CREDELIO- lotilaner tablet, chewable
Elanco US Inc.

Credelio™
CAT (lotilaner)

Chewable Tablets
For oral use in cats
Caution:

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

Description:

CREDELIO CAT (lotilaner) is a chewable tablet for oral administration to cats and kittens
according to their weight. Each chewable tablet is formulated to provide a minimum
lotilaner dosage of 2.7 mg/lb (6 mg/kg).

Lotilaner has the chemical composition of 5-[(55)-4,5-dihydro-5-(3,4,5-trichlorophenyl)-
5-(trifluoromethyl)-3-isoxazolyl]-3-methyl-N-[2-0x0-2-[(2,2,2-trifluoroethyl)amino]ethyl]-
2-thiophenecarboxamide.

Indications:

CREDELIO CAT kills adult fleas and is indicated for the treatment and prevention of flea
infestations (Ctenocephalides felis) for one month in cats and kittens 8 weeks of age and
older, and weighing 2.0 pounds or greater.

CREDELIO CAT is also indicated for the treatment and control of /Ixodes scapularis
(black-legged tick) infestations for one month in cats and kittens 6 months of age and
older, and weighing 2.0 pounds or greater.

Dosage and Administration:

CREDELIO CAT is given orally once a month, at the minimum dosage of 2.7 mg/Ib (6
mag/kg).

Dosage Schedule:

Body Weight Lotilaner Per Chewable Tablet (mg) Chewable Tablets
Administered
2.0to 4.0 Ibs 12 One
4.1to 17.0 Ibs 48 One
Administer the appropriate
Over 17.0 Ibs NA combination of chewable

tablets



NA = not applicable.

CREDELIO CAT must be administered with food (see Clinical Pharmacology).

Treatment with CREDELIO CAT can begin at any time of the year and can continue year-
round without interruption.

Contraindications:

There are no known contraindications for the use of CREDELIO CAT.

Warnings:
Not for human use. Keep this and all drugs out of the reach of children.

Keep CREDELIO CAT in a secure location out of reach of dogs, cats, and other animals
to prevent accidental ingestion or overdose.

Precautions:

Lotilaner is a member of the isoxazoline class. This class has been associated with
neurologic adverse reactions including tremors, ataxia, and seizures. Neurologic adverse
reactions have been reported in cats receiving isoxazoline class drugs, even in cats
without a history of neurologic disorders. Use with caution in cats with a history of
neurologic disorders.

The safety of CREDELIO CAT has not been established in breeding, pregnant and
lactating cats (see Foreign Market Experience).

The effectiveness of CREDELIO CAT against Ixodes scapularis in kittens less than 6
months of age has not been evaluated.

Adverse Reactions:

In a well-controlled U.S. field study, which included 341 cats (228 cats treated with
CREDELIO CAT and 113 cats treated with a topical active control), there were no serious
adverse reactions.

Cats with Adverse Reactions in the Field Study

Adverse Reaction CREDELIO CAT Group: Active Control Group:
(AR) Number (and Percent) of Number (and Percent) of
Cats with the AR (n=228) Cats with the AR

(n=113)

Weight Loss 5(2.2%) 2 (1.8%)
Tachypnea 3 (1.3%) 0 (0.0%)
Vomiting 3 (1.3%) 1 (0.9%)
Diarrhea 2 (0.9%) 0 (0.0%)
Anorexia 2 (0.9%) 0 (0.0%)



Elevated blood urea nitrogen 2 (0.9%) 0 (0.0%)
(BUN)*

*Two geriatric cats developed mildly elevated blood urea nitrogen (BUN) (42 to 58

mg/dL; reference range: 14 to 36 mg/dL) during the study. One of these cats, which

had suspected pre-existing kidney disease, also developed a mildly elevated serum

creatinine (2.5 mqg/dL; reference range: 0.6 to 2.4 mg/dL) during the study.

Foreign Market Experience: The following adverse events were reported voluntarily
during post-approval use of the product in cats in foreign markets: hyperactivity,
pruritus, tachypnea, dyspnea, lethargy, vomiting, anorexia, hyperthermia,
hypersalivation, tachycardia, mydriasis, tremors, ataxia, seizures, hepatopathy,
anaphylactic reactions resulting in death, pancreatitis, immune mediated hemolytic
anemia, and glomerulopathy.

Five 3- to 4-week-old nursing kittens (one litter of 2 kittens and one litter of 3) died within
three days of the queens receiving CREDELIO CAT. Two pregnhant cats spontaneously
aborted or had fetal and perinatal deaths within a few days of receiving CREDELIO CAT.

Post-Approval Experience (2024)

The following adverse events are based on post-approval adverse drug experience
reporting for CREDELIO CAT. Not all adverse events are reported to FDA/CVM. It is not
always possible to reliably estimate the adverse event frequency or establish a causal
relationship to product exposure using these data.

The following adverse events reported in cats are listed in decreasing order of reporting
frequency:

Pruritus, vomiting, lethargy, behavioral changes (including hyperactivity, vocalization,
and hiding), tachypnea, anorexia, muscle tremor, dyspnea, hyperthermia, and ataxia.

Contact Information

To report suspected adverse events, for technical assistance or to obtain a copy of the
Safety Data Sheet (SDS), contact Elanco US Inc. at 1-888-545-5973.

For additional information about adverse drug experience reporting for animal drugs,
contact FDA at 1-888-FDA-VETS or http://www.fda.gov/reportanimalae.

Clinical Pharmacology:

Following oral administration of 26 mg/kg (the maximum labeled dose), peak lotilaner
concentrations were achieved in most cats at the 24-hour sampling point. Cats 3
months of age had a shorter elimination half-life (average of 7.5 days) than at 7 months
of age (average of 32 days).

Due to reduced drug bioavailability in the fasted state, CREDELIO CAT must be
administered with a meal or within 30 minutes after feeding.

Mode of Action:



Lotilaner is an ectoparasiticide belonging to the isoxazoline group. Lotilaner inhibits
insect and acarine gamma-aminobutyric acid (GABA)-gated chloride channels. This
inhibition blocks the transfer of chloride ions across cell membranes, which results in
uncontrolled neuromuscular activity leading to death of insects and acarines. The
selective toxicity of lotilaner between insects and acarines and mammals may be inferred
by the differential sensitivity of the insects and acarines’ GABA receptors versus
mammalian GABA receptors.

Effectiveness:

In a well-controlled laboratory study, CREDELIO CAT began to kill fleas six hours after
administration, with greater than 98% of fleas killed within 12 hours after administration.
In another well-controlled laboratory study, CREDELIO CAT demonstrated 100%
effectiveness against adult fleas 24 hours after administration or infestation for 35 days.

In a 90-day well-controlled U.S. field study conducted in cats with existing flea
infestations of varying severity, the effectiveness of CREDELIO CAT against fleas on
Days 30, 60 and 90 compared to baseline was 98.5%,100% and 100%, respectively.
Cats with signs of flea allergy dermatitis showed improvement in erythema, papules,
scaling, alopecia, dermatitis/pyodermatitis, and pruritus as a direct result of eliminating
fleas.

In a well-controlled laboratory study, CREDELIO CAT killed fleas before they could lay
eggs, thus preventing subsequent flea infestations after the start of treatment of
existing flea infestations for 30 days.

In well-controlled laboratory studies, CREDELIO CAT demonstrated >97% effectiveness
against Ixodes scapularis ticks 72 hours after administration or infestation for 31 days.

Palatability: In the U.S. field study, which included 648 doses administered to 225 cats,
21.1% of the doses were voluntarily consumed when CREDELIO CAT was offered by
hand, on the floor, or in an empty bowl, an additional 25.8% of doses were voluntarily
consumed when CREDELIO CAT was offered with food, and 52.6% of doses required
placement of the chewable tablet in the back of the cat’s mouth.

Owners were unable to administer CREDELIO CAT for 0.5% of doses.

Animal Safety:

In @ margin of safety study, CREDELIO CAT was administered orally to 24 (8 cats/group)
8-week-old cats at 1, 3 and 5X the maximum labeled dose of 26 mg/kg every 28 days
for eight consecutive doses. The 8 cats in the control group (0X) were untreated.

There were no clinically-relevant, treatment-related effects on physical and neurologic
examinations or gross pathology. Dry food consumption was reduced in male cats in all
treated groups compared to control cats. Body weights of male cats in the 3X group
were less than the control male cats. Vomiting occurred post-dosing in cats in all
groups, including the control group, but was increased in the 5X group. At multiple time
points, neutrophil counts were decreased (750-2710/uL; low end of normal:
approximately 2800/uL) in cats in all treated groups compared to control cats, including
in a cat in the 3X group that died during anesthesia to obtain the electrocardiogram
(ECG). From Days 28 to 92, two and three female cats in the 3X and 5X group,



respectively, had elevations in blood urea nitrogen (BUN) at least at one time point (37-
43 mg/dL; high end of normal: 36 mg/dL). Three cats each in the control, 1X and 5X
groups and six cats in the 3X group had minimal, usually unilateral, tubular regeneration
of the kidneys. One cat each in the control, 1X and 5X groups and four cats in the 3X
group had minimal generalized lymphoid depletion of the thymus. Four of the five cats in
the two high-dose groups (3X and 5X) with the thymus changes also had neutropenia at
25% or more of the time points.

Blood concentrations of lotilaner confirmed systemic exposure in all cats administered
lotilaner, although the exposure was less than dose proportional.

Storage Information:
Store at 15-25°C (59 -77°F), excursions permitted between 5 to 40°C (41 to 104°F).

How Supplied:

CREDELIO CAT is available in two chewable tablet sizes for use in cats: 12 and 48 mg
lotilaner. Each chewable tablet size is available in color-coded packages containing 1
chewable tablet. The 48 mg chewable tablet size is also available in color-coded packages
containing 3 or 6 chewable tablets.

Approved by FDA under NADA # 141-528

Manufactured for:
Elanco US Inc
Greenfield, IN 46140 USA

CredelioCAT.com

Credelio, Elanco and the diagonal bar logo are trademarks of Elanco or its affiliates. ©
2024 Elanco or its affiliates

Rev. date November 2024
PA104223X
Elancomy

Principal Display Panel - 1 Tablet 12 mg Box Label
1 TABLET

Cats &
Kittens

2.0-4.0 Ibs

Credelio™
CAT (lotilaner)

Treats and prevents flea infestations in
cats and kittens 8 weeks of age and older.
Treats and controls /xodes scapularis



tick infestations in cats and kittens
6 months of age and older.

12 mg chewable tablet
Kills fleas

Kills 1. scapularis
ticks

Monthly dose

Give with
food

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

Approved by FDA under NADA # 141-528

Elanco
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CREDELI) CAT kills achuft fleas and i indicated for 1TAE',LET kittens | 2:0-4.0 bs
the treatmsent and prevention of flea infestafions
Clenocephalides fefis) for one moni in cats and
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210 pounids or greater.

CREDEL) CAT is akso indicated fior the treatment and
conirod of [pges scapulans (biack-legged tick)
infestations for one month in cats and kittens

& months of age and oider, and weighing 2.0 pounds
or greater.

Desage and Administration: CREDELID CAT chewsble
tabiets are given by mowth once a monkh at the
recommended minimum dosage of 2.7 mo/b {6 mgkg).
mmwwmmnmm’ﬁnﬁ
Wamings: Nat for human use. Keep thes and al
medications outof the neach of children. Keep CREDELID
CAT in a secure Incation out of reach of dogs, cats, and
other animals to prevent accidental ingestion or overdose.
Precautiones: CREDELIO CAT is a member of the
Esnocazoling chess. This dass has been associated
with newrlogic adverse reacions including tremsors,
ataxia, and seizures. Neurakogic adverse reactions have
been reported in cate receiving Enaroling cass drugs,
even in cats without a history of neurologic disorders.
Lz with caufion in cats with a history of neuniogic
disorders.

The safe use of CREDELI) CAT in breeding, pregnant or
Iactaing cats has not been established.

The effectiveness of CREDELID CAT against (ndes
SCapLians infestations in cats and kitlens ess than

& months of age has nof been evaluated.

Storage Conditions: Store at 15-25°C (58-TT°F),
excursions permitied between 5-40°C (41-104°F).
Ouwesfions? Corsult your veserinarian, call
1-8B8-545-5471, or visit Crede§oCAT.com

For additional information about adverse drug
experience reporting for animal drugs, contact FODA at
1-8E8-FDA-VETS or anling at

Inttpfweenafida gowreportanimatag.
Manutactured for Elanco US Inc.

Greenfiedd, IN 46140
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Credelio
CAT (lotilaner)

Treats and prevents fleqa infestations in
cats and kittens 8 weeks of age and older.
Treats and controls ps scapularis

tick infestations in cats and kittens

& months of age and older.

12 mg chewable tablet
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= 1 small 12 mg chewable tablet for kitiens:

204 0hs
= Preserizng infermation
Cradedio isa manthly chewsable tabiel thal can protect
your kitten againet flesss and Scke.
Talk with your veterinarian teday about
CREDELI) CAY and visit elancoreminders.com |
to receive free momthly reminders to keep

your kitten profected. —
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For compiste product information, refer to the packsge inssrt
CREDELIO CAT kills aduit fleas and is indicated for fie treatment
and prewention of flea infestations (Cianocephalies feiis)

fior one month in cate and kittens § weeks of age and oider,
and wesghing 2.0 pounds or greater.

(CREDELIO CAT | siso Indicated for the trestment and control of
Cap o one month
In cats and kittens & months of age and older, and weighing
2,00 pounds o greater.

[osage and Administration: CRECELI) CAT chewable tabiets
ane given by mouth amonth at the

minimum dosage of 2.7 mg/in {6 mgdg). CREDELIO CAT must
e administersd wih food.

Warnings: Mot for human use. Keep this and 2l medicabions
ot of the reach of children. Keap CAEDELID CAT in 2 sscure
locabon out of reach of dogs, cats, and oiher animals to
prevent accidental ingestion or overdose.

Precautions: CREDELID CAT is 2 member of the iscarodne class.
Thiz ciass has been sssocisted with neuralogic adverse reactions
Inchuding tremors, atmda. and seizures. Neurologic adverse
reactions hawa baen reported in cats receiving isoxaznling ciass
dnugs, aven in cats without a history of neuriogic disorders.

Uise with caution in cats with 3 Féstory of neuroksgic dsarders.
The safe use of CREDELID CAT in breeding, pregnant or lactating
catz has not been establishad.

The effectiveness of CREDELIO CAT aganst fides acapulans
Infestations in cats and kittens lass than & montha of age has
not been evaluated.

‘Storage Conditions: Store &t 15-25°C (58-T7°F), excursions
permitied between 5-40°C (41-104°F)

Ouestions? Consult wour veterinanan, call 1-888-545-5973,
orvist CredelloCAT.com

For sdditional information about sdverse dnug axperience
reporting for animal drugs, contact FOA at 1-888-FOAVETS

or anbne &t hitp:fweww fda gowreportanimatss
Manutzcturad for Elanco US inc.

Greenfisid, N 46140
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Credelio
CAT (lotilaner)

Gowe with
fiood

Treats and prevents flea infestations in
cats and kittens 8 weeks of age and older.
Treats and controls Ixodes scapularis tick
infestations in cats and kittens 6 months
of age and older.

12 mg chewable tablet

CAUTION: Federad law restricts this drug to use by
or 0n the oeder of & licensed veterinarian.

Approved by FDA under NADA # 141-528 w
NOT FOR. RESALE

Principal Display Panel - 1 Tablet 48 mg Box Label

1 TABLETS

Cats &
Kittens

4.1-17.0 lbs

Credelio™
CAT (lotilaner)

Treats and prevents flea infestations in
cats and kittens 8 weeks of age and older.
Treats and controls /xodes scapularis

tick infestations in cats and kittens

6 months of age and older.
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48 mg chewable tablet
Kills fleas

Kills I. scapularis
ticks

Monthly dose

Give with
food

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

Approved by FDA under NADA # 141-528

Elanco
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For complete product information, refer o the
package inse. o Cats & -
CREDELI) CAT kil adult fleas and is indicated for TABLET  pittene | 41-17.01bs
the treatment and preventon of flea infestafions 2
{ Clenpcephakes felis) for one monkh in cats and
kittens & weeks of 208 and older, and weighing

210 pounds or greater.

CREDELND CAT ke aleo indicated for the freatment and
conirod of [iaes scapalans (biack-leaged tick)
infiestations for one month In cats and kittens

& months of age ard odder, and weighing 2.0 pounds
or greater.

Desage and Administration: CREDELID CAT chewable
fablets are given by mouth once a monih at the
recommended minimum of 2.7 mg/b {6 .
CREDELND CAT must be admi madm%mfméw
Wamings: Mot for human use. Keep this and all
medicaons out of the reach of chiidren. Keep CREDELID
CAT in a secure location out of reach of dogs, cats, and
other animals to prevent accidental ingestion or overdose.
Precautions: CREDELI) CAT is a member of the
Boxarnling ciass. This dass has been associated
with neurologic atverse reactions including tremars,
atzxia, and seizures. Neunokogic adverse reactions have
been reported in cats receiving smeaznling s dnigs,
even in cats without a history of neuralogic disordess.
L with caution in cats with a history of neunologic
disorders.

The zafe use of CREDELID CAT in breeding, pregnant or
lactating cats has not been estzblished.

The effectivencss of CREDELID CAT against [iades
scaputans infestaBons in cats and kifteres es than

& months of age has nof been evaluaied.

Storage Conditions: Store at 15-25°C (59-77°F,
excursions pemitied betwesn 5-40°C (41-104°F).
QuesBions? Consult your veterinarian, call

St | 1-888-545-5973, or visiht CredefioCAT.com
el | Foradditional information about adverse drug

i experience reporting for animal drugs, contact FOA at
1-8848-FOA-VETS or anline at
Manutactured for Elanco US Inc.
Greantiedd, IN 46140

Product of China w
SHI02EC ]

Credelio
CAT (lotilaner)

Treats and prevents flea infestations in
cats and kittens & weeks of age and older.
Treats and controls i s scapulars
tick infestations in cats and kitkens
& manths of age and older.

48 mg chewable tablet
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3 TABLETS

Cats &
Kittens

4.1-17.0 Ibs

Credelio™



CAT (lotilaner)

Treats and prevents flea infestations in
cats and kittens 8 weeks of age and older.
Treats and controls Ixodes scapularis

tick infestations in cats and kittens

6 months of age and older.

48 mg chewable tablet
Kills fleas

Kills I. scapularis
ticks

Monthly dose

Give with
food

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

Approved by FDA under NADA # 141-528

Elanco



Far complete product information, refer to the
package inser.
CREDELID CAT kil adult fleas and is indicated for
the treatment and preventian of flea infestations

A is} for one month in cats and
1mwnfﬁ and older, and weighing
2.0} pounds or greaker.
CREDELK) CAT & aleo indicated for the treatment and
conirod of Iepdes scapuians (bkack-legged tick)
infestations for one monith in cats and kittens
& monthe of age and older, and weighing 2.0 pounds
o greater.
Desage and Administration: CREDELIO CAT chewable
fabiets are gven by mouth once a monkh at the
recomimended minimum of 2.7 mgb {6 megg).
CREDELID CAT must be administered with food.
Wamings: Mat for human use. Keep this and all
medicaions out of the reach of . Keep CREDELM)
CAT in a secure iocation out of reach of dogs, cats. and
other animals to prevent accidental ingestion or overdose.
Precautions: CREDELID CAT is a member of the
tsoocazoling cass. This class has been associated
with neuroiogic adverse reachions including tremars.
atada and sezures. Neurokogic atverse reactions have
been reported in cats receiving koazoline cass dnugs,
evan in cats without a history of neurologic deordess.
Lize with caulon in cats with a history of neurologic
disonders.
The safe use of CREDELI) CAT in breeding, pregnant or
lactating cats has not been established.
The effectiveness of CREDELI] CAT agamnst lades
Stapuians infestalons in cats and kitlens bess than
& months of age has not been evaluated.
Storage Conditions: Store at 15-25°C (59-77°F),
excursans permitied between 5-40°C (41-104°F).
Quesfions? Coresult your vederinarian, cal
1-8E8-545-597 3, or visit CrededoCAT com
For additional information about adverse dnag
experience reporting for animal drags, contact FOA at
1-8E8-FIW-VETS or online at
Inttpefweanw fita gowireportanimatas.
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48 mg chewable tablets
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Treats and prevents flea infestations in
cats and kittens 8 weeks of age and older.
Treats and controls /xodes scapularis

tick infestations in cats and kittens

6 months of age and older.

48 mg chewable tablet
Kills fleas

Kills I. scapularis
ticks

Monthly dose

Give with
food

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

Approved by FDA under NADA # 141-528

Elanco
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i  Forcomplete product information, refer o the package insert.

i CREDELIO CAT kilks adult fieas and i indicated for the treatment
i and prevention of flea infestations ides filis)

for ona manth in cats and kittens 8 wesks of age and oldar,

: and waighing 2.0 pounds or greater.

! CREDELID CAT is akso indicated for the treatment and contral of
lxnoles scapuianis (black-lepged tick) infestations for one manth
i i cats and kittens & months of age and cider, and weighing

! 2.0 pounds or greater.

Do=age and Administration: CREDELI) CAT chewable tablets
i ara given by mouth onca a month 2t the recommendad

! minamum e of 2.7 mg/¥h (6 mgdg). CREDELID CAT must

1 vaBLeT KIT  |17.0 Lbs.

»
Credelio
CAT (lotilaner)

KITTEN‘ 4.1-

i be administered with food.

Wamings: Mot for human w=e. Keep this and all medications
i outof the reach of children. Keep ELIQ CAT in & secure
1 location out of reach of dogs, cats, and other animals fo
prevent accidental ingestion or overdose.
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Precautions: CREDELX) CAT is a member of the isoxazaling class. B [ : :
! This class has been associated with neurdlogic adverse reactions ! Eﬁ 1 Manthly dose
| including tremors, ataxia. and seizwes. Neurologic adversa } g :
i reactions have been reported in cats receiving isoxazoling class i 34 i
! drugs, aven in cats without 3 history of neurglogic disorders. r oay @
| Use with caution in cats with a history of neurdlogic disorders. o :
i The safe use of CREDELID CAT in brasding, pregnant or lactating i 5B Give with
! cats has not bean established. ] ] L
! The effectveness of CREDELIO CAT against bodes scaputars \ i i
i infastations in cats and kittens less than & months of aga has : : Treats and prevents flea infestations in
i ot been evaluated. b i £ i catsand kittens 8 weeks of age and older.
! mﬁ'ﬂ"'s‘_m :-1[11-?-0?;1: BRITTE. exuiong ! 3 ! Treats and controls Ixodes scapularis tick
« 4 smal 48 g chemabl et for bl ! Ouastions? Coneult your vetarinarian, call 1-823-545-5071, ' infestations in cats and kittens & months
4101701 ! arvisi CredelioCAT.com : g of age and older.
* Presuribing information i For edditional information about Acverse drug Expernence i
Credeic it 8 murihly chewsble babiel el can protect : reporting for animal , contact FDA at 1-838-FIW-VETS : 3 48 mg chewable tablet
your itten agains! fass and Sk R oniing at hitp:/ e ida.gowreportanimalag. ;
Talk with your veterinarian today shout | Manufactured for Elance US Inc. i
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to receive free monthly reminders to keep Product of China
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CREDELIO

lotilaner tablet, chewable

Product Information
Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:58198-5487

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Lotilaner (UNIl: HEH4938D7K) (Lotilaner - UNII:HEH4938D7K) Lotilaner 12 mg

Product Characteristics




Color White (white to brownish with brownish spots) Score no score
Shape ROUND (biconvex beveled edges) Size 5mm
Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:58198-5487-2 16 in 1 BOX

1 NDC:58198-5487-1 1in 1 CARTON
1 1in 1 BLISTER PACK
2 NDC:58198-5487-3 7 in 1 BOX

2 1in 1 CARTON

2 1in 1 BLISTER PACK

Marketing Information

Marketing Application Number or Monograph
Category Citation

NADA NADA141528

CREDELIO

lotilaner tablet, chewable

Product Information
Product Type PRESCRIPTION ANIMAL DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

Marketing Start Marketing End
Date Date

04/12/2021

Item Code (Source) NDC:58198-5488

Basis of Strength Strength

Lotilaner (UNII: HEH4938D7K) (Lotilaner - UNII:HEH4938D7K) Lotilaner 48 mg
Product Characteristics

Color White (white to brownish with brownish spots) Score no score
Shape ROUND (biconvex beveled edges) Size 8mm
Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:58198-5488-4 16 in 1 BOX
1 NDC:58198-5488-1 1in 1 CARTON
1 1in 1 BLISTER PACK



NDC:58198-5488-5
NDC:58198-5488-2

NDC:58198-5488-6
NDC:58198-5488-3

NDC:58198-5488-7
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16 in 1 BOX

1in 1 CARTON

3 in 1 BLISTER PACK
10 in 1 BOX

1in 1 CARTON

6 in 1 BLISTER PACK
7 in 1 BOX

1in 1 CARTON

1in 1 BLISTER PACK

Marketing Information

Marketing
Category

NADA

Application Number or Monograph
Citation

NADA141528

Labeler - Eianco us Inc. (966985624)

Revised: 2/2025

Marketing Start
Date

04/12/2021

Marketing End
Date

Elanco US Inc.
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