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Identifikacija proizvoda

Naziv lijeka:
Otisan 3 mg/ml + 10 mg/ml + 1 mg/ml ear drops, suspension for dogs
Otisan 3 mg/ml + 10 mg/ml + 1 mg/ml gotas auriculares, suspensão para cães

Djelatna tvar:
Dostupan samo u engleski
Dostupan samo u engleski
Dostupan samo u engleski

Ciljne vrste:
Dostupan samo u bugarski španjolski češki danski njemački estonski grčki engleski
francuski talijanski latvijski litvanski mađarski nizozemski rumunjski finski švedski
islandski Norwegian

Put aplikacije:
Za uho

Otisan 3 mg/ml + 10 mg/ml + 1
mg/ml ear drops, suspension for
dogs

Marbofloxacin
Clotrimazole
Dexamethasone acetate

Odobreno
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Pojedinosti o proizvodu

Djelatna tvar i jačina:
Dostupan samo u engleski
3.00 miligram / 1.00 mililitar
Dostupan samo u engleski
10.00 miligram / 1.00 mililitar
Dostupan samo u engleski
1.00 miligram / 1.00 mililitar

Farmaceutski oblik:
Kapi za uho, suspenzija

Anatomsko-terapijsko-kemijska veterinarska (ATKvet) oznaka:
QS02CA06

Pravni status opskrbe:
Dostupan samo u češki estonski engleski francuski talijanski latvijski litvanski
portugalski rumunjski slovenski finski švedski islandski Norwegian

Status odobrenja:
Važeće

Odobreno u:
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian

Opis paketa:
Dostupan samo u engleski
Dostupan samo u engleski

Dodatne informacije

Vrsta prava:
Marketing Authorisation

Pravna osnova za odobrenje proizvoda:

https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/cs/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/et/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/lv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/lt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/pt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/ro/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sl/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fi/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/is/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/es/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/cs/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/et/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/nl/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/pt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sk/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/is/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf


Dostupan samo u engleski francuski talijanski latvijski litvanski Norwegian

Nositelj odobrenja za stavljanje u promet:
Przedsiebiorstwo Wielobranzowe Vet-Agro Sp. z o.o.

Datum odobrenja za stavljanje u promet:
26/03/2024

Mjesta proizvodnje za otpuštanje serije:
Przedsiebiorstwo Wielobranzowe Vet-Agro Sp. z o.o.

Nadležno tijelo:
Directorate General For Food And Veterinary

Broj odobrenja:
1632/01/24DFVPT

Datum promjene statusa odobrenja:
26/03/2024

Referentna država članica:

Broj postupka:
ES/V/0425/001

Dotična država članica:
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian
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Hrvatska
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Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian

https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/lv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/lt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/es/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/cs/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/et/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/nl/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/pt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sk/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/is/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/es/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/cs/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/et/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/nl/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/pt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sk/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/is/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/es/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/cs/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/et/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/lv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/nl/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/pt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sk/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/is/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/es/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/cs/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/et/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/nl/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/pt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sk/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/is/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/es/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/cs/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/et/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/nl/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/pt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sk/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/is/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/es/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/cs/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/et/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/en/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/fr/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/it/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/nl/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/pt/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sk/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/sv/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/is/node/1066553/printable/pdf
https://medicines.health.europa.eu/veterinary/no/node/1066553/printable/pdf


Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
litvanski nizozemski portugalski rumunjski slovački švedski islandski Norwegian
Dostupan samo u španjolski češki njemački estonski engleski francuski talijanski
nizozemski portugalski slovački švedski islandski Norwegian
Dostupan samo u estonski engleski francuski litvanski portugalski švedski islandski
Norwegian

Za izvješća o sumnjama na nuspojave veterinarskog lijeka molimo vas otiđite na
www.adrreports.eu/vet

Dokumenti

Combined File of all Documents

Ovaj dokument ne postoji na ovom jeziku (hrvatski). U nastavku ga možete pronaći
na drugom jeziku.
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