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

1 World Health Organization (WHO). (2011). Critically Important Antimicrobials for Human Medicine. 3rd Revision. 
Available at: http://www.who.int/iris/handle/10665/77376 Accessed March 20, 2019. 

2Papich MG. (2010). Florfenicol. In: Saunders Handbook of Veterinary Drugs. 3rd ed. St. Louis, MO: Elsevier Inc.;314-316.

Claro® is indicated for the treatment of otitis externa in dogs associated with 
susceptible strains of yeast (Malassezia pachydermatis) and bacteria (Staphylococcus 
pseudintermedius). CONTRAINDICATIONS: Do not use in dogs with known tympanic 
membrane perforation. Claro® is contraindicated in dogs with known or suspected 
hypersensitivity to florfenicol, terbinafine hydrochloride, or mometasone furoate.
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Order today! 
Contact your Bayer sales representative, 
customer service (1-800-633-3796) or 
your preferred distributor.

Reach for the power of single-dose Claro®  

(florfenicol, terbinafine, mometasone furoate) Otic Solution.

A single-dose regimen 
for your patients

Administered by you in 
your clinic

No at-home treatments 
for your clients

Duration of effect that 
should last 30 days 

one-dose wonderThe 

for your most common 

otitis externa cases.

be the hero your patients
and clients deserve.



Target your most common OE cases    
 with THREE ACTIVE INGREDIENTS.

Claro® is indicated for the treatment of otitis externa in dogs associated with susceptible strains of yeast 
(Malassezia pachydermatis) and bacteria (Staphylococcus pseudintermedius). CONTRAINDICATIONS: Do not use 
in dogs with known tympanic membrane perforation. Claro® is contraindicated in dogs with known or suspected 
hypersensitivity to florfenicol, terbinafine hydrochloride, or mometasone furoate.

PRECAUTIONS: Do not administer orally. The use of Claro® in dogs with perforated tympanic membranes has not been 
evaluated. The integrity of the tympanic membrane should be confirmed before administering the product. Reevaluate the 
dog if hearing loss or signs of vestibular dysfunction are observed during treatment. WARNING: Not for use in humans. 
Keep out of reach of children. Avoid contact with eyes.

Confidence in every dose.
Ear infections are a common reason for a trip to your clinic. And you want to choose an option 
that works for the majority of these cases. Claro® (florfenicol, terbinafine, mometasone furoate) 
Otic Solution is the single-dose formulation that gives you the power to treat otitis externa 
without the uncertainty of client compliance. Claro® is a unique combination of active ingredients proven effective against Staphylococcus 

pseudintermedius and Malassezia pachydermatis, the predominant bacterial and fungal pathogens 
seen in canine otitis externa cases.

Terbinafine
Provides potent anti-yeast activity

Selectively inhibits ergosterol production 
in fungi, leading to fungal cell death

Penetrates keratinized tissues, entering 
stratum corneum and sebum via direct 
diffusion through skin

Florfenicol
 Provides potent antibacterial activity

Works by inhibiting bacterial 
protein synthesis

Not a World Health Organization (WHO) 
critically important antibiotic for human use1

Not reported to cause aplastic anemia in 
people, like chloramphenicol2

 
Mometasone furoate

Highly lipophilic corticosteroid

Provides powerful 
anti-inflammatory activity

Reduces swelling, improving comfort

A single, 1-mL dose of Claro® in each infected ear 
treats dogs of all sizes. No refrigeration required – 
just keep it wherever it’s most convenient.

One size   
 loves all.

Single -dose regimen

The only FDA-approved, single-dose canine otitis 
externa regimen 

Administration by you in your clinic eliminates 
the uncertainty of client compliance

No drops or gels to send home; no work 
for your clients

Sufficient volume to coat the ear canal 
of dogs of all sizes

Fast-acting and long-lasting

Clear aqueous solution quickly penetrates deep 
into the ear canal where the infection resides

Highly lipophilic to break through waxy buildup

Duration of effect should last 30 days
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(florfenicol, terbinafine, mometasone furoate) 
Otic Solution

Antibacterial, antifungal, and anti-inflammatory
For Otic Use in Dogs Only

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

DESCRIPTION:
CLARO® contains 16.6 mg/mL florfenicol, 14.8 mg/mL terbinafine (equivalent 
to 16.6 mg/mL terbinafine hydrochloride) and 2.2 mg/mL mometasone furoate. 
Inactive ingredients include purified water, propylene carbonate, propylene glycol, 
ethyl alcohol, and polyethylene glycol.

INDICATIONS:
CLARO® is indicated for the treatment of otitis externa in dogs associated with 
susceptible strains of yeast (Malassezia pachydermatis) and bacteria (Staphylococcus 
pseudintermedius).

DOSAGE AND ADMINISTRATION:
Shake before use.
CLARO® should be administered by veterinary personnel.
Administer one dose (1 dropperette) per affected ear. The duration of effect should 
last 30 days.

1.	 Clean and dry the external ear canal before administering the product.
2.	 Verify the tympanic membrane is intact prior to administration.
3.	 Remove single dose dropperette from the package.
4.	� While holding the dropperette in an upright position, remove the cap from 

the dropperette.
5.	� Turn the cap over and push the other end of the cap onto the tip of the dropperette.
6.	 Twist the cap to break the seal and then remove cap from the dropperette.
7.	 Screw the applicator nozzle onto the dropperette.

8.	 �Insert the tapered tip of the dropperette into the affected external ear canal 
and squeeze to instill the entire contents (1 ml) into the affected ear.

9.	 Gently massage the base of the ear to allow distribution of the solution.
10.	 Repeat with other ear as prescribed.

Cleaning the ear after dosing may affect product effectiveness.

CONTRAINDICATIONS:
Do not use in dogs with known tympanic membrane perforation (see PRECAUTIONS).
CLARO® is contraindicated in dogs with known or suspected hypersensitivity to 
florfenicol, terbinafine hydrochloride, or mometasone furoate.

WARNINGS:
Human Warnings: Not for use in humans. Keep this and all drugs out of reach of 
children. In case of accidental ingestion by humans, contact a physician immediately. 
In case of accidental skin contact, wash area thoroughly with water. Avoid 
contact with eyes. Humans with known hypersensitivity to florfenicol, terbinafine 
hydrochloride, or mometasone furoate should not handle this product.

PRECAUTIONS:
Do not administer orally.
The use of CLARO® in dogs with perforated tympanic membranes has not been 
evaluated. The integrity of the tympanic membrane should be confirmed before 
administering the product. Reevaluate the dog if hearing loss or signs of vestibular 
dysfunction are observed during treatment. Use of topical otic corticosteroids has been 
associated with adrenocortical suppression and iatrogenic hyperadrenocorticism in 
dogs (see ANIMAL SAFETY).
Use with caution in dogs with impaired hepatic function (see ANIMAL SAFETY).
The safe use of CLARO® in dogs used for breeding purposes, during pregnancy, or 
in lactating bitches has not been evaluated.

ADVERSE REACTIONS:
In a field study conducted in the United States (see EFFECTIVENESS), there were no 
directly attributable adverse reactions in 146 dogs administered CLARO®.
To report suspected adverse drug events and/or obtain a copy of the Safety Data 
Sheet (SDS) or for technical assistance, contact Bayer HealthCare at 1-800-422-9874.
For additional information about adverse drug experience reporting for animal drugs, 
contact FDA at 1-888-FDA-VETS or online at  
http://www.fda.gov/AnimalVeterinary/SafetyHealth.

PHARMACOLOGY:
CLARO® Otic Solution is a fixed combination of three active substances: florfenicol 
(antibacterial), terbinafine (antifungal), and mometasone furoate (steroidal anti-
inflammatory). Florfenicol is a bacteriostatic antibiotic which acts by inhibiting 
protein synthesis. Terbinafine is an antifungal which selectively inhibits the 
early synthesis of ergosterol. Mometasone furoate is a glucocorticosteroid with  
anti-inflammatory activity.

MICROBIOLOGY:
The compatibility and additive effect of each of the components in CLARO® solution 
was demonstrated in a component effectiveness and non-interference study. An 
in vitro study of organisms collected from clinical cases of otitis externa in dogs 
enrolled in the clinical effectiveness study determined that florfenicol and terbinafine 
hydrochloride inhibit the growth of bacteria and yeast commonly associated with 
otitis externa in dogs. No consistent synergistic or antagonistic effect of the two 
antimicrobials was demonstrated. The addition of mometasone furoate to the 
combination did not impair antimicrobial activity to any clinically significant extent.
In a field study (see EFFECTIVENESS), at least 10 isolates from successfully treated 
cases were obtained for S. pseudintermedius and M. pachydermatis.

EFFECTIVENESS:
In a well-controlled, double-masked field study, CLARO® was evaluated against a 
vehicle control in 221 dogs with otitis externa. One hundred and forty six dogs were 
treated with CLARO® and 75 dogs were treated with the vehicle control. All dogs 
were evaluated for safety. Treatment (1 mL) was administered once on Day 0 to the 
affected ear(s). Prior to treatment, the ear(s) was cleaned with saline. The dogs were 
evaluated on Days 0, 7, 14, and 30. Blood work and urinalysis were obtained on 
Day 0 pre-treatment and Day 30 at study completion. Four clinical signs associated 
with otitis externa were evaluated: erythema, exudate, swelling, and ulceration. 
Success was based on clinical improvement at Day 30. Of the 183 dogs included 
in the effectiveness evaluation, 72.5% of dogs administered CLARO® solution 
were successfully treated, compared to 11.1% of the dogs in the vehicle-control  
group (p=0.0001 ).

ANIMAL SAFETY:
In a target animal safety study, CLARO® was administered aurally to 12-week-old 
Beagle puppies (4 dogs/sex/group) at 0X, 1X, 3X, and 5X the recommended dose 
once every 2 weeks for a total dosing period of 28 days (3 times the treatment 
duration). No clinically relevant treatment-related findings were noted in hearing 
tests, body weight, weight gain, or food consumption. CLARO® administration 
was associated with post-treatment ear wetness or clear aural exudate, increased 
absolute neutrophil count, decreased absolute lymphocyte and eosinophil counts, 
suppression of the adrenal cortical response to ACTH-stimulation, decreased 
adrenal weight and atrophy of the adrenal cortex, increased liver weight with 
hepatocellular enlargement/cytoplasmic change, and decreased thymus weight. 
Other potentially treatment-related effects included mild changes to AST, total 
protein, inorganic phosphorus, creatinine, and calcium.

STORAGE INFORMATION:
Store between 20°C – 25°C (68°F – 77°F), excursions are permitted 15°C – 30°C 
(59°F – 86°F).

HOW SUPPLIED:
CLARO® solution is supplied in a single-use dropperette in a blister. Each dropperette 
contains one 1 mL dose.
CLARO® is available in cartons of two, ten, or twenty dropperettes.

Manufactured for
Bayer HealthCare LLC, Animal Health Division
P.O. Box 390 Shawnee Mission, Kansas  66201 USA.
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