463/P1/CZ/GBO/1 PACKAGE LEAFLET

COTRIMAZIN Bioveta
oral paste for horses

1. NAME AND ADDRESS OF THE
MARKETING AUTHORISATION HOLDER
AND OF THE MANUFACTURING
AUTHORISATION HOLDER
RESPONSIBLE FOR BATCH RELEASE,
IF DIFFERENT

Bioveta, a.s.

Komenského 212/12

683 23 lvanovice na Hané

Czech Republic

2. NAME OF THE VETERINARY
MEDICINAL PRODUCT

COTRIMAZIN Bioveta oral paste for horses
Sulfadiazine

Trimethoprim

3. STATEMENT OF THE ACTIVE
SUBSTANCE(S) AND OTHER
INGREDIENT(S)

1 g of the paste contains:

Active substances:

Sulfadiazine 288.2 mg
Trimethoprim 58.0 mg
Excipients:

Methylparaben (E 218) 1.8 mg
Propylparaben 0.2 mg

White to light brown oral paste.

4. INDICATIONS

Treatment of bacterial infections in horses
(infection of the digestive tract — diarrhoea;
respiratory tract infections — pneumonia,
pleurisy; strangulation, wound infections,
septicemia, systemic infection) caused by
the microorganisms susceptible to the
combination drug:

Rhodococcus equi

Staphylococcus spp.

Streptococcus spp.

Escherichia coli

5. CONTRAINDICATIONS

Do not use in case of hypersensitivity

to the active substance(s) or to any of the
excipients.

7. TARGET SPECIES

Horses.

8. DOSAGE FOR EACH SPECIES,
ROUTE(S) AND METHOD

OF ADMINISTRATION

Oral administration.

The recommended dose is 30 mg of the
combination drug/kg bw/day.

One applicator contains a daily dose

for a horse weighing up to 600 kg bw.
The product is applied once daily for

5 days, or until two days after the
symptoms have disappeared.

Use of the dispensing applicator:

The applicator should be adjusted to the
calculated dose by setting the ring to the
corresponding mark on the plunger.
The plunger is calibrated, one mark
corresponds to a dose for 50 kg of body
weight. The calculated dose is provided by
adjusting the ring on the mark
corresponding to the body weight of the
horse. Before administering Cotrimazin,
make sure the horse's mouth contains
no feed. Remove the cap from the
applicator, insert the applicator into the
horse's mouth at the interdental space
and apply the paste to the root of the
tongue. After application lift the horse's
head immediately for a few seconds
and make sure that the horse has
swallowed the dose. Replace the cap
after use.

9. ADVICE ON CORRECT
ADMINISTRATION

Do not feed animals for several hours
before administering Cotrimazin, reduced
load of gastrointestinal tract will ensure
improved systemic absorption of active
ingredients.

To ensure the correct dose is administered,
the body weight of an animal should be
determined as precisely as possible and
the precision of dosing regimen should be
checked.

10. WITHDRAWAL PERIOD
Do not use in horses the meat of which is
intended for human consumption.

Do not use in horses the milk of which is
intended for human consumption.

11. SPECIAL STORAGE PRECAUTIONS
Keep out of the reach of children.

Protect from cold or frost.

Keep in the original container.

Do not use this veterinary medicinal
product after the expiry date which is stated
on the packaging.

Shelf life after first opening the immediate
packaging: 6 months.

12. SPECIAL WARNING(S)

Special precautions for use in animals:
The product is not recommended

for animals with severe hepatic failure.
Administer the product with caution

to animals with impaired liver function.
The product is not recommended

for animals with severe renal failure.
Administer with caution to animals

with known renal impairment, poor patency
of the urinary tract and/or prone to urinary
stones.

Administer with caution to dehydrated
animals. During treatment, ensure

a sufficient supply of drinking water

to animals.

Administer with caution to animals

with impaired haematopoiesis (especially
red blood cells). Regular checks of blood
count are recommended at long-term
administration.

When using the product, take into account
official and local antimicrobial policies.
Use of the product should be based on
culturing of the target pathogen and the
results of sensitivity determination.

If this is not possible, it is necessary to take
into account the sensitivity profile

of microorganisms derived from the cases
of the disease on the farm or in the region
and establish therapy on local (regional,
farm level) epidemiological information.

Special precautions to be taken by the
person administering the veterinary
medicinal product to animals:

Avoid accidental contact with skin

and eyes. Use gloves and goggles when
handling the veterinary medicinal product.
Wash your hands and contaminated skin
after using the product.

Sulfonamides may cause hypersensitivity
(allergy) after injection, inhalation or contact
with skin. Hypersensitivity to sulfonamides
may lead to cross reactions with other
antibiotics. Allergic reactions to these
substances may occasionally be serious.
1. Do not handle this product if you know
you are hypersensitive to sulfonamides.
2. If symptoms such as skin rash occur
after contact with the product, seek
medical advice and show this warning
to the physician.
Pregnant and lactating women should
administer the veterinary medicinal product
with caution.

Use during pregnancy and lactation
Administering this combination drug during
pregnancy, especially in early stages,

can lead to congenital defects in foals. Use
of the product during pregnancy should be
based on consideration of the risk-benefit
ratio by attending veterinary surgeon.
Sulfonamides pass into breast milk and
may have a negative effect on the foals
suckling milk of mares treated with
sulfonamides. Use of the product during
pregnancy should be based on
consideration of the risk-benefit ratio

by attending veterinary surgeon.

13. SPECIAL PRECAUTIONS FOR

THE DISPOSAL OF UNUSED PRODUCT
OR WASTE MATERIALS, IF ANY
Medicines should not be disposed

of via wastewater or household waste.
Ask your veterinary surgeon how to dispose
of medicines no longer required.

These measures should help to protect
the environment.

Any unused veterinary medicinal product
or waste materials derived from such
veterinary medicinal product should be
disposed of in accordance with local
requirements.

14. DATE ON WHICH THE PACKAGE
LEAFLET WAS LAST APPROVED
December 2015

15. OTHER INFORMATION

For animal treatment only.

Veterinary medicinal product subject

to prescription.
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PRIBALOVA INFORMACE

COTRIMAZIN Bioveta
peroralni pasta pro koné

1. JMENO A ADRESA DRZITELE
ROZHODNUTI O REGISTRACI A |
DRZITELE POVOLENIKVYROBE
ODPOVEDNEHO ZA UVOLNENI SARZE,
POKUD SE NESHODUJE

Bioveta, a. s.

Komenského 212/12

683 23 lvanovice na Hané

Ceska republika

2. NAZEV VETERINARNIHO LECIVEHO
PRIPRAVKU

COTRIMAZIN Bioveta peroralni pasta

pro koné

Sulfadiazinum

Trimethoprimum

3. OBSAH LECIVYCH A OSTATNICH
LATEK

1 g pasty obsahuje:

Lécivé latky:

Sulfadiazinum 288,2 mg
Trimethoprimum 58,0 mg
Pomocné latky:

Methylparaben (E 218) 1,8 mg
Propylparaben 0,2 mg
Bila az svétlehnéda peroralni pasta.

4. INDIKACE

Lécba bakterialnich infekci u koni
(infekce traviciho traktu — diarea;

infekce respiraéniho traktu — pneumonie,
pleuritida; strangulace, infekce ran,
septikémie, celkova infekce), zplisobené
mikroorganismy citlivymi ke kombinaci
lécivych latek:

Rhodococcus equi

Staphylococcus spp.

Streptococcus spp.

Escherichia coli

5. KONTRAINDIKACE

Nepouzivat v pfipadé precitlivélosti

na léc¢ivou(é) latku(y) nebo na nékterou
z pomocnych latek.

7. CILOVY DRUH ZVIRAT

Koné.

8. DAVKOVANI PRO KAZDY DRUH,
CESTA(Y) A ZPUSOB PODANI
Peroralni podani.

Doporuéena davka je 30 mg kombinace
lé¢ivych latek/kg Zivé hmotnosti/den.
Obsah 1 aplikatoru vystaci na 1denni
davku pro koné o hmotnosti az 600 kg
Z. hm.

Ptipravek aplikujte 1krat denné po dobu

5 dnd, resp. jesté 2 dny po vymizeni
ptiznakd onemocnéni.

Pouziti davkovaciho aplikatoru:
Aplikator je tfeba pfizplsobit vypoditané
davce nastavenim krouzku na pfislusné
znacce na pistu. Pist aplikatoru

je kalibrovan, jednotlivé znacky odpovidaji
davce na 50 kg z. hm. Nastaveni davky
dle hmotnosti zvifete se provede
nastavenim zavitu na rysku oznacujici
danou hmotnost koné. Pfed aplikaci

se ujistéte, Ze ki nema v tlamé zadné
zbytky krmiva. Odstrarite uzaver aplikatoru,
vloZte jej do tlamy koné v mezizubnim
prostoru a naneste na kofen jazyka.

Po aplikaci okamzité na nékolik vtefin
zvednéte koni hlavu a ujistéte se, Ze davku
spolknul. Po podani opét aplikator
uzaviete.

9. POKYNY PRO SPRAVNE PODANI
Pred aplikaci pfipravku nékolik hodin
zvifata nekrmit, snizena naplni
gastrointestinalniho traktu zajisti lep$i
systémovou absorpci léCivych latek.

Pro zajisténi podani spravné davky

by méla byt co nejpfesnéji stanovena

Ziva hmotnost a je tfeba zkontrolovat
presnost davkovaciho rezimu.

10. OCHRANNA LHUTA

Nepouzivat u koni, jejichz maso je uréeno
pro lidskou spotfebu.

Nepouzivat u koni, jejichz mléko je uréeno
pro lidskou spotiebu.

1. ZVLAéTNi QPATRENi

PRO UCHOVAVANI

Uchovavat mimo dosah déti.

Chrarite pred chladem nebo mrazem.
Uchovavejte v plivodnim obalu.
Nepouzivejte tento veterinarni lécivy
pfipravek po uplynuti doby pouzitelnosti
uvedené na obalu.

Doba pouzitelnosti po prvnim otevieni
vnitfniho obalu: 6 mésicu.

12. ZVLASTNi UPOZORNENI

2Zvlastni opatieni pro pouziti u zvifat:
Podani pfipravku neni doporuceno u zvirat
se zavaznym selhanim jater. U zvifat

s nedostatecnou funkci jater podavejte
pfipravek obezfetné.

Podani pfipravku neni doporuceno u zvirat
se zavaznym selhanim ledvin. Podavejte
obezfetné u zvifat, u kterych je znama
nedostate¢na funkce ledvin, trpi Spatnou
prichodnosti mocovych cest a/nebo maji
sklony k tvorbé& mocovych kamen(.
Pripravek podavejte obezietné

u dehydratovanych zvifat. V prabéhu Iécby
zajistéte zvitatim dostate¢ny pfisun
napajeci vody.

PFipravek podavejte obezfetné u zvifat

s poruchami krvetvorby (zejména Cervené
krevni fady). Pfi dlouhodobém podavani
se doporucuje provadét pravidelné kontroly
krevniho obrazu.

PFi pouziti pfipravku je nutno vzit v ivahu
oficialni a mistni pravidla antibiotické
politiky. Pouziti pfipravku by mélo byt
zalozeno na kultivaci cilového patogena

a vysledcich stanoveni citlivosti.

Pokud to neni mozné, je nutné zohlednit
profil citlivosti mikroorganismu
pochazejicich z vyskytu pfipadu
onemocnéni na farmé ¢i v daném regionu
a zalozit terapii na mistnich (regionalnich,
na urovni farmy) epizootologickych
informacich.

Zvlastni opatieni ur€ené osobam

které podavaiji veterinarni Ié€ivy pripravek
zvifatim:

Predchazejte nahodnému kontaktu
pfipravku s kuzi a o¢ima. Pfi nakladani

s veterinarnim lé€ivym pfipravkem by se
mély pouzivat rukavice a ochranné bryle.
Po pouziti si umyjte ruce a zasazenou
pokozku.

Sulfonamidy mohou po injekci, inhalaci
nebo po kontaktu s kizi vyvolat
hypersenzitivitu (alergii). Precitlivélost

na sulfonamidy muaze vést ke zkfizenym
reakcim s ostatnimi antibiotiky. Alergické
reakce na tyto latky mohou byt v nékterych
pfipadech vazné.

1. Nemanipulujte s pfipravkem, pokud
vite, Ze jste precitlivéli na sulfonamidy.

2. Pokud se po kontaktu s pfipravkem
objevi pfiznaky jako napf. kozni vyrazka,
vyhledejte Iékafskou pomoc a ukazte lékafi
toto upozornéni.

Téhotné a kojici zeny by mély veterinarni
lécivy pfipravek podavat obezietné.
Pouziti v pribéhu biezosti a laktace
Podani kombinace Ié€ivych latek béhem
bfezosti, zejména v rané fazi, mize vést
ke kongenitalnim vadam u h¥ibat. Pouziti
pripravku béhem brezosti by mélo byt

na zakladé zvazeni poméru rizika a
pfinosu oSetfujicim veterinarnim |ékafem.
Sulfonamidy pfechazi do matefského
mléka a mohou mit negativni vliv

na mladata sajici mléko sulfonamidy
oSetfenych klisen. PouZiti pfipravku b&éhem
laktace by mélo byt na zakladé zvazeni
pomeéru rizika a pfinosu oSetfujicim
veterinarnim lékafem.

13. ZVLASTNI OPATRENI L
PRO ZNESKODNOVANI NEPOUZITYCH
PRIPRAVKU NEBO ODPADU, POKUD
JE JICH TREBA

Lécivé pripravky se nesmi likvidovat
prostfednictvim odpadni vody ¢ domovniho
odpadu.

O moznostech likvidace nepotfebnych
lécivych pripravkl se poradte s vasim
veterinarnim Iékafem. Tato opatfeni
napomahaji chranit Zivotni prostfedi.
VSechen nepouzity veterinarni 1éCivy
pfipravek nebo odpad, ktery pochazi

z tohoto pfipravku, musi byt likvidovan
podle mistnich pravnich predpisu.

14. DATUM,POSLEDNi REVIZE
PRIBALOVE INFORMACE

Prosinec 2015

15. DALSI INFORMACE
Pouze pro zvifata.
Veterinarni 1éCivy pfipravek

je vydavan pouze na predpis. AL
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