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INFORMACE

OTIMIX PLUS
usni kapky, suspenze pro psy a ko¢ky

1. Nazev veterinarniho lééivého pfipravku
OTIMIX PLUS u$ni kapky, suspenze pro psy a kocky
2. Slozeni

1 ml obsahuje:

Lécivé latky:

Miconazoli nitras 23 mg
Polymyxini B sulfas 5500 IU
Prednisoloni acetas 5mg

Bila suspenze.

3. Cilové druhy zvirat

Psi a kocky.

4. Indikace pro pouziti

Lécba ofitis externa a dermatitid u pst a kogek
vyvolanych nasledujicimi mikroorganismy citlivymi k
polymyxinu B a mikonazolu:

Grampozitivni bakterie:

Staphylococcus spp.

Streptococcus spp.

Gramnegativni bakterie:

Pseudomonas spp.

Escherichia coli

Kvasinky a plisné:

Microsporum spp.

Trichophyton spp.

Candida spp.

Malassezia pachydermatis

Doplitkova Ié¢ba infestace Otodectes cynotis v
pfipadech soubé&zné infekce patogeny citlivymi k
polymyxinu B a mikonazolu.

5. Kontraindikace

Nepouzivat v pfipadech precitlivélosti na mikonazol,
polymyxin B nebo prednisolon, nebo na nékterou z
pomocnych latek.

Nepouzivat u zvifat s perforovanym usnim
bubinkem (membrana tympani), nebot polymyxin B
je povaZzovan za potencialni ototoxické agens.

6. Zvlastni upozornéni

Zvlastni opatfeni pro bezpecné pouziti u cilovych
druhd zvirat:

Pouziti pfipravku by mélo byt zaloZeno na vysledku
kultivace a stanoveni citlivosti mikroorganizmu
izolovanych ze zvifete. Pokud to neni mozné, je
nutné zaloZit terapii na mistnich (regionalnich)
epizootologickych informacich o citlivosti cilovych
patogend.

Pfi pouziti pfipravku je nutno vzit v ivahu oficialni a
mistni pravidla antibiotické politiky.

Polymyxin B nalezi do kategorie B dle klasifikace
AMEG. Tato antimikrobika by méla byt zvazovana
pouze pro Ié¢bu klinickych stavl, kde neexistuji
Zzadna antimikrobika v kategoriich C nebo D, ktera
by mohla byt Gginna.

Pouziti pfipravku, které je odlisné od pokynu
uvedenych v této pfibalové informaci, mize zvysit
prevalenci bakterii rezistentnich k polymyxinu B a
mikonazolu a snizit G¢innost terapie ostatnimi
latkami ze skupiny polymyxin( a imidazolovych
antimykotik z divodu mozné zkfizené rezistence.
V pfipadech infestace Otodectes cynotis (uSnimi
roztoci) by méla byt zvazena systémova lécba
vhodnym akaricidem.

Pfi pouzivani pfipravku se mohou projevit
systémové ucinky prednisolonu, zvlasté pfi pouziti
pfipravku pod neprody$nym obvazem, na
rozsahlych koznich |ézich, pfi zvySeném prokrveni
kuze nebo dojde-li k pozieni pfipravku zvifetem.
Pred podanim pfipravku je nutné ovéfit
neporusenost usniho bubinku (membrana tympani).
Zvlastni opatfeni pro osobu, ktera podava
veterinarni |écivy pripravek zvifatim:

Lidé se znamou precitlivélosti na prednisolon,
polymyxin B nebo mikonazol by se méli vyhnout
kontaktu s veterinarnim lé€ivym pripravkem.
Téhotné a kojici zeny by mély pripravek podavat
obezfetné.

Pripravek muze zpUsobit podrazdéni kuze a o¢i,
zabrarite proto kontaktu pfipravku s kiizi a o¢ima.
Zabrarite nahodnému poZiti pfipravku.

Pfi nakladani s veterinarnim légivym pfipravkem by
se mély pouzivat osobni ochranné prostredky
skladajici se z ochrannych rukavic.

V pfipadé potfisnéni kiize ihned oplachnéte misto
velkym mnozstvim vody a mydlem. V pfipadé
zasazeni oci je ihned vyplachnéte velkym
mnozstvim vody. Pokud podrazdéni kiize nebo oci
pretrvava nebo v pfipadé nahodného poziti
pfipravku vyhledejte ihned Iékafskou pomoc a
ukazte pribalovou informaci nebo etiketu
praktickému lékari.

Pfi manipulaci s pfipravkem nekufte, nepijte ani
nejezte.

Po pouziti si umyjte ruce.

Brezost a laktace:

Bezpecnost pfipravku v pribéhu brezosti a laktace
nebyla stanovena. Pouzit pouze po zvazeni
terapeutického prospéchu a rizika pfislusnym
veterinarnim |lékafem.

Interakce s jinymi Ié€ivymi pFipravky a dal$i formy
interakce:

Nejsou znamy.

Predavkovani:

Neni znamo.

Hlavni inkompatibility:

Studie kompatibility nejsou k dispozici, a proto tento
veterinarni léCivy pfipravek nesmi byt misen s
zadnymi dal$imi veterinarnimi [éCivymi pfipravky.

7. Nezadouci Gcinky

O dlouhodobém a rozsahlém pouzivani lokalné
podavanych preparatu obsahujicich kortikosteroidy
je znamo, ze spousti lokalni imunosupresi véetné
zvySeného rizika infekci,

ztec¢eni epidermy a opozdéného hojeni,
teleangiektazie a zvy$ené zranitelnosti kize vadi
krvaceni a systémové Gcinky véetné potlaceni
funkce nadledvin.

Velmi vzacné Hluchota *
(< 1 zvife /10 000 o$etfenych zvifat,

véetné ojedinélych hlaseni):

* zejména u star$ich pst

Také se mohou vyskytovat b&Zné nezadouci uginky kortikosteroidii (zmény biochemickych parametrd, jako

zvySeni kortizolu a Urovné jaternich enzymu).

Hliaseni nezadoucich ucinku je dulezité. Umoznuje nepretrzité sledovani bezpecnosti pfipravku. Jestlize
zaznamenate jakékoliv nezadouci Ucinky, a to i takové, které nejsou uvedeny v této piibalové informaci, nebo si
myslite, Ze léCivo nefunguje, obratte se prosim nejprve na svého veterinarniho Iékafe. Nezadouci tucinky
muZete hlasit také drziteli rozhodnuti o registraci s vyuzitim kontaktnich udaji uvedenych na konci této
pfibalové informace nebo prostifednictvim narodniho systému hlaseni nezadoucich G¢inkd.

Ustav pro statni kontrolu veterinarnich biopreparatd a 1é&iv

Hudcova 2328/56a
621 00 Brno
e-mail: adr@uskvbl.cz

Webové stranky: http://www.uskvbl.cz/cs/farmakovigilance

8. Davkovani pro kazdy druh, cesty a zpusob
podani

USni nebo koZni podani.

Usi:

Po vygisténi zvukovodu, aplikujte do ucha 3 az 5
kapek pfipravku dvakrat denné. Pro zabezpeceni
optimalniho rozprostfeni pFipravku, by méla byt baze
ucha dobfe promasirovana.

V 1é¢bé pokradujte bez preruseni jesté nékolik dnd
od vymizeni klinickych pfiznak( a to nejméné

7-10 dnd, nejdéle 14 dna.

Kaze:

Dvakrat denné aplikujte nékolik kapek pfipravku tak,
aby doslo k pokryti celé léze a vetfete jej do
postizeného mista rukou v rukavici.

V 1é¢bé pokracujte bez preruseni jesté nékolik dnd
od vymizeni klinickych pfiznak( a to az 14 dnu.

V nékterych perzistentnich pripadech je
doporuéovana délka Ié¢by po dobu 2-3 tydnd.

V pfipadé mykotické infekce by dalsi Ié¢ba, pokud je
indikovana, méla pokracovat s pfipravky bez obsahu
kortikosteroidu.

9. Informace o spravném podavani

Pred pouZitim pfipravek fadné protiepejte.

10. Ochranné Ihuty

Neni uréeno pro potravinova zvifata.

11. Zvlastni opatieni pro uchovavani
Uchovavejte mimo dohled a dosah déti.
Uchovaveijte pfi teploté do 25 °C.

Nepouzivejte tento veterinarni IéCivy pfipravek po
uplynuti doby pouZitelnosti uvedené na etiketé a
krabicce po Exp. Doba pouzitelnosti konci
poslednim dnem v uvedeném mésici.

Doba pouzitelnosti po prvnim otevieni vnitfniho
obalu: 3 mésice.

12. Zvlastni opatieni pro likvidaci

Lécivé pripravky se nesmi likvidovat prostiednictvim
odpadni vody ¢i domovniho odpadu.

V8echen nepouzity veterinarni éCivy pFipravek nebo
odpad, ktery pochazi z tohoto pfipravku, likvidujte
odevzdanim v souladu s mistnimi pozadavky a
platnymi narodnimi systémy sbéru. Tato opatieni
napomahaji chranit Zivotni prostfedi.

O moznostech likvidace nepotiebnych légivych
pfipravku se poradte s vasim veterinarnim lékafem
nebo Iékarnikem.

13. Klasifikace veterinarnich lé¢ivych pfipravkia
Veterinarni léCivy pfipravek je vydavan pouze na
predpis.

14. Registracni ¢isla a velikosti baleni
96/053/23-C

Velikost baleni: 1 x 15 ml

15. Datum posledni revize pfibalové informace
Rijen 2023

Podrobné informace o tomto veterinarnim lécivéem
pfipravku jsou k dispozici v databazi pfipravkd Unie
(https://medicines.health.europa.eu/veterinary).
Podrobné informace o tomto veterinarnim lécivém
pfipravku naleznete také v narodni databazi
(https://www.uskvbl.cz).

16. Kontaktni udaje

Drzitel rozhodnuti o registraci a vyrobce odpovédny
za uvolnéni $arZe a kontaktni (idaje pro hlaseni
podezfeni na nezadouci dcinky:

Bioveta, a.s.

Komenského 212/12

683 23 Ivanovice na Hané

Ceska republika

Tel. +420 517 318 604, +420 517 318 605

Fax +420 517 363 281, +420 517 363 319

E-mail: obchod@bioveta.cz bio"ela
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PACKAGE LEAFLET

OTIMIX PLUS Ear Drops,
Suspension for Dogs and Cats

1. Name of the veterinary medicinal product
OTIMIX PLUS Ear Drops, Suspension for Dogs and
Cats

2. Composition

Each ml contains:

Active substances:

Miconazole nitrate 23 mg
Polymyxin B sulfate 5,500 IU
Prednisolone acetate 5mg

White suspension.

3. Target species
Dogs and cats.

4. Indications for use

Treatment of otitis externa and dermatitis in dogs and
cats caused by the following microorganisms
susceptible to polymyxin B and miconazole:
Gram-positive bacteria:

Staphylococcus spp.

Streptococcus spp.

Gram-negative bacteria:

Pseudomonas spp.

Escherichia coli

Yeasts and fungi:

Microsporum spp.

Trichophyton spp.

Candida spp.

Malassezia pachydermatis

Adjunctive treatment of Otodectes cynotis infestation
in cases of co-infection with pathogens susceptible to
polymyxin B and miconazole.

5. Contraindications

Do not use in case of hypersensitivity to miconazole,
polymyxin B or prednisolone, or to any of the
excipients.

Do not use in animals with perforated ear drums
(membrana tympani) since polymyxin B is known to
be a potential ototoxic agent.

6. Special warnings

Special precautions for safe use in the target species:
The use of the product should be based on the result
of cultivation and on the determination of
susceptibility of the microorganisms isolated from the
animal. If this is not possible, therapy should be
based on local (regional) epidemiological information
about susceptibility of the target pathogens.

When using the product, take into account official and
local antimicrobial policies.

Polymyxin B belongs to category B according to the
AMEG classification. These antimicrobials should
only be considered for the treatment of clinical
conditions where there are no antimicrobials in
categories C or D that may be effective.

The use of the product deviating from the instructions
given in this Package Leaflet may increase the
prevalence of bacteria resistant to polymyxin B and
miconazole and reduce the effectiveness of therapy

with other substances from the group of polymyxins
and imidazole antifungals due to possible cross-
resistance.

In cases of Otodectes cynotis (ear mite) infestation,
systemic treatment with an appropriate acaricide
should be considered.

Systemic effects of prednisolone may occur when
using the product, especially when using the product
under an impermeable bandage, on extensive skin
lesions, with increased blood circulation in the skin or
if the product is ingested by an animal.

Before administering the product, it is necessary to
check that the eardrum (membrana tympani) is intact.
Special precautions to be taken by the person
administering the veterinary medicinal product to
animals:

People with known hypersensitivity to prednisolone,
polymyxin B or miconazole should avoid contact with
the veterinary medicinal product.

Pregnant and breastfeeding women should
administer the product with caution.

The product can cause skin and eye irritation, so
avoid contact of the product with the skin and eyes.
Avoid accidental ingestion of the product.

When handling the veterinary medicinal product,
personal protective equipment consisting of
protective gloves should be used.

In case of skin contact, wash the area immediately
with plenty of water and soap. In case of contact with
eyes, rinse immediately with plenty of water. If eye or
skin irritation persists, or in case of accidental
ingestion of the product, seek medical advice
immediately and show the package leaflet or the label
to the physician.

Do not smoke, drink or eat while handling the
product.

Wash hands after use.

Pregnancy and lactation:

Safety during pregnancy and lactation was not
determined. Use only upon assessment of the risk-
benefit ratio by a respective veterinary surgeon.
Interaction with other medicinal products and other
forms of interaction:

None known.

Overdose:

Not known.

Major incompatibilities:

In the absence of compatibility studies, this veterinary
medicinal product must not be mixed with other
veterinary medicinal products.

7. Adverse events

Long-term and extensive use of topical preparations
containing corticosteroids is known to trigger local
immunosuppression including increased risk of

infection, epidermal thinning and delayed healing,
telangiectasia and increased skin vulnerability to
bleeding, and systemic effects including suppression
of adrenal function.

Very rare Deafness *
(< 1 animal / 10.000 animals treated,

including isolated reports) :

* especially in elderly dogs

The conventional adverse effects of corticosteroids can occur (disturbance of biochemical parameters, such as

increased cortisol and hepatic enzyme levels).

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:

Ustav pro statni kontrolu veterinarnich biopreparatu a lé&iv

(Institute for State Control of Biologicals and Medicines)
Hudcova 56a

621 00 Brno

E-mail: adr@uskvbl.cz

Website: http://www.uskvbl.cz/cs/farmakovigilance

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

Auricular or cutaneous administration.

Ears: After cleaning the ear canal, apply 3 to 5 drops
of the product in the ear twice a day. To ensure
optimal distribution of the product, massage the ear
base well.

Continue the treatment without interruption for a few
more days after the disappearance of clinical signs,
at least 7 — 10 days, 14 days at most.

Skin: Apply a few drops of the product twice a day to
cover the entire lesion and rub into the affected area
with a gloved hand.

Continue the treatment without interruption for a few
more days after the disappearance of clinical signs,
up to 14 days.

In some persistent cases, a treatment duration of

2 — 3 weeks is recommended. In case of fungal
infection, further treatment, if indicated, should be
continued with non-corticosteroid preparations.

9. Advice on correct administration
Shake well before use.

10. Withdrawal periods
Not intended for food-producing animals.

11. Special storage precautions

Keep out of the sight and reach of children.

Store below 25 °C.

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

Shelf life after first opening the immediate packaging:
3 months.

12. Special precautions for disposal

Medicines should not be disposed of via wastewater
or household waste.

Use take-back schemes for the disposal of any
unused veterinary medicinal product or waste
materials derived thereof in accordance with local

rquirementes and with any applicable national
collection systems.

These measures should help to protect the
environment.

Ask your veterinary surgeon or pharmacist how to
dispose of medicines no longer required.

13. Classification of veterinary medicinal
products

Veterinary medicinal product subject to prescription.
14. Pack sizes

Pack size: 1 x 15 ml

15. Date on which the package leaflet was last
revised

October 2023

Detailed information on this veterinary medicinal
product is available in the Union Product Database
(https:/medicines.health.europa.eu/veterinary).
Detailed information on this veterinary medicinal
product is also available in the national database
(https://www.uskvbl.cz).

16. Contact details

Marketing authorisation holder and manufacturer
responsible for batch release and contact details to
report suspected adverse reactions:

Bioveta, a.s.

Komenského 212/12

683 23 Ivanovice na Hané

Czech Republic

Tel. +420 517 318 604, +420 517 318 605

Fax +420 517 363 281, +420 517 363 319
E-mail: obchod@bioveta.cz
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