504/P1/CZ/GBO/3 PACKAGE LEAFLET

SEDAN 35 mg/ml
oral gel for horses and dogs

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

Marketing authorisation holder and
manufacturer:

Bioveta, a. s., Komenského 212/12,

683 23 Ivanovice na Hané, Czech Republic

2. NAME OF THE VETERINARY
MEDICINAL PRODUCT

SEDAN 35 mg/ml oral gel for horses and
dogs

Acepromazine

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

Each ml contains:

Active substance:
Acepromazine 35.0 mg (as acepromazine
maleate 47.5 mg)

Excipients:

Methylparaben (E 218) 0.65 mg
Propylparaben 0.35 mg
Transparent, orange-yellow oral gel.

4. INDICATION(S)

Sedation of animals for reasons of
restlessness, tetanus, lumbago. Sedation
for the purpose of fixation before and during
treatment, sedation before transport of the
animal (reduction of transport stress).

5. CONTRAINDICATIONS

Spasmophilia, epilepsy, shock, persistent
excitement.

Do not use in case of hypersensitivity to the
active substance or to any of the excipients.
Do not use in newborns.

6. ADVERSE REACTIONS

Hypothermia may occur temporarily after
administration of acepromazine. Reversible
changes may also be shown in a blood
count where there may be a transient
decrease in the number of erythrocytes and
leukocytes, hemoglobin and platelet counts.
Acepromazine increases secretion of
prolactin and may cause fertility disorders.
In males, acepromazine causes relaxation
of the retractor penis muscle, leading to
penile prolapse from the preputial sheath.
The condition is reversible, the penis can
be retracted again within 2-3 hours. If
reposition does not occur within a short
time, a veterinarian should be contacted.
Occasionally, acepromazine may cause
strangulation of the glans penis, resulting in
prolonged erection (priapism).

DOG:

In dogs, reduced arterial blood pressure
and bradycardia may occur, brachycephalic
breeds (especially boxers) are most
sensitive.

If you notice any serious effects or other
effects not mentioned in this leaflet, or if
you think that the drug has no effect, please
inform your veterinary surgeon.

7. TARGET SPECIES
Horses, dogs.

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

Method of administration: Oral
administration.

In order to ensure the most accurate
dosage, the choice of applicator should be
adapted to the animal's body weight.

Dosage:
HORSE:
Degree of Acepromazine dose .
sedation et bl Number of divisions
Mild 0.1-0.2 2-3 divisions per animal
Moderate 0.3-0.4 4-6 divisions per animal
FOAL:
Degree of Acepromazine dose R
sedation [ - Number of divisions
Mild 0.3-0.5 1-1.5 divisions per animal
Moderate 0.7-1.0 2-3 divisions per animal
DOG:
Degree of Acepromazine dose R
sedation s b Number of divisions
Mild 1.0 0.5 division/17.5 kg bw
Moderate 2.0 1 division/17.5 kg bw
Deep 3.0 1.5 divisions/17.5 kg bw

One division on the plunger scale corresponds to 1 ml of gel. The dose is determined by
setting the ring on the appropriate plunger mark. Move the grooved dosing ring on the
plunger so that the bottom edge of the ring is aligned with the mark of the desired dose.

1 ml applicator

Dog weight Skg 10 kg 15 kg 17.5kg | 20 kg 25kg 30 kg 35kg
Mild sedation, 1 151 | 030 m1 | 0.45ml | 0.50 ml | 0.60 ml | 0.75 ml | 0.90 m1 | 10
1.0 mg/kg bw ml
Moderate
sedation, 2.0 03ml | 0.6ml | 0.9ml 1.0 ml - - - -
mg/kg bw
Deep sedation
3.0 mg/kg bw 0.45ml | 0.9 ml - - - - - -
Horse weight 100 kg 125 kg 150 kg 175 kg
Mild sedation,
0.1-0.2 mg/kg bw 0.30-0.60 ml 0.35-0.70 ml 0.40-0.85 ml 0.50-1.00 ml

Applicator containing 1 ml of gel allows dosing especially for small dog breeds.
The gel is filled in a 1 ml sealable syringe, graduated by 0.01 ml.
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9. ADVICE ON CORRECT
ADMINISTRATION

Remove the cap from the applicator, insert
it into the animal's mouth and apply the gel
to the root of the tongue by moving the
plunger. After application lift the animal's
head immediately for a few seconds and
make sure that the animal has swallowed
the dose.

10. WITHDRAWAL PERIOD(S)

Do not use in horses whose meat and milk
is intended for human consumption.

The treatment must be recorded in the
horse's card.

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

Protect from frost.

Protect from light.

Store in a tightly closed applicator.

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: 3 months.

12. SPECIAL WARNING(S)

Special warnings for each target species:
The effect of acepromazine after oral
administration occurs in 30-60 minutes in
large animals and in 15-25 minutes in small
animals. Its duration of action is 4 hours on
average, depending on the depth of
sedation and the individual response of the
animal.

HORSE:

Do not use in horses participating in races.
DOG:

Apply with caution to boxers and other
brachycephalic breeds.

Special precautions for use in animals:
HORSE:

During sedation, horses are sensitive to
common auditory and visual stimuli, for
which reason noisy and fast movements
can cause interruption of their sedation.
After administration of the product, horses
should not be used at work for 36 hours.
DOG:

The use of this veterinary medicinal product
in dogs with a body weight of less than
17.5 kg should be based on a careful
assessment of the therapeutic benefit/risk
ratio by the veterinarian concerned.

The reason is the calibration of the
applicator from 17.5 kg bw.

Special precautions to be taken by the
person administering the veterinary
medicinal product to animals
Acepromazine may cause sedation.
Prevent accidental ingestion of the product.
After use, close the syringe immediately
with the cover. To ensure proper closure,
you must hear a "click". Keep the full
syringe in the original carton and make sure
it is properly closed. Keep the package out
of the sight and reach of children all the
time.

In case of accidental ingestion seek
medical advice immediately and show the
package leaflet or label to the practitioner,
but DO NOT DRIVE A MOTOR VEHICLE
as sedation may occur. Wash your hands
and stained skin thoroughly with water and
soap after using the product.

People with sensitive skin or in continuous
contact with the medicinal product are
recommended to use impermeable gloves.
Prevent accidental contact with eyes and
mucous membranes. In case of accidental
eye or mucous membrane staining, rinse
the affected area with running water for

15 minutes. In case of persistent irritation
seek medical advice and show the package
leaflet or label to a practitioner.

Pregnancy and lactation:
Do not use during pregnancy and lactation.

Interaction with other medicinal products
and other forms of interaction:

Concomitant administration with organic
esters of phosphoric acid (antiparasitics
such as chlorfenvinphos, dichlorophos etc.)
increases toxicity.

Acepromazine decreases sympathetic tone,
therefore it should not be coadministered
with blood pressure lowering products.
Acepromazine potentiates the effect of
centrally acting drugs (barbiturates,
anaesthetics etc.).

Overdose (symptoms, emergency
procedures, antidotes):

Dosage can be adjusted according to the
expected effect. Because of the low toxicity
of acepromazine, it is possible to increase
the dose, but it does not always increase
sedation.

The toxicity test in dogs with a 12 to 24-fold
clinical dose (3 mg/kg bw) did not lead to
any negative effects.

Incompatibilities:

Not applicable.

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.

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

June 2019

15. OTHER INFORMATION

For animal treatment only.

Veterinary medicinal product subject to
prescription.

Pack size: 1 x1ml, 1 x 10 ml




PRIBALOVA INFORMACE

SEDAN 35 mg/ml
peroralni gel pro koné a psy

1. JMENO A ADRESA DRZITELE
ROZHODNUTI O REGISTRACI A DRZITELE
POVOLENI K VYROBE ODPOVEDNEHO ZA
UVOLNENI SARZE, POKUD SE NESHODUJE
Drzitel rozhodnuti o registraci a vyrobce:
Bioveta, a. s., Komenského 212/12,

683 23 Ivanovice na Hané, Ceska republika
2. NAZEV VETERINARNIHO LECIVEHO
PRIPRAVKU

SEDAN 35 mg/ml peroralni gel pro koné

a psy

Acepromazinum

3. OBSAH LECIVYCH A OSTATNICH LATEK
1 ml obsahuje:

Léciva latka:

Acepromazinum 35,0 mg (jako acepromazini
maleas 47,5 mg)

Pomocné latky:

Methylparaben (E 218) 0,65 mg
Propylparaben 0,35 mg
Transparentni, oranzovo-Zluty peroralni gel
4. INDIKACE

Sedace zvifat z divodu neklidu, tetanie,
lumbago. Sedace pro ucely fixace pred
vySetfenim a pfi oSetfeni, sedace pred
transportem zvifete (snizeni transportniho
stresu).

5. KONTRAINDIKACE

Spasmofilie, epilepsie, Sok, trvalé vzruseni.
Nepouzivat v pfipadé precitlivélosti na lécivou
latku nebo na nékterou z pomocnych latek.
Nepouzivat u novorozenych mladat.

6. NEZADOUCI UCINKY

Po aplikaci acepromazinu se mize doasné
vyskytnout hypotermie. Reversibilni zmény
muze také vykazovat krevni obraz, kdy se mize
vyskytnout pfechodné snizeni poctu erytrocytt
a leukocytt, hladiny hemoglobinu a trombocytu.
Acepromazin zvySuje sekreci prolaktinu, mize
byt pfic¢inou poruch fertility.

U samcu pusobi relaxaci m. retractor penis,
&imz dochazi k vyhfeznuti penisu z prepucia.
Stav je reverzibilni, béhem 2 - 3 hodin muze byt
penis opét zataZen.

Jestlize nedojde k repozici v kratkém case, je
tfeba kontaktovat veterinarniho Iékare. Obcas
mUzZe acepromazin zpUsobit strangulaci glans
penis, dusledkem je prodlouzZeni erekce (tzv.
priapismus).

PES:

U psl se muze vyskytnout snizeni arterialniho
krevniho tlaku a bradykardie, zvlasté citliva jsou
brachycefalicka plemena (zejména boxefi).
Jestlize zaznamenate kterykoliv z nezadoucich
ucinkl a to i takové, které nejsou uvedeny v této
pfibalové informaci, nebo si myslite, Ze lécivo
nefunguje, oznamte to, prosim, vasemu
veterinarnimu lékafi.

7. CILOVY DRUH ZVIiRAT

Koné, psi.

8. DAVKOVANI PRO KAZDY DRUH, CESTA A
ZPUSOB PODANI

Zpusob podani: Peroralni podani.

Aby se zajistilo co nejpfesnéjsi davkovani, je
tfeba volbu aplikatoru pfizpUsobit Zivé hmotnosti
zvitete.

10 ml aplikator

Davkovani:
KUN:
stupen sedace Eirzrilg;:;azc.e}g;f)]mazinu pocet dilkil
mirny 0,1-0,2 2-3 diky pro toto
stiedni 0,3-04 4-6 dilka pro toto
HRIBE
stupen sedace Eii;}(kz;z}c.eh;;;f)]mazinu pocet dilka
mirny 0,3-0,5 1-1,5 diku pro toto
stiedni 0,7-1,0 2-3 dikky pro toto
PES:
stupen sedace ?;;/liag?eh%f)]mmnu pocet dilkt
mirny 1,0 0,5 dilku na 17,5 kg z. hm.
stfedni 2,0 1 dilek na 17,5 kg z. hm.
hluboky 3,0 1,5 dilku na 17,5 kg z. hm.

Jeden dilek na stupnici pistu aplikatoru odpovida 1 ml gelu. Davka se uréuje nastavenim krouzku na
pfislusnou znacku pistu. Ryhovaci davkovaci krouzek posurite po pistu tak, aby spodni hrana kruhu

byla v zékrytu s ryskou pozadované davky.

1 ml aplikator

Hmotnost psa | 5 kg 10 kg 15kg 17,5kg | 20 kg 25kg 30 kg 35kg
Mirnd sedace, | 1501 1030 ml | 0.45ml | 0,50 ml | 0,60 ml | 0,75 ml | 0,90 m1 | 10
1,0 mg/kg.z.hm ml
Stiedni sedace,
2,0 mg/kg.2.hm 0,3ml | 0,6ml |0,9ml 1,0 ml - - - -
Hluboka sedace
3,0 mg/kg.z.hm 0.45ml | 0.9 ml ) ) 3 3 3 3
Hmotnost koné 100 kg 125 kg 150 kg 175 kg
Mirna sedace,
0,1-0,2 mg/kg.2hm 0,30-0,60 ml 0,35-0,70 ml 0,40-0,85 ml 0,50-1,00 ml

Aplikator o objemu 1 ml gelu umozriuje davkovani zejména pro mala plemena pst.
Gel je naplnén v uzaviratelné stfikacce o objemu 1 ml, se stupnici s délenim na 0,01 ml.




9. POKYNY PRO SPRAVNE PODANI
Odstrarite uzavér aplikatoru, vloZte zviteti do
tlamy a gel podejte do licniho vaku koné nebo
na koren jazyka. Po aplikaci okamZzité na
nékolik vtefin zvednéte zvifeti hlavu a ujistéte
se, Ze davku spolklo.

10. OCHRANNA(E) LHUTA(Y)

Nepouzivat u koni, jejichz maso a mléko je
urceno pro lidskou spotiebu. O o$etieni musi
byt proveden zapis do priukazu koné.

11. ZVLASTNi OPATRENI PRO UCHOVAVANI
Uchovavat mimo dohled a dosah déti.

Chrarite pfed mrazem.

Chrarite pred svétlem.

Uchovavejte v dobfe uzavieném aplikatoru.
Nepouzivejte tento veterinarni IéCivy pripravek
po uplynuti doby pouzitelnosti uvedené na
obalu. Doba pouzitelnosti po prvnim otevieni
vnitfniho obalu: 3 mésice.

12. ZVLASTNi UPOZORNENI

Zvlastni upozornéni pro kazdy cilovy druh:
Ucinek acepromazinu po peroralni aplikaci
nastupuje u velkych zvifat za 30-60 minuta u
malych zvirat za 15-25 minut. Délka jeho
pusobeni je v praméru kolem 4 hodin, zalezi na
hloubce vyvolané sedace a individualni reakci
zvitete.

KUN:

Nepouzivat u koni, které se Uc¢astni zavodu.
PES:

Opatrné aplikovat u boxert a jinych
brachycefalickych plemen.

Zvlastni opatfeni pro pouziti u zvifat:

Béhem sedace jsou koné citlivi na bézné
sluchové a zrakové stimuly, z téchto dlvodu
hluéné a rychlé pohyby mohou byt pfi¢inou
preruseni vlastni sedace.

Po aplikaci pfipravku by se koné neméli pouzit
v préaci po dobu 36 hodin.

Zvlastni opatieni uréené osobam, které
podavaiji veterinarni léCivy pripravek zvitatim:
Acepromazin mlze zpUsobit Gtlum (sedaci).
Pfedchazejte nahodnému pozfeni pfipravku.
Po pouziti ihned zavrete stfikacku krytem.

Aby bylo zajisténo Fadné uzavieni, musite
uslySet v pfipadé baleni 10 ml ,cvaknuti*,

u baleni 1 ml dukladné nasroubujte krytku.
Uchovavejte plny aplikator v originalni krabi¢ce
a ujistéte se, Ze je spravné uzaviena. Baleni po
celou dobu uchovavejte mimo dohled a dosah
deéti.

V pfipadé nahodného pozieni vyhledejte ihned
lékaFskou pomoc a ukaZte pfibalovou informaci
nebo etiketu praktickému lékafi, ale NERIDTE
MOTOROVE VOZIDLO, nebot maze dojit k
sedaci.

Po pouziti pfipravku si dikladné umyjte ruce a
potfisnénou kizi vodou a mydlem.

Lidem s citlivou pokoZkou nebo v nepietrzitém
kontaktu s lé¢ivym pfipravkem se doporucuje
pouzivat nepropustné rukavice.

Predchazejte ndhodnému zasazeni oci

a sliznic. V pfipadé nahodného potfisnéni oka
nebo sliznice opatrné vyplachujte zasazené
misto proudem vody po dobu 15 minut. Pokud
podrazdéni pretrvava, vyhledejte Iékafskou
pomoc a ukazte pfibalovou informaci nebo
etiketu oSetfujicimu lékafi.

Brezost a laktace:

Nepouzivat béhem brezosti a laktace.

Interakce s dalSimi léCivymi pfipravky

a dalSi formy interakce:

Soucasna aplikace s organickymi estery
kyseliny fosfore¢né (antiparazitika jako napr.
chlorfenvinfos, dichlorfos aj.) zvysuje toxicitu.
Acepromazin snizuje tonus sympatiku, proto by
nemél byt soucasné aplikovan s pfipravky, které
snizuji krevni tlak.

Acepromazin potencuje Ucinek IéCiv centralné
zpUsobujicich utlum organismu (barbituraty,
anestetika apod.).

Predavkovani (symptomy, prvni pomoc
antidota):

Davkovani Ize v zavislosti predpokladaného
ucinku upravovat. Zvyseni davky je mozné diky
nizké toxicité acepromazinu, nevede vSak vzdy
k zesileni sedace.

Zkouska toxicity na psech pfi podani 12 az 24
nasobnou klinickou davkou (3 mg/kg z. hm.)
nevedla k zadnym negativnim jeviim.
Inkompatibility:

Neuplatriuje se.

13. ZVLASTNI OPATRENI PRO_
ZNESKODNOVANI NEPOUZITYCH
PRIPRAVKﬂ NEBO ODPADU, POKUD

JE JICH TREBA

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

V8echen nepouzity veterinarni 1éCivy pfipravek
nebo odpad, ktery pochazi z tohoto pfipravku,
musi byt likvidovan podle mistnich pravnich
predpisu.

14. DATUM POSLEDNI REVIZE PRIBALOVE
INFORMACE

Cerven 2019

15. DALSI INFORMACE

Pouze pro zvifata.

Veterinarni léCivy pfipravek je vydavan pouze
na predpis.

Velikost baleni: 1 x 1 ml, 1 x 10 ml.
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