorrected adrenal insufficiency.

WARNINGS:

User Safety Warnings: Not for human use. Keep out of reach of children. In the event
of accidental ingestion, seek medical advice immediately and show the product label to
the physician. Wash hands after handling.

Animal Safety Warnings: Keep ThyroKare in secure location out of reach of dogs,
cats, and other animals to prevent accidental ingestion or overdose.

PRECAUTIONS:

Use with caution in dogs with clinically significant cardiovascular disease, diabetes



mellitus, or other conditions for which an increased metabolic rate might prove
hazardous. Dogs with underlying cardiovascular disease that are diagnosed with
hypothyroidism should be closely monitored during the dose establishment phase.
Adjustment of cardiovascular medications or levothyroxine sodium dosage may be
needed.l-4 The safety of ThyroKare has not been evaluated in breeding, pregnant, or
lactating dogs.

ADVERSE REACTIONS:

In a 6-month US field study, the 120 dogs enrolled in the study receiving a minimum of
one dose of ThyroKare were evaluated for safety. The percentage of dogs experiencing
adverse reactions is presented in Table 1.

Table 1. Percentage of dogs experiencing

adverse reactions
Adverse Reaction Percent
Polydipsia 30.8
Polyuria 20.0
Tachypnea 16.7
Lethargy 11.7
Anarexia 10.0
Emesis 10.0
Muscle tremor/shaking 10.0
Hyperactivity 8.3
Anxiety h.8
Desquamation/scaling/seborrhea 5.8
Diarrhea 5.0
Polyphagia/increased appetite 5.0
Alopecia and increased shedding 4.2
Diitis externa and otorrhea 4.2
Increased serum alanine aminotransferase | 4.2
(ALT)
Increased serum alkaline phosphatase 3.3
(ALP)
Pruritus, including pinnal 3.3
Tachycardia 3.3
Aggression 1.7
Dermatitis and eczema 1.7
Lymphopenia 1.7
Temporal muscle atrophy 1.7
Weight loss 1.7
Adipsia 0.8
Hypersalivation 0.8
Hypersensitivity reaction 0.8

Clinical pathology findings were consistent with stimulation of hematopoiesis as a result
of replacement therapy with ThyroKare. However, hematocrit and red blood cell counts



exceeded the upper limit of the reference range in 6 dogs at the end of the study; 3 of
these dogs also had elevated reticulocyte counts. Nine (9) dogs had transient elevations
in neutrophil counts exceeding the reference range at Day 28 that resolved by Day 56.
Liver enzyme elevations associated with ThyroKare returned to the reference range by
Day 168 in 2 of 4 dogs with increased ALP and 4 of 5 dogs with increased ALT,
respectively.

One dog was withdrawn from the study at the owner’s request because of an elevated
tT4 concentration and abnormal behavior. A second dog was removed from the study
by request of the investigator due to anemia.

A dog with preexisting hypoalbuminemia exhibited declining serum albumin and total
protein concentrations concurrently with prolonged elevated serum tT4 concentrations.
Although reducing the ThyroKare dose resulted in serum tT4 levels in the therapeutic
range, the dog experienced a serious adverse event that included marked weight loss,
hypoalbuminemia, hypoproteinemia, elevated ALP, and hypoglycemia. The dog received
supportive veterinary care and completed the study while remaining on the same
ThyroKare dose. Serum albumin returned to near baseline and total protein normalized
by the end of the study.

Twenty-two (22) individual case reports describing 42 adverse reactions related to the
clinical use of ThyroKare in dogs were reported voluntarily to Neogen Corporation (as of
2020). The following adverse events were reported: panting, anxiety, elevated or low
serum tT4 concentrations, vomiting, diarrhea, lethargy, unspecified skin issues,
folliculitis, hyperpigmentation, hair loss, hiding, polyuria, polydipsia, tachycardia,
masseter and temporal muscle atrophy, reduced appetite, polyphagia, and seizure.

CONTACT INFORMATION: For a copy of the Safety Data Sheet (SDS) or to report
suspected adverse drug events, contact Neogen Corporation at 800.525.2022. For
additional information about adverse drug experience reporting for animal drugs,
contact FDA at 1.888.FDA.VETS or www.fda.gov/reportanimalae.

CLINICAL PHARMACOLOGY: Synthetic levothyroxine (T4) is chemically identical to the
naturally-occurring thyroxine hormone. Levothyroxine sodium acts, as does
endogenous thyroxine, to stimulate metabolism, growth, development, and
differentiation of tissues. Levothyroxine sodium is absorbed rapidly from the
gastrointestinal tract after oral administration. When ThyroKare (levothyroxine sodium
tablets), USP was administered as a single oral dose of 0.1 mg/10 Ib (0.022 mg/kg) to 7
thyroidectomized, fasted Beagles, the absolute bioavailability of levothyroxine sodium
was low (19%). After 7 days of twice daily dosing, peak serum tT4 concentrations were
reached within 1.3 to 4 hours. The mean (£ standard deviation) terminal phase half-life
was 9.6 (£3.4) hours. Administration of levothyroxine sodium with food reduces oral
bioavailability.> Levothyroxine sodium is excreted in the feces. Absorption and
metabolism of levothyroxine can vary greatly between individual dogs, so therapeutic
monitoring of serum tT4 levels is recommended (see DOSAGE AND
ADMINISTRATION).

EFFECTIVENESS: In a US field study, 120 dogs were administered an initial dose of 0.1
mg/10 |Ib (0.01 mg/Ib, 0.022 mg/kg) body weight, given twice daily. The dose could be
increased or decreased (without a change in frequency) after 4 and 8 weeks and at
unscheduled visits, based on clinical findings and serum thyroid (tT4) hormone
concentrations.



Treatment success was determined at Day 84 and was defined as no more than two
prior dose adjustments and the serum tT4 concentration within the therapeutic range
(1.0 to 5.4 ug/dL) when collected 4 to 6 hours post-tablet administration. After 84 + 5
days of treatment, 87 of 107 evaluable cases (81.3%) were considered treatment
successes. During the extended use phase of the study that allowed additional dose
adjustments, 87 of 107 evaluable cases (81.3%) were considered treatment successes
after 168 =5 days of treatment.

Clinical signs of hypothyroidism (lethargy, weight gain, hypercholesterolemia,
bradycardia, cold intolerance, and dermatologic conditions such as alopecia, seborrhea,
hyperpigmentation, myxedema, hyperkeratosis, scaling, and pyoderma) generally
improved during the study.

ANIMAL SAFETY:

A comprehensive literature review identified publications that reported clinical signs and
adverse reactions resulting from oral and parenteral levothyroxine exposure in dogs.

Reported exposure to levothyroxine sodium, even at highdose multiples, was well
tolerated in the dogs included in the studies. Adverse reactions reported in naturally
hypothyroid and euthyroid dogs exposed to levothyroxine sodium equivalent to 0.5X to
2X the initial 0.1 mg/10 Ib (0.01 mg/Ib, 0.022 mg/kg) twice daily ThyroKare dose were
restlessness, lethargy, hyperactivity, anorexia, polyphagia, polyuria, polydipsia, periodic
lateral recumbency, tachypnea, syncope, tachycardia, hyperthermia, pruritus, alopecia,
skin scaling, dermatitis, otitis externa, change in coat color, weight loss, vomiting,
borborygmus, diarrhea, epistaxis, leukocytosis, and elevated serum total thyroxine. Two
studies of naturally hypothyroid dogs reported liver enzyme elevations [ALP, ALT, or
aspartate aminotransferase (AST)] related to levothyroxine sodium administration that
resolved in most dogs by 10 to 18 weeks after initiation of exposure. In one of the
studies, seven dogs had a hematocrit and red blood cell count above the upper
reference limit at the end of the study. In a study of euthyroid dogs, exposure to 0.5
mg/m2 levothyroxine sodium (approximately equivalent to the initial ThyroKare dose) for
8 weeks was associated with a decrease in pituitary thyrotrope volume density and
morphologic changes consistent with thyroid gland inactivity. After cessation of
treatment, the changes were reversible.

Chronic exposure to 25X the initial dose resulted in transient increases in bone
metabolism, but bone turnover returned to near normal levels after two months of
continuous exposure. Study dogs also exhibited transient increases in serum
phosphorus and calcium, hyperthermia, tachycardia, and tachypnea. Additional adverse
reactions reported in experimental studies that evaluated parenteral exposures to
levothyroxine (approximately 2.5X to 25X the initial oral daily dose) included
cardiovascular and dynamic conduction changes, anorexia, polycythemia, fine muscle
tremors, and death.

STORAGE CONDITIONS: Store at 20°-25°C (68°-77°F) with excursions allowed
between 15° and 30°C (59° and 86°F) and protect from light.

HOW SUPPLIED: ThyroKare (levothyroxine sodium tablets), USP is available as colored
tablets in nine strengths: 0.1 mg-yellow; 0.2 mg-pink; 0.3 mg-green; 0.4 mg-light pink;
0.5 mg-white; 0.6 mg-dark blue-violet; 0.7 mg-pinkish orange; 0.8 mg-light blue; and 1.0
mg-tan, in bottles of 180 and 1,000 tablet counts.

Approved by FDA under NADA # 141-539
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PRINCIPAL DISPLAY PANEL - 0.1 mg x 180 count Tablet Bottle Label
NDC: 59051-9100-0

ThyroKare™
(levothyroxine sodium tablets), USP

0.1 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 180 tablets
Approved by FDA under NADA # 141-539
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PRINCIPAL DISPLAY PANEL - 0.1 mg x 1000 count Tablet Bottle Label
NDC: 59051-9100-8

ThyroKare™
(levothyroxine sodium tablets), USP

0.1 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 1000 tablets
Approved by FDA under NADA # 141-539
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PRINCIPAL DISPLAY PANEL - 0.2 mg x 180 count Tablet Bottle Label
NDC: 59051-9102-0

ThyroKare™
(levothyroxine sodium tablets), USP

0.2 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 180 tablets
Approved by FDA under NADA # 141-539



veterinarian.

Indication: For replacement therapy for
diminished thyroid function in dogs.
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PRINCIPAL DISPLAY PANEL - 0.2 mg x 1000 count Tablet Bottle Label

NDC: 59051-9102-8

ThyroKare™

(levothyroxine sodium tablets), USP

0.2 mg

For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed

veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.

Net Contents: 1000 tablets

Approved by FDA under NADA # 141-539
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PRINCIPAL DISPLAY PANEL - 0.3 mg x 180 count Tablet Bottle Label
NDC: 59051-9104-0

ThyroKare™
(levothyroxine sodium tablets), USP

0.3 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 180 tablets
Approved by FDA under NADA # 141-539
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PRINCIPAL DISPLAY PANEL - 0.3 mg x 1000 count Tablet Bottle Label
NDC: 59051-9104-8

ThyroKare™
(levothyroxine sodium tablets), USP

0.3 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 1000 tablets
Approved by FDA under NADA # 141-539
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Indication: For replacement therapy for diminished thyroid function in dogs.

Net Contents: 180 tablets
Approved by FDA under NADA # 141-539
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PRINCIPAL DISPLAY PANEL - 0.4 mg x 1000 count Tablet Bottle Label
NDC: 59051-9106-8

ThyroKare™
(levothyroxine sodium tablets), USP

0.4 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 1000 tablets
Approved by FDA under NADA # 141-539

—; g% g3 Com SuesE S ol - A
L PR e o
23 BTE2EFZ: me SpEg_ &3
=E gsoe =g Eﬂﬂ'.-_. 25 = ™
i R R e L ThyroKare
:_E-_q_ 'ua = g = g.-g g _Z=n:r . .
égg Eggaﬁ‘:ggm;gg@gg%ggbg 2 (levothyroxine sodium tablets), USP

zROe FS,538g@2g5F58ny =
= = 838353 -ESgISEFTES 2
;E EE%F“WE' SSg-pimrgsdagag S
‘23 g2s9 =8 SEzcig Risgzs 2

m = bl =11 : 3== =1
: ﬁ,—_ﬂi a® SE=8§: §E§g§‘ B For oral use in dogs only

= — o= 2o = =
i 585 I3 SEE%2  Bass7 & CAUTION: Federal law resiricts this drug fo use by or

-EEE %E E"?TEE“EE 2335 on the order of a licensed veterinarian.
§=§§ =S 2253% 8ag~e 8§ Indication: For reptacement therapy for diminished thyroid function in dogs.
SR gg 5% gug=s =:538 ° Net Contents: 1000 tablets
6 28Eg: oo =
o= =2 35 S5co=8: 52387 o Approved by FDA under NADA # 141-539
o E— .=§ 22 %Egﬁg? :if__E‘-,q._l 3
= I g ﬁg BE 95 E?.mg;'ng o X
] - $E32 2 NEOGEN
o o : ﬁm”’ul‘r =

n B B0 SR i No. 09107 L7181-1220

PRINCIPAL DISPLAY PANEL - 0.5 mg x 180 count Tablet Bottle Label
NDC: 59051-9108-0

ThyroKare™
(levothyroxine sodium tablets), USP

0.5 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 180 tablets
Approved by FDA under NADA # 141-539
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to use by or on the order of a licensad
Net Contents: 180 tablets
Approved by FDA under NADA # 141-539

Itam Ho. 08108

Before using this drug, read package insertfor ful |
prescribing =§=u_ﬁ= pRCE _
e s i o
4 , 0.022 m [ !
Iyrokare should be ma______maam consitantly .!_n_,_
with or without food. Therapeutic monitoring should be
ucted every 4 wesaks until an adequate meaintananoe
im_mm_nu-nﬁu and then as needed for continued
ance.

Each tablet contains: _
evathyroxine Sodium, USP e 0.5mg
mtraindications: Do not use in dogawith En__
Becute myocardial infarction, or uncorrected adrenal
insufficiency. _

r Safety Warnings: Mot for human use. Keep out of
each of children. In the event of acd dental inge stion , see
dical advice immediateby and show the produdt label

the physician. Wash kands after handling.
nimal Safety Warnings: Keep ThyroKare in secure
ocation out of reach of %Mm_ E_m_u_a other animals to

event accidental ingestion or overdose.
at 20°-25°C (88°-77 °F) with allowed excursions

hi___a! 15° and 20°C (59° and 86°F) and protect fromi
ight. see bottom of bothle for Lotand Explraton Data.
“f..u!:a- HEE

Mamdino B A 4B __- __ __ ﬁ__ﬂi —
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Indication: For replacement therapy for diminished thyroid function in dogs.

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
Net Contents: 1000 tablets

PRINCIPAL DISPLAY PANEL - 0.5 mg x 1000 count Tablet Bottle Label
veterinarian.

NDC: 59051-9108-8

ThyroKare™

(levothyroxine sodium tablets), USP
For oral use in dogs only
Approved by FDA under NADA # 141-539

0.5 mg

Lnaz-1220

Thyfolﬁfe’"

(levothyroxine sodium tablets), USP
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Net Contenis: 1000 tablets
Approved by FDA under NADA # 141-539

on the order of a licensed veterinarian.
Indication: For replacement therapy for diminished thyroid function in dogs.

CAUTION: Federal taw restricts this drug fo use by or

liem No. 09109

Before using this drug, read package insert far full prescrbing |
information, i
Dosage and Administration: The initial dose is 0.1 mgA n_m_ﬁ
w_“_._“_._ mg'lb, 0.022 mg/kg) body weight twice daily. ThyrokK
hould be adminetersd consistently ether with or without food |
T herapeutic monitoring should be conducted every 4 weeks until
an adeq uate maimenance dose i established and thenas Hmnmn__
or continued maintenan e,

ach tablet containg I
..mqnahaazm S0dIUm  USP i 0.5 mg
Contraindications: Do not use in dogs with thy mtoxicoe s, mnrj
_ﬂ-_unﬂ____m_ infarction, or uncomrected adrenal insu Hicien oy,

r Safety Warnings: Mot for human use. Keep out of reach of
hildren. In the eventofaccidental ingestion, s ek me dical advice
immediately and show the product fabel to the physician. Wash
_nm:_u_m after handling.

nimal Safety Warnings: Keep Thyrakare in secure location out
of reach of dogs, cats, and other anima ks to prevent accidental
ingestion or overdose. |
re at20°-25°C (68" -T7 °F) with allowed ex cursions between

5 and 30°C (59° and 86°F) and protect from light. |
B bt m of bate for Lot and Expiration Deate,

26087 109109

E_..._.?n.u._in_"h."—&&! Carpin it o1
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PRINCIPAL DISPLAY PANEL - 0.6 mg x 180 count Tablet Bottle Label
NDC: 59051-9110-0

ThyroKare™
(levothyroxine sodium tablets), USP

0.6 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 180 tablets
Approved by FDA under NADA # 141-539

EE‘ e -~ o = E Egﬁg E’E‘FE gﬁ;grgbg E HOC: 28051 -2110-0

(W myroKare

=25 g;q&&aﬁ%gﬁi!gga i“%a*‘g (levothyroxine sodium

Zez  SogEegtEss HESgPERSE 53z tablets), USP

f5:  :EdSpofscs S2ER Fooso2o:

s B8g3285E58 3957 -§SESEss —

'QE E.;l].', ﬂsgmm-- Eﬁ% =4 gﬂgi- 2 For oral use in dogs only

=5 g¥3YsERoizE S5° g5 Sef & CAUTION: Federal law restricis this drug

I EE2a x%ﬁgg sl =8 z=3 B to use by or on the order of a licensed
S2EoBE 285 o5  gS5EgE 2 veterinarian,

Pl g;sﬁ- gga.g B 2 Eg £

=hbind o e it TR

:g- FEE %%':ﬁgé Ed Eﬂgﬂgg 2 Net Contents: 180 tablets

& — FEE %i %{g aE gggggg g Approved by FDA under NADA # 141-539
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lﬂ. P — g §_ _;.E. _g_ﬁi _E_.g—'g — Eg ;_%;E-ng == tam Ho. 08110 LTiT4-1220

PRINCIPAL DISPLAY PANEL - 0.6 mg x 1000 count Tablet Bottle Label
NDC: 59051-9110-8

ThyroKare™
(levothyroxine sodium tablets), USP

0.6 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 1000 tablets
Approved by FDA under NADA # 141-539
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Thyfokare’"

(levothyroxine sodium tablets), USP
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Net Contents: 1000 tablets
Approved by FDA under NADA # 141-539

on the order of a licensed veterinarian.
Indication: For replacement therapy for diminished thyroid function in dogs.

CAUTION: Federal law restricts this drug to use by or

liem No. 09111

Before using this drug, read package insertfor full prescrbing |
irformation. i
Dosage and Administration: The initial dose is 0.1 maA n_m_ﬁ
w_“_ 01 mg'lb, 0.022 mog/kg) body weight twice daily. Thyrok
hould be admingtersd consistently ether with ar without food |
T herapeutic monitoring should be conducted every 4 weeks unti
AN adeq ate maimenance dose & established and thenas nes
or continued maintenan iz,

ach tablet contains: |
..mqg.uaa:m SO, P v iirrritrmsmmmiss s 0.6 mu
Contraindications: Do not use in dogs with thy mtoxicos s, mn:j

ﬂ._wunﬂ____m_ infarction, or uncorrected adrenal insu fficiency.
r Safety Warnings: Mot for human use. Keep out of reach of
children. In the eventofaccide ntal ingestion, s ek me dical advice
immediately and show the product fabel to the physician. Wash
_nms___m atter handling.
nimal Safety Warnings: Keep T hyrakare in secure location out
if reach of dogs, cats, and other anima ks to prevent acciderntal
ingestion or averdose, |
re at20°-25°C (68" -77 °F) with allowed ex cursions between
5 and 30°C (59° and 86°F) and protect from light. |

B bt m of batle for Lot and Expiration Deate,
26087 " 09111

“_uﬂ?nEin_.q_EB!gEEB
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Indication: For replacement therapy for diminished thyroid function in dogs.

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
Net Contents: 180 tablets

PRINCIPAL DISPLAY PANEL - 0.7 mg x 180 count Tablet Bottle Label
veterinarian.

NDC: 59051-9112-0

ThyroKare™
Approved by FDA under NADA # 141-539

(levothyroxine sodium tablets), USP
For oral use in dogs only

0.7 mg

veterinarian.
Indication: For replacement therapy for

ThyroKare™
(levothyroxine sodium
tablets), USP
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CAUTION: Federal law restricts this drug
touse by or on the order of a licensed
diminished thyroid function in dogs.
Met GContents: 180 tablets
Approved by FDA under NADA # 141-539

Itam Ho. 08112

Before using this drug, read package insert for full :
prescribing infammation. _
mﬂﬁ and Administration: The initial dose is 0.1 =m.§m

: , 0 body weight twi .
hrokare Shou b adminktered Consstanty sther

with or without food. Therapeutic monitoring should be

ucted every 4 weeks until an adequate maintzranoes

is established and then as needed for continued
intenance.

Each tablet contains: _

evothyrodne Sodiom, USP ., 0.7 mg
ntraindications: Donot use in dogs with EE
Beute myocardial infarction, or uncorrected adrenal
insu fficiancy. _

r Safety Warnings: Mot for human use, Keep out of
eadh of children. In the event of acd dental inge stion , seek
dical advice immediate iy and show the produd label o
the physician. Wash hands after handling. _
nimal Safety Warnings: zﬁm Thyrokare in secure
ocation out of reach of oogs, , and other animals 8_

avent accidental ingestion or overdoss,
at 20°-25°C (68°-77 F) with allowed excursions

ebween 15° and 30°C (59° and 86°F) and protect fromi
ight. Soa bothom of bottle for Lotand Expiraton Dato.
iﬂ-ﬂl _HE_H_

Kandin Bl Lasnpton, Ky 40511
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PRINCIPAL DISPLAY PANEL - 0.7 mg x 1000 count Tablet Bottle Label
NDC: 59051-9112-8

ThyroKare™
(levothyroxine sodium tablets), USP

0.7 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 1000 tablets
Approved by FDA under NADA # 141-539

. S Ep- g oo EIJEs0gE - 4
g;; gﬁﬁggﬁﬁﬁggﬁéﬁagig% NDC: 59051-9112-8

£E Sobh copdpgdagslo - ™
i EgnlipBofsssfecisdiie ThyroKare
= P Iu—t ; = = g_g =] F‘:':cl : .
CHE Eggaﬁﬁaaxggggggggggg 2 (levothyroxine sodium tablets), USP

o zRUS L F 5w 2 SuSFEINEE o=

= @ aFISFSESESSHE -~ T
g;& c38652"5C85 5322053 S 0.7mg
2 229 ﬁg SE8z:=23% REsgzs & s
: ﬁ-‘ﬂi o® SE=2R: ﬁ%%gg = For oral use in dogs only
= _ o2 o = =
" 583 T2 SEZES: Boz.% & CAUTION: Federal law restricts this drug to use by or
gS& 25 g@acd m333s ° on the order of a licensed veterinarian.
m—'gg Eﬁ S+ TEE B5z== 8 Indication: For replacement therapy for diminished thyroid function in dogs.
Sgmmm 3% 5 cezos  Bozif = Net Contents: 1000 tablets
b | 3 =48 Do om e o5 Tao@ ;
= 3e g==EQ: =2oom = roved under NADA -539
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PRINCIPAL DISPLAY PANEL - 0.8 mg x 180 count Tablet Bottle Label
NDC: 59051-9114-0

ThyroKare™
(levothyroxine sodium tablets), USP

0.8 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 180 tablets
Approved by FDA under NADA # 141-539



veterinarian.
Indication: For replacement therapy for

NLC: 58051-3114-0

ThyroKare™

tablets), USP
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(levothyroxine sodium
GAUTION: Federal law restricts this drug
to use by or on the order of a licensed
diminished thyroid function in dogs.
Met Contents: 180 tablets
Approved by FDA under NADA # 141-539

ftam Ho. 06114

Before using this dnug, read package insertfor ful |
Emnaﬁu_ﬂ__ﬂ__u_ﬁ_. o _
mﬂm o, D052 Moke) body weight i Gl
! , 0.022 m ce !
myroKare should be mu___sma:h consistently .E_.L
with or without food. Therapeutic monitoring should be
ucted every 4 weeks until an adequate mainteranoe
Ih_mm_uu-nmn and then as needed for continued
ance.

Each tablet contains: _
evothyrodne Sodiom, USP ., 0.8mg
ntraindications: Donot use in dogs with 065
Beute myocardial infarction, or uncorrected mﬂ!u__
insufficiency. _

r Safety Warnings: Mot for human use, Keep out of
each of children. In the event of acd dental inge stion, see
dical advice immediate by and show the produd label

the physician, Wash hands after handling.
nimal Safety Warnings: zﬂm ThyroKare in securd
ncation out of reach of oogs, , and other animals S_

event accidental ingestion or overdoss.
at20°-25°C (68°-77 F) with allowed excursions

ﬂi___a! 15=amd 30°C (59° and 86°F) and protect fromi
ight. a0 bothom of battla for Lotand Expiration Data,
“ﬁiﬂi- __-En._
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Indication: For replacement therapy for diminished thyroid function in dogs.

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
Net Contents: 1000 tablets

PRINCIPAL DISPLAY PANEL - 0.8 mg x 1000 count Tablet Bottle Label
veterinarian.

NDC: 59051-9114-8

ThyroKare™

(levothyroxine sodium tablets), USP
For oral use in dogs only
Approved by FDA under NADA # 141-539

0.8 mg
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For oral use in dogs only

CAUTION: Federal taw restricts this drug fo use by or

Net Contents: 1000 tablets
Approved by FDA under NADA # 141-539

on the order of a licensed veterinarian.
Indication: For replacement therapy for diminished thyroid function in dogs.

liem MNo. 09115

Before using this drug , read package insert for full prescribing |
irform ation. |
Dosage and Administration: The initial dose is 0.1 mgA _um__.u
w_“_._“_._ mg'lb, 0.022 mg/ka) body weight twice daily. ThyrokK
hould be adminktersd consistently ether with or without food |
T herapeutic monitoring should be conducted every 4 weeks until
an adenuate maimenance dose B established and thenas Hmnmn__
or continued maintenan e,

ach tablet contains: I
..mq_uauau:m DR i b s it 0.8 mg)
Contraindications: Do not use in dogs with thy mtoxicoe s, mn:j

yocardial infarction, or uncorected adrenal ina ficienoy.

r Safety Warnings: Mot for human use. Keep out of reach of
children. In the eventof accide ntal ingestion, s ek medical advice
immediately and show the product abel to the physician. Wash
_u_m:_u_m after handling.

nimal Safety Warnings: Keep T hyrakare in secure location out
of reach of dogs, cats, and other animak to prevent acciderntal
ingestion or overdose. |
re at 20°-25°C (68°-T7 °F) with allowed ex cursions between

5 and 30°C (59° and 86°F) and protect from light. |
B bt m of batle for Lot and Expiration Deate, |

—mmcm”___ 09115

arufactured by: be o en Como i
Marding Biwl, Ladngian, KY 40611
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PRINCIPAL DISPLAY PANEL - 1.0 mg x 180 count Tablet Bottle Label
NDC: 59051-9126-0

ThyroKare™
(levothyroxine sodium tablets), USP

1.0 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 180 tablets
Approved by FDA under NADA # 141-539

E -3 o =y B ™m = OFoE NOC: 5051 51 2810

= BERcEgecoce =32 58 -
i %g;’éﬁigﬁ%“ g*ié; gg%a%sg f ThyroKare

a5 g;%ﬁﬁ&gﬁ%g;%igiﬁi iﬂ,%g_g (levothyroxine sodium
i ainggaa-;fagg' 2i-g’ SgE 8 5is tablets), USP

EEf SDoEEsESS3 SRS ~gacd3dzg

o8 %Eﬁg%sg%a se58 %EEE‘Z‘S

Ge SgyBesasss EE% 2 §§a§ 3 For oral use in dogs only

: E;igm%*i% Sg- g5o388 B CAUTION: Federal law restricts this drug
W Rl e
| E‘“E 'ggﬁgﬁg S| §a§ SE 8§ Indication: For replacement therapy for
|§= gfigﬂiaggﬁ g;é §§-§i§ ] diminished thyroid function in dogs.
|-S.§-E. 22 258 g5 wg;%,, = Net Contents: 180 tablets

H R - = @=: ZSgS@ge & roved by FDA under NADA # 141-539
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PRINCIPAL DISPLAY PANEL - 1.0 mg x 1000 count Tablet Bottle Label
NDC: 59051-9126-8

ThyroKare™
(levothyroxine sodium tablets), USP

1.0 mg
For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Indication: For replacement therapy for diminished thyroid function in dogs.
Net Contents: 1000 tablets
Approved by FDA under NADA # 141-539
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NDC: 59051-9126-8

ThyroKare™

(levothyroxine sodium tablets), USP

For oral use in dogs only

CAUTION: Federal law restricts this drug to use by or
on the order of a licensed veterinarian.

Indication: For reptacement therapy for diminished thyroid function in dogs.
Net Contents: 1000 tablets
Approved by FDA under NADA & 141-539

S [izm No. 09126 Lnm-1220

THYROKARE

levothyroxine sodium tablet

Product Information
Product Type PRESCRIPTION ANIMAL DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

LEVOTHYROXINE SODIUM (UNII: 9J7655329G) (LEVOTHYROXINE -
UNII:Q51B0O43MG4)

Product Characteristics

Color YELLOW Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code
1 NDC:59051-9100-0
2 NDC:59051-9100-8

Package Description
180 in 1 BOTTLE, PLASTIC
1000 in 1 BOTTLE, PLASTIC

Marketing Information

Marketing
Category

NADA

Application Number or Monograph
Citation

NADA141539

Marketing Start Date

Item Code (Source) NDC:59051-9100

Basis of Strength

LEVOTHYROXINE SODIUM
ANHYDROUS

Strength
0.1 mg

no score
5mm
0;1;T;4

Marketing End Date

Marketing Start
Date

01/01/2021

Marketing End
Date




THYROKARE

levothyroxine sodium tablet

Product Information
Product Type PRESCRIPTION ANIMAL DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

LEVOTHYROXINE SODIUM (UNII: 9)7655329G) (LEVOTHYROXINE -
UNI:Q51B043MG4)

Product Characteristics

Color pink Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code
1 NDC:59051-9102-0
2 NDC:59051-9102-8

Package Description
180 in 1 BOTTLE, PLASTIC
1000 in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Application Number or Monograph
Category Citation

NADA NADA141539

THYROKARE

levothyroxine sodium tablet

Product Information
Product Type PRESCRIPTION ANIMAL DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

Marketing Start Date

Item Code (Source) NDC:59051-9102

Basis of Strength Strength
LEVOTHYROXINE SODIUM
ANHYDROUS Bz g

no score
5mm
0;2;T;4

Marketing End Date

Marketing Start
Date

01/01/2021

Marketing End
Date

Item Code (Source) NDC:59051-9104

Basis of Strength Strength



LEVOTHYROXINE SODIUM (UNII: 9)7655329G) (LEVOTHYROXINE - LEVOTHYROXINE SODIUM 0.3m
UNI:Q51B0O43MG4) ANHYDROUS ' 9

Product Characteristics

Color green Score no score

Shape OVAL Size 5mm

Flavor Imprint Code 0;3;T;4

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:59051-9104-0 180 in 1 BOTTLE, PLASTIC
2 NDC:59051-9104-8 1000 in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NADA NADA141539 01/01/2021
THYROKARE

levothyroxine sodium tablet

Product Information

Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:59051-9106
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LEVOTHYROXINE SODIUM (UNII: 9J7655329G) (LEVOTHYROXINE - LEVOTHYROXINE SODIUM 04m
UNII:Q51B043MG4) ANHYDROUS 4 mg

Product Characteristics

Color pink (light pink) Score no score

Shape OVAL Size 5mm

Flavor Imprint Code 0;4;T;4
Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:59051-9106-0 180 in 1 BOTTLE, PLASTIC



2 NDC:59051-9106-8 1000 in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NADA NADA141539 01/01/2021
THYROKARE

levothyroxine sodium tablet

Product Information

Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:59051-9108
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LEVOTHYROXINE SODIUM (UNII: 9J7655329G) (LEVOTHYROXINE - LEVOTHYROXINE SODIUM 05 A
UNII:Q51B0O43MG4) ANHYDROUS ' 9

Product Characteristics

Color white Score no score

Shape OVAL Size 5mm

Flavor Imprint Code 0;5,T;4

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:59051-9108-0 180 in 1 BOTTLE, PLASTIC
2 NDC:59051-9108-8 1000 in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NADA NADA141539 01/01/2021
THYROKARE

levothyroxine sodium tablet

Product Information



Product Type PRESCRIPTION ANIMAL DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

LEVOTHYROXINE SODIUM (UNII: 9J7655329G) (LEVOTHYROXINE -
UNII:Q51B0O43MG4)

Product Characteristics

Color purple (dark blue/violet)
Shape OVAL

Flavor

Contains

Packaging

# Item Code
1 NDC:59051-9110-0
2 NDC:59051-9110-8

Package Description
180 in 1 BOTTLE, PLASTIC
1000 in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Application Number or Monograph
Category Citation

NADA NADA141539

THYROKARE

levothyroxine sodium tablet

Product Information

Product Type PRESCRIPTION ANIMAL DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

LEVOTHYROXINE SODIUM (UNII: 9J7655329G) (LEVOTHYROXINE -
UNI:Q51B0O43MG4)

Product Characteristics
Color orange (pinkish orange)

Shape OVAL

Marketing Start Date

Item Code (Source) NDC:59051-9110

Basis of Strength

LEVOTHYROXINE SODIUM
ANHYDROUS

Strength

0.6 mg

Score no score

Size 5mm

Imprint Code 0;6;T;4

Marketing End Date

Marketing Start
Date

01/01/2021

Marketing End
Date

Item Code (Source) NDC:59051-9112

Basis of Strength

LEVOTHYROXINE SODIUM
ANHYDROUS

Strength

0.7 mg

Score no score

Size 5mm



Flavor
Contains

Packaging

# Item Code
1 NDC:59051-9112-0
2 NDC:59051-9112-8

Imprint Code 0;7;T;4

Package Description
180 in 1 BOTTLE, PLASTIC
1000 in 1 BOTTLE, PLASTIC

Marketing Start Date Marketing End Date

Marketing Information

Marketing
Category

NADA

THYROKARE

NADA141539

Application Number or Monograph
Citation

Marketing Start
Date

01/01/2021

Marketing End
Date

levothyroxine sodium tablet

Product Information

Product Type

Route of Administration

PRESCRIPTION ANIMAL DRUG

Item Code (Source) NDC:59051-9114

ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LEVOTHYROXINE SODIUM (UNII: 9J7655329G) (LEVOTHYROXINE - LEVOTHYROXINE SODIUM 0.8m
ANHYDROUS S Mg

UNI:Q51B043MG4)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging

# Item Code
1 NDC:59051-9114-0
2 NDC:59051-9114-8

blue (light blue) Score no score
OVAL Size 5mm
Imprint Code 0;8,T;4

Package Description
180 in 1 BOTTLE, PLASTIC
1000 in 1 BOTTLE, PLASTIC

Marketing Start Date Marketing End Date

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

Marketing Start
Date

Marketing End
Date



NADA NADA141539 01/01/2021

THYROKARE

levothyroxine sodium tablet

Product Information

Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:59051-9126
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LEVOTHYROXINE SODIUM (UNII: 9)7655329G) (LEVOTHYROXINE - LEVOTHYROXINE SODIUM 10m
UNI:Q51B043MG4) ANHYDROUS 0 mg

Product Characteristics

Color brown (tan) Score no score

Shape OVAL Size 5mm

Flavor Imprint Code 1,0;T;4

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:59051-9126-0 180 in 1 BOTTLE, PLASTIC
2 NDC:59051-9126-8 1000 in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NADA NADA141539 01/01/2021

Labeler - Neogen Corporation - Mercer Rd. (042125879)

Registrant = Neogen Corporation - Mercer Rd. (042125879)

Establishment
Name Address ID/FEI Business Operations
Neogen Corporation - Mercer Rd. 042125879 manufacture, LABEL, analysis

Revised: 9/2021 Neogen Corporation - Mercer Rd.
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