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PARTICULARS TO APPEAR ON THE OUTER PACKAGE – Cardboard box

1. NAME OF THE VETERINARY MEDICINAL PRODUCT 

DuOtic 10 mg/1 mg ear gel for dogs

2. STATEMENT OF ACTIVE SUBSTANCES

One dose contains 10 mg terbinafine and 1 mg betamethasone acetate (equivalent 
to 0.9 mg betamethasone base)

3. PACKAGE SIZE 

2 tubes 
20 tubes 
40 tubes

4. TARGET SPECIES 

Dogs.

5. INDICATIONS 

6. ROUTES OF ADMINISTRATION 

Auricular use.

7. WITHDRAWAL PERIODS 

8. EXPIRY DATE 

Exp. {mm/yyyy} 

9. SPECIAL STORAGE PRECAUTIONS 

10. THE WORDS “READ THE PACKAGE LEAFLET BEFORE USE”

Read the package leaflet before use.

11. THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal treatment only.
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12. THE WORDS “KEEP OUT OF THE SIGHT AND REACH OF CHILDREN” 

Keep out of the sight and reach of children.

13. NAME OF THE MARKETING AUTHORISATION HOLDER 

Dechra Regulatory B.V.

14. MARKETING AUTHORISATION NUMBER

Vm 50406/5016

15. BATCH NUMBER 

Lot {number}
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING 
UNITS - Tube 

1. NAME OF THE VETERINARY MEDICINAL PRODUCT 

DuOtic  

2. QUANTITATIVE PARTICULARS OF THE ACTIVE SUBSTANCES 

10 mg terbinafine + 1 mg betamethasone acetate / 1.2 g

3. BATCH NUMBER 

Lot {number}

4. EXPIRY DATE

Exp. {mm/yyyy} 
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PARTICULARS TO APPEAR ON THE PACKAGE LEAFLET: 

PACKAGE LEAFLET

1. Name of the veterinary medicinal product 

DuOtic 10 mg/1 mg ear gel for dogs

2. Composition

1 dose (1.2 g) contains: 

Active substances: 
Terbinafine: 10 mg 
Betamethasone acetate: 1 mg (equivalent to 0.9 mg betamethasone base)

Excipient: 
1 mg butylhydroxytoluene (E 321). 

Off-white to slightly yellow translucent gel.

3. Target species

Dogs.

4. Indications for use

Treatment of otitis externa associated with Malassezia pachydermatis.

5. Contraindications

Do not use in cases of hypersensitivity to the active substances, to other 
corticosteroids or to any of the excipients. 
Do not use if the eardrum is perforated. 
Do not use in dogs with generalised demodicosis.

6. Special warnings 

Special warnings:
Clean the ears before the initial treatment is applied. In clinical trials, saline only was 
used for ear 
cleaning before the first application of the veterinary medicinal product and ears 
were not cleaned 
again during the duration of the study (45 days). 

If treatment with this veterinary medicinal product is discontinued, the ear canals 
should be cleaned 
before treatment with an alternative product is initiated. 
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Transient wetness of the inner and outer pinna may be observed after 
administration. This observation is attributed to presence of the veterinary medicinal 
product and is not of clinical concern. Fungal 
otitis is often secondary to other conditions. Appropriate diagnosis should be used, 
and therapy of 
causative conditions should be investigated before antimicrobial treatment is 
considered. 

In animals with a history of chronic or recurrent otitis externa, efficacy of the 
veterinary medicinal 
product may be affected if the underlying causes of the condition such as allergy or 
anatomical 
conformation of the ear are not addressed.
 
Special precautions for safe use in the target species:
Safety has not been established in dogs less than 2 months of age or weighing less 
than 1.4 kg. 
Use of the veterinary medicinal product should be based on identification and 
susceptibility testing of the target pathogen. If this is not possible, therapy should be 
based on epidemiological information 
and knowledge of susceptibility of the target pathogens at the local/regional level. 
Use of the veterinary medicinal product should be in accordance with official, 
national and regional 
antimicrobial policies. 
Use of the veterinary medicinal product deviating from the instructions given in the 
SPC may increase the prevalence of fungi resistant to terbinafine and may decrease 
the effectiveness of treatment with 
other antifungal agents. 
In case of parasitic or bacterial otitis externa, an appropriate acaricidal or antibiotic 
treatment should 
be implemented as appropriate. 
Before the veterinary medicinal product is applied, the external auditory canal must 
be examined 
thoroughly to ensure that the ear drum is not perforated (see ‘contraindications’ 
section). 
Prolonged and intensive use of topical corticosteroid preparations is known to trigger 
systemic effects, including suppression of adrenal function (see ‘overdose’ section).
Decreased cortisol levels were observed after product instillation in tolerance studies 
using a related 
product (before and after ACTH stimulation), indicating that betamethasone is 
and enters the systemic circulation. The finding was not correlated with pathological 
or clinical signs and was 
reversible. 
Additional concurrent corticosteroid treatments should be avoided. 
Use with caution in dogs with a suspected or confirmed endocrine disorder (i.e. 
diabetes mellitus; 
hypo- or hyper-thyroid disease, etc.).

The veterinary medicinal product may be irritating to eyes. Avoid accidental contact 
with the dog’s 



Issued: September 2025
AN: 00545/2024

Page 6 of 10

eyes. If accidental ocular exposure does occur, the eyes should be flushed 
thoroughly with water for 
10 to 15 minutes. If clinical signs develop, seek veterinary advice. 
Owners should be recommended to monitor for ocular signs (such as squinting, 
redness and discharge) in the hours and days following the veterinary medicinal 
product application, and to promptly consult a veterinarian in case such signs 
appear. See section 7 for details of ocular adverse events in dogs.

The safety and efficacy of the veterinary medicinal product in cats has not been 
evaluated. Post- 
marketing surveillance of a related product shows that the use of the product in cats 
can be associated with neurological signs (including Horner’s syndrome with 
protrusion of membrane nictitans, miosis, anisocoria, and internal ear disorders with 
ataxia and head tilt) and systemic signs (anorexia and 
lethargy). The use of the veterinary medicinal product in cats should therefore be 
avoided.

Special precautions to be taken by the person administering the veterinary medicinal 
product to animals: 
The veterinary medicinal product may be irritating to eyes. Accidental eye exposure 
may occur when the dog shakes its head during or just after administration. To avoid 
this risk for the owners, it is 
recommended that this veterinary medicinal product is administered only by 
or under 
their close supervision. Appropriate measures (e.g. wearing safety glasses during 
administration, 
massaging the ear canal well after administration to ensure even distribution of the 
veterinary 
medicinal product, restraining the dog after administration) are needed to avoid 
exposure to the eyes. 
Avoid hand-to-eye contact. In case of accidental ocular exposure, flush the eyes 
thoroughly with large amounts of water. If symptoms develop, seek medical advice 
and show the package leaflet or the label to the physician. Although no potential for 
skin irritation was indicated by experimental studies, contact of the product with the 
skin should be avoided. In case of accidental skin contact with the product, either 
directly during application or indirectly via contact with the treated area, wash 
exposed skin thoroughly with water.

May be harmful after ingestion.  Avoid ingestion of the product, including hand-to-
mouth exposure. In case of accidental ingestion by humans, seek medical advice 
immediately and show the package 
leaflet or the label to the physician.
Wash hands after use.

Pregnancy and lactation:
Betamethasone is known to be teratogenic in laboratory species. 
The safety of the veterinary medicinal product has not been established in pregnant 
and lactating bitches. 
Do not use during pregnancy and lactation.
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Fertility:
Do not use in breeding animals.

Interaction with other medicinal products and other forms of interaction: 
Compatibility with ear cleaners, other than saline, has not been demonstrated.

Overdose: 
In a study using a related, similar product, administration into the ear of five times the 
recommended dose, one week apart, for 5 consecutive weeks (a total six 
administrations of 5 tubes per ear or 10 tubes per dog) to mixed breed dogs 
weighing 10 to 14 kg resulted in clinical signs of wetness of the inner and outer ear 
flap (attributed to presence of the product). There were no clinical signs associated 
with unilateral vesicle (blister) formation within the epithelium of the ear drum (also 
observed after six administrations, one week apart, of 1 tube per ear or 2 tubes per 
dog), unilateral mucosal ulceration in the lining of the middle ear cavity, or decrease 
in serum cortisol response below normal reference range in ACTH stimulation 
testing. The decreased adrenal and thymus weights accompanied by atrophy of the 
adrenal cortex and lymphoid depletion of the thymus correlated with the decreased 
cortisol levels, and were consistent with the pharmacologic effects of 
betamethasone. These findings are considered reversible. Reversibility of the 
epithelial are drum blistering is also likely through epithelial migration, a natural self-
cleaning and self–repair mechanism for the tympanic membrane and ear canal. 
Additionally, dogs showed slightly elevated red blood cell count, haematocrit, total 
protein, albumin and alanine aminotransferase. These findings were not associated 
with clinical signs.

7. Adverse events

Dogs:

Uncommon 
(1 to 10 animals / 1,000 animals treated): 

Elevated liver enzymesa

Very rare 
(<1 animal / 10,000 animals treated, 
including isolated reports): 

Deafness, impaired hearingb 

Conjunctivitis, keratoconjunctivitis sicca, 
corneal ulcer, blepharospasm, eye 
redness, ocular discharge

Application site reactions (i.e. erythema, 
pain, pruritus, oedema, ulcer) 

Hypersensitivity reactions (including facial 
oedema, urticaria, shock)c

a Mainly transient elevation of alanine aminotransferase 
b Usually temporary. Mainly in elderly animals 
c If hypersensitivity to any of the components occurs, the ear should be thoroughly 
washed
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Reporting adverse events is important. It allows continuous safety monitoring of a 
product. If you notice any side effects, even those not already listed in this package 
leaflet, or you think that the medicine has not worked, please contact, in the first 
instance, your veterinarian. You can also report any adverse events to the marketing 
authorisation holder using the contact details at the end of this leaflet, or via your 
national reporting system at https://www.gov.uk/report-veterinary-medicine-problem.

8. Dosage for each species, routes and method of administration 

Auricular use. 
Administer one tube per affected ear. Repeat the administration after 7 days. The 
maximum clinical response may not be seen until 21 days after the second 
administration.

Instructions for proper use: 
It is recommended to clean and dry the external ear canal before the first 
administration of the 
veterinary medicinal product. 

1. Open the tube by twisting the soft tip. 

2. Introduce this flexible soft tip into the ear canal. 
3. Apply the veterinary medicinal product into the ear canal by pressing it between 
two fingers. 
4. After application, the base of the ear may be massaged briefly and gently to 
facilitate even 
distribution of the veterinary medicinal product into the ear canal.

9. Advice on correct administration 

The ear should only be cleaned before the first administration of the veterinary 
medicinal product. 

Gently insert the soft tip of the open tube into the ear canal. Squeeze the tube 
between two fingers to 
fully empty the tube into the ear canal. After removing the tube from the ear canal 
use fingers to gently massage the base of the ear. 

If both ears are to be treated, repeat this process using a second tube for the other 
ear.

10. Withdrawal periods

Not applicable.

https://www.gov.uk/report-veterinary-medicine-problem
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11. Special storage precautions 

Keep out of the sight and reach of children. 

This veterinary medicinal product does not require any special storage conditions.

Do not use this veterinary medicinal product after the expiry date which is stated on 
the carton and tube after Exp. The expiry date refers to the last day of that month.

12. Special precautions for disposal

Medicines should not be disposed of via wastewater.

Use take-back schemes for the disposal of any unused veterinary medicinal product 
or waste materials derived thereof in accordance with local requirements and with 
any applicable national collection systems. These measures should help to protect 
the environment.

13. Classification of veterinary medicinal products

Veterinary medicinal product subject to prescription. 

14. MARKETING AUTHORISATION NUMBERS AND PACK SIZES

Vm 50406/5016

Cardboard box containing 2, 20 or 40 tubes.

Not all pack sizes may be marketed.

15. PID LINK (Do not print heading) 

[The following statement must be included where reference to the European Union 
Product Database is included on the product information. This statement is relevant 
to both UK(GB) and UK(NI) products:]

Find more product information by searching for the ‘Product Information Database’ 
on www.gov.uk. 

16. Contact details

Marketing authorisation holder:
Dechra Regulatory B.V.
Handelsweg 25
5531 AE Bladel
The Netherlands

http://www.gov.uk/
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Manufacturer responsible for batch release:
Genera d.d.
Svetonedeljska cesta 2
Kalinovica
10436 Rakov Potok
Croatia

Argenta Dundee Limited
Kinnoull Road
Dunsinane Industrial Estate
Dundee
DD2 3XR
Scotland
United Kingdom

Local representatives and contact details to report suspected adverse reactions:
Dechra Veterinary Products Limited
Sansaw Business Park, Hadnall
Shrewsbury, Shropshire
SY4 4AS, UK
Tel: +44 (0)1939 211200

17. Other information

This veterinary medicinal product is a fixed combination of two active substances: 
antifungal and corticosteroid.

Veterinary medicinal product subject to prescription

Approved: 22 September 2025

POM-V


