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Imoxat
International non-proprietary name (INN): imidacloprid / moxidectin

On 7 October 2021, the Committee for Medicinal Products for Veterinary Use (CVMP) adopted a positive
opinion?2, recommending the granting of a marketing authorisation for the veterinary medicinal product

Imoxat, spot-on solution, intended for cats, dogs and ferrets. The applicant for this veterinary medicinal
product is Chanelle Pharmaceuticals Manufacturing Ltd.

Imoxatis an antiparasitic medicinal product containing imidacloprid/moxidectin (ATCvet code QP54AB52)
as active substances. Imidacloprid has a high affinity for the nicotinergic acetylcholine receptors in the
post-synaptic region of the central nervous system of the flea. The ensuing inhibition of cholinergic
transmission in insects results in paralysis and death. Moxidectin interacts with GABA and
glutamate-gated chloride channels. The result is flaccid paralysis of affected parasites, followed by their
death and/or expulsion.

Imoxatis a generic of Advocate, which has been authorised in the EU since 2 April 2003. Studies have
demonstrated the satisfactory quality of Imoxat, and its bioequivalence to the reference product
Advocate. A question and answer document on generic medicines can be found here.

The full indication is: For cats suffering from, or at risk from, mixed parasitic infections:

° the treatment and prevention of flea infestation (Ctenocephalides felis),

° the treatment of ear mite infestation (Otodectes cynotis),

° the treatment of notoedric mange (Notoedres cati),

o the treatment of the lungworm Eucoleus aerophilus (syn. Capillaria aerophila) (adults),
o the prevention of lungworm disease (L3/L4 larvae of Aelurostrongylus abstrusus),

o the treatment of the lungworm Aelurostrongylus abstrusus (adults),

! Summaries of opinion are published without prejudice to the Commission Decision, which will normally be issued 67 days
from adoption of the opinion.

2 Applicants may appeal any CYMP opinion, provided they notify the European Medicines Agency in writing of theirintention to
appeal within 15 days of receipt of the opinion.
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o the treatment of the eye worm Thelazia callipaeda (adults),
° the prevention of heartworm disease (L3 and L4 larvae of Dirofilaria immitis),

° the treatment of infections with gastrointestinal nematodes (L4 larvae, immature adults and adults
of Toxocara cati and Ancylostoma tubaeforme).

The product can be used as part of a treatment strategy for flea allergy dermatitis.
For ferrets suffering from, or at risk from, mixed parasitic infections:

° the treatment and prevention of flea infestation (Ctenocephalides felis),

° the prevention of heartworm disease (L3 and L4 larvae of Dirofilaria immitis).

For dogs suffering from, or at risk from, mixed parasitic infections:

o the treatment and prevention of flea infestation (Ctenocephalides felis),
° the treatment of biting lice (Trichodectes canis)
° the treatment of ear mite infestation (Otodectes cynotis), sarcoptic mange (caused by Sarcoptes

scabiei var. canis), demodicosis (caused by Demodex canis),

o the prevention of heartworm disease (L3 and L4 larvae of Dirofilaria immitis),

o the treatment of circulating microfilariae (Dirofilaria immitis),

° the prevention of cutaneous dirofilariosis adult stages of Dirofilaria repens

o the prevention of cutaneous dirofilariosis (L3 larvae of Dirofilaria repens),

o the reduction of circulating microfilariae (Dirofilaria repens),

o the prevention of angiostrongylosis (L4 larvae and immature adults of Angiostrongylus vasorum),
° the treatment of Angiostrongylus vasorum and Crenosoma vulpis,

° the prevention of spirocercosis (Spirocerca lupi),

o the treatment of Eucoleus (syn. Capillaria) boehmi (adults),

o the treatment of the eye worm Thelazia callipaeda (adults),

° the treatment of infections with gastrointestinal nematodes (L4 larvae, immature adults and adults

of Toxocara canis, Ancylostoma caninum and Uncinaria stenocephala, adults of Toxascaris leonina
and Trichuris vulpis).

Detailed conditions for the use of this product are described in the summary of product characteristics
(SPC) which will be published in the European public assessment report (EPAR) and will be available in all
official European Union languages after the marketing authorisation has been granted by the European
Commission.

The CVMP, on the basis of quality, safety and efficacy data submitted, considers that there is a favourable
benefit-risk balance for Imoxat and therefore recommends the granting of the marketing authorisation.

Imoxat
EMA/CVMP/523600/2021 Page 2/2



