EnuTtUn

detViva®

Richter

JINCTOBKA

1. HanmeHoBaHMe Ha BETepMHAPHNA NeKapCTBEeH
npoaykr

EnuTiin 60 mg oBKyceHu TabneTku 3a KyyeTa

Epityl 60 mg Flavoured Tablets for Dogs

2.CbcTaB

Bcska Tabnetka cbabpxa:
AKTUBHO BeLLeCTBO:
Phenobarbital 60 mg

bana, Kpbrna Tabnetka C KPbCTOCAHW NIMHWK 3a
CyynBaHe OT efjHaTa CTpaHa.

TabneTknte mora fa 6baaT pasgeneHyn Ha efHaksu
MOMOBUHY UN YETBBPTUHMU.

3. BnpoBe XNBOTHK, 3a KONTO e NpefHa3HayeH BJIMN
Kyuerta.

4.MokasaHuA 3a ynotpeba
MpepoTBpaTABaHe Ha rbpUOBE BCMEACTBME Ha FreHepa-
nu3npaHa enunencua Npu Kyyeta.

5. MpoTtnBonokasaHmna

[a He ce 13non3Ba Npu *XUBOTHW CbC CEPUO3HO
HapyLUeHa YepHOAPOOHA GyHKLMS.

[la He ce M3MoN3Ba NPU XMBOTHM CbC CEPUO3HM HBOPEUHN
VNN CbPAEUYHOCHAOBM Pa3CTPONCTBA.

[la He ce n3non3Ba Npu KyyeTa C TenecHa Maca nog 6 kg.
[la He ce u3non3ga Npu CBPbXUYBCTBUTENIHOCT KbM
aKTVMBHOTO BeLLeCTBO, ApYr1 6apbutypatn unm Kbm
HAKOE OT MOMOLLHMTE BeLLecTsa.

6. CneuynanHu npeaynpexaeHns

PelueHneto 3a 3anoyBaHe Ha aHTUeNunenTUYHa
Tepanua ¢ peHobapbuTan Tpabea aa 6bae B3eTO
npuv BCEKWU WHAMBUAYaneH Cryyall U 3aBUCKU OT
6pos, uecToTaTa, MPOABIHKUTENIHOCTTA U TEXECTTa
Ha I'bpyoBeTe NpU KyyeTa.

Mpwn HAKOM KyyeTa enunenTUyHUTE NpunagbLm
134e3BaT MO BPeMe Ha JIeYeHNETo, NpY APYrn KyyeTa
Te CaMO HaMansBaT, @ HAKOW OT KyyeTaTa Ce cyuTaT 3a
Hepearupaty.

CneuvanHu npeanasH1 Mepku 3a 6e3onacHa ynotpeba
Npu BUOOBETE XXMBOTHW, 33 KOUTO € NpeaHasHayeH BJIM:
MpenopbyBa ce BHUMATENHA yNoTpeba Npi XNBOTHN CbC
CEPWO3HO HapyLlLeHa YepHopPo6Ha 1 6bOpeyHa GyHKLMY,
XUMOBOMIEMUS, AHEMUA 1 CbPAEUYHN UV AVXATENHN
ANCOYHKLMU. BepoATHOCTTa OT XenaTOTOKCUYHN
HebNaronpuATHU peakuyun Moxe Aa 6bae HamaneHa
1Ny 3abaBeHa Ypes M3Mo3BaHETO Ha Bb3MOXHO
Hall-HUCKaTa edekTvBHa po3a. CnefeHeTo Ha
YepHOAPOGHM MOKa3aTeNy ce NpenopbYBa B CyYait Ha
NPOABIKNTENHA TEpanu.

lpenopbYMTENHO € la Ce OLieHABA KNMHWYHATA CTeneH
Ha NaToNOrMA Ha NaLuueHTa 2-3 ceaMULM Cnef HavanoTo
Ha TpPeTMpaHeTo 1 Cfief ToBa Ha BCekn 4-6 meceua upes
13MEepPBaHe Ha YEePHOAPOOHUTE EH3UMN U CEPYMHUTE
XKITbYHN KUCENMHU. BaxkHo e fla ce 3Hae, Ye NposBuTe
Ha XMMNOKCMA 1 Ap. NpeAn3BUKBaT yBenMyaBaHe
Ha HMBaTa Ha YepPHOLPOOHWTE eH3UMK Cned rbpu.
DeHobapbuTanbT MOXKE Aa MOBULIM AaKTUBHOCTTA Ha
cepymHaTa ankanHa ¢ocdatasa 1 Ha TpaHCaMUHa3uTe.
ToBa MOXe fila He BOAW A0 MATONOMMYHU MPOMEHMU,
HO CbLLO 61 MOrno fa JoBeAe A0 XeNaTOTOKCUYHOCT.
MpenopbyBaT ce YepHOAPOOHN GyHKLIMOHANHN TecToBe.
lMoBWLWeHNTe CTOMHOCTY Ha YePHOAPOBHWUTE eH3UMK
He BMHary M3UCKBaT MOHWXaBaHe Ha Jo3aTa Ha
deHobapbuTana, ako CEPYMHITE XBUYHW KNCENNHN Ca
C HOpPMasHW CTOMHOCTU.

Mpu NauneHTU CbC CTabuUAM3MpaHa enunencus He ce
npenopbyBa NPEBKIIOYBAHE MeXAy NeKapCTBEHUTe
dopmm Ha peHobapbuTan. AKo ToBa Ce Hanara, Tpsbea
[a Ce OTAeNV JOMbAHUTENHO BHAMAHME.

ToBa BK/OYBA MO-YeCTO OMnpedensHe Ha nia3MeHarta
KOHLIEHTpaLua 3a NOTBbPXAABaHE Ha NOAABPKAHETO
Ha TepaneBTUYHM HKBa. Heobxoavmo e mo-yecto
cnefieHe Ha HebnaronpuATHUTE peakumnm 1 Ha
uepHoapobHaTa AnchYHKLMA, LOKATO ce JOCTUTHe [0
cTabunmsayus.

MpekpaTtaBaHETO MM MNPEMUHABAHETO OT APYru
TMMOBE Ha aHTMENUNIEenTUYHa Tepanua Tpsbea fa ce
NpaBW NOCTENEHHO, 3a Aa ce 13berHe yBennyaBaHeTo
Ha YecToTaTa Ha MPUCTbAUTE.

TabneTkunTe ca 0BKYCEHW. 3a ia Ce U36erHe MHLMAEHTHOTO
nornblyaHe, CbxpaHsBaiiTe TabneTkuTe ganey ot 4OCTbA
Ha XNBOTHUTE,

CrieuvanHu npeanasHy MepKWn, KOUTo TpsabBa aa
B3eMe IULETO, Mpuarailo BeTepuHapHUs NIeKapCTBEH
NPOAYKT Ha KMBOTHUTE:

« bapbuTtypaTuTe MoraT fa npeau3BMKaT CBbXUYBCTBIATENHOCT.
Xopa ¢ ycTaHoBeHa CBPBXUYBCTBUTENHOCT KbM GapbuTypati
TpAbBa fia M30ArBaT KOHTAKT C BETEPUHAPHNA NeKapCTBeH
MPOAYKT.

« MIHUMAEHTHO NornblaHe MoXe Aa NpeanssuKa
VHTOKCKKAUMA 1 pgopn Aaa 6bae patanHo, ocobeHo
npw geua. TpsGBa Aa ce Npeanpremat CTporu MepKi
33 HeloMyCKaHe Ha KOHTAKT Ha AeLlaTa C NpoayKTa.

+ OeHoGapOMTaNbT € TepaToreHeH U Moxe fAa Obaart

TOKCWYEH 3a M0fa Npy 6PEMEHHOCT 1 MU KbpMayeTa;

TOI MOXe [1a NOBAMAE BbPXY Pa3BUTMETO Ha MO3bKa U

a floBefie 0 BPOAieHU HapyLlueHus. DeHobapbuTansT ce

€KCKPETMpa B ManYMHOTO MNIAIKO. BpeMEHHM XXeHW, XeHM

B I€TEPOAHA Bb3PACT 1 XEHW, KOUTO KbPMAT, TpAGBA fa

136ArBaT CNyYanHOTO MOFMTbLUAHE U MPOABIKUTENEH

KOHTAKT Ha KoXaTa C POAyKTa.

3a fa ce 136erHe MHUMEEHTHOTO NOMbLYAHE, NPOZYKTHT

TpA6Ba [a ce CbXpaHsBa B HEroBaTa OPUrMHaNIHa

OMaKoBKa.

WHguBugyanHo npepnasHo obopyABaHe, CbCTOALLO

Ce OT NpefnasHN PbKaBuLUM e NPEenopbunTeNHO Aa ce

HOCW, KOraTo ce paboTu C BeTEPUHAPHIIA eKapCTBEH

NPOAYKT.

Mpw cnyyaitHo NorbLyaHe, He3abaBHO Aa ce NOTbPCK

MEAMNLUMHCKA CbBET, NPenopbyUNTENHO MeAULIMHCKA

romoLL nNpu oTpaBsaHe ¢ 6apbuTypaTy, KaTo Ha
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NeKaps ce NpepocTaBy NNCTOBKATa UM eTUKeTa
Ha NpopyKTa. AKO € Bb3MOXHO, NleKapAT TpA6Ba fAa
6bjie 0CBEAOMEH OTHOCHO BPEMETO W KONMYECTBOTO
Ha NornblyaHe, Tbil KaTo Tasu MHGOPMaLMA MOXe
[a MOMOrHe 3a NpefnpremMaHeTo Ha NOAXOAALLO
neyeHme.

Mpy BcAKa ynotpeba Hew3non3saHaTa 4act ot
TabneTKata ce CbXpaHsBa [0 ClefiBaLLOTO 13MON3BaHe,
KaTo TpsAbBa fa ce BbpHe 06paTHO B 6nncTepa U B
KapToHeHata KyTus.

« [la ce 3MmAT pbLeTe CTapaTenHo cnep ynoTpeba.

BpEMEeHHOCT 1 NakTaums:

(DeHobapbuTansbT NpemMyHaBa nialeHTapHata 6apuepa v
NPy BUCOKY 031 (06PaTMO) HE MOraT Aia Ce U3K/YaT
npusHaum Ha abCTUHEHUMA NPV HOBOPOAEHMU.
W3cneaBaHua npy nabopaTopHM XXMBOTHY Ca NoKasanu
AOKa3aTencTea 3a BNNAHNe Ha peHobapbuTana Bbpxy
pacTexa Ha nnofa npeay paAaHeTo, 0CobeHO
BbPXY MOM0OBOTO pa3BuTMe. [pefpasnonoxeHoCTTa
Ha HOBOPOJEHN KbM KPbBOM3MIMBY € CBbp3aHa C
TpeTupaHe ¢ eHobap6uTan no Bpeme Ha bpemeHHOCTTa.
MpunaraHeTo Ha BUTaMUH K npu 6peMeHHOTO KeHCKO
Kyde 10 AHU Npeay papaHeTo MOXe fa NMOMOrHe 3a
MUHVMU3MPaHE Ha Te3n HebNaronpuaTHU peakumn
BbPXY Nofda.

Be3onacHOCTTa Ha NpofyKTa He e N3C/efiBaHa Mo Bpeme
Ha 6pemMeHHOCT npu KyuyeTa. Mon3uTe OT NeyeHWeTo
MmoraT ga 6baaTt Mo-rofiemy OT MOTeHUManHUTe
PpUCKOBe 3a Nofaa (XMMOKCUA 1 aunao3a), CBbp3aHu
C enuNenTNYHN rbpYoBe Ha MalikaTa. 3aToBa Mpw
OpPEMEHHOCT NPEKPATABAHETO Ha aHTUEMUNENTNYHOTO
NleyeHne He ce NMpenopbyBa, HO fo3aTa TpAbBa Aa e
Bb3MOXHO Hal-HICKa.

(DeHObapbUTANBT Ce eKCKpPeTHpa B Maskn KONMYeCTBa
upe3 MIAKOTO 1 Mpe3 neproga Ha 603aeHe Tpabea
[la Ce CNepAT KyyeHLaTa 3a HeXXeNlaHy cefaTBHY
peakumn. Moxe Aa ce MPUNoXu No-paHHO OTOMBaHE.
AKO Ce MOABAT CbHAMBOCT WK CefaTMBHW NPOABU
NPy HOBOPOAEHUTE, KOUTO MOraT Aa 6bAaT CBbP3aHM ¢
603aeHeTo, TPAGBa Aa ce u3bepe N3KYCTBEHO XpaHeHe
€ 616epOoH.

Mpunara ce no Bpeme Ha 6pPeMeHHOCT 1 NakTauua
camo cfieq NpeLieHKa nossa/pruck ot OTroBOPHMA
BETepUHapeH feKkap.

B3aumopeicTBre ¢ fpyrn BeTeprHapHW IeKapCTBeHN
NpOIYKTN 1 Apyrit GOPMM Ha B3aNMOLEACTBME:
TepaneBTMYHa po3a Ha ¢eHobapbutan npwu
aHTVeNUNeNnTYHa Tepanusa MOXe 3HauuTesHo Aa
MHAyUMpa nnasmeHuUTe NpoTtenHu (Kato al-aump
rnukonpoTteunH, AGP), KonTo cBbp3BaT BeLllecTBa.
DeHobapbuTanbT 61 MOrbA ja HaMaW akTUBHOCTTA Ha
HAKOW BellecTBa ype3 MoBulLaBaHe Ha MeTabonusma
MM NOCPEeLCTBOM UHAYLMPaHe Ha MeTabonusnpalim
€H3NUMHM NPOJYKTV B MUKPO3OMUTE Ha YepHUs pob.
3aToBa TpAbBa fa ce 06pbLLa 0COBEHO BHUMaHME BbPXY
dapmaKkoKnMHeTMKaTa M JO3MTe Ha CbMBTICTBALNTE
npogyKTw. MNnasmeHnTe KOHLEHTpaLumMn Ha peguua
BeLYeCTBa (Hanp. UMKIOCMIOPUHM, TMPEOVUZHN XOPMOHM
1 TeodUNNH) Ce NMOHMXKaBaT NpY eHOBPEMEHHa
ynotpe6a Ha ¢eHobapbuTtan. EgHoBpemeHHaTa
ynoTpeba ¢ fpyrv npogyKTy, NOTUCKALM LIEHTpanHaTa
HepBHa cucTema (KaTo HapKOTUYHW aHanreTuuu,
MOPGUHOBM AepUBaTH, GEHOTUAZNHI, AHTUXNCTaMUHN,
KNOMMUMpPaMUH 1 XnopameHnKon), Moxe Aa 3acunm
edekTa Ha peHobapbuTana.

LIMMETUAMHBT 1 KETOKOHA30/bT Ca UHXMOWUTOPY Ha
YepHOAPOOHU eH3MMI: eAHOBPeMeHHaTa ynoTtpeba ¢
deHobapbuTan Moxe fla NpeAU3BMKa yBeNMYaBaHe Ha
CepyMHNTEe My KoHLUeHTpauun. GeHobapbutanst 6u
MOIbAl ja MOHWXN pe3opbumnATa Ha rpruseodynsuHa.
EpHoBpemeHHaTta ynotpeba ¢ kanves 6pomug
YBENNYaBa prcKa OT NaHKpPeaTnT.

YnoTpebata Ha GpeHobapbuTan 3aefHO C NPUMULOH He
ce npenopbyBa, Tbil KaTo NMPUMUAOHBT NPEAUMHO ce
meTabonusunpa fo GeHobapbutan.

CnepHvTe BellecTBa MoraT a MOHMXKAT npara Ha
KOHBYNCUW: KBUHOMOHY, BUCOKUN AO3M PB-NakTaMHu
AHTNONOTNLY, TEOPUNIH, AMUHODUINH, LIMKNOCNOPUH
1 nporodon. MpoayKTn, KOUTO MoraT Aa NPOMEHAT
npara Ha KOHBY/CUM, TPAOBA Aia Ce M3MOoN3BaT CaMo, ako
€ HanCTIHa HeobXoAVMO U KOraTo HAMa no-6e3onacHn
anTepHaTMBU.

Mpeno3vpaHe:
TOKCMYHOCTTa MOXe [a [OCTUTHe OO A03U Hapg

20 mg/kg/peH unmn Korato CepymHuUTE HMBa Ha
deHobapbuTana HapacTHaT Hag 45 pg /ml.

CvimnToMUTE Ha Npefo3vnpaHe ca:

- MOTUCKaHEe Ha LEHTpasiHaTa HepBHa CUCTEMA,
EMOHCTPMPALLO Ce C MPU3HALIM OT CbH O KOMa;

- pecnmpaTtopHu npobnemu;

- KapAnoBacKynapHN Npobaemm, XMMNOTEH3US 1 LLOK,
BOAELLM A0 6bOpEeUHa HelOCTaTbYHOCT 1 CMBPT.

B cnyuait Ha npeposvpaHe Aa Ce OTCTpaHU
MOrb/IHATUAT MPOAYKT OT CTOMAxa, Hanprmep uypes
NpoMMBKa. AKTUBEH BbIeH MoXe Aa ce aage. Mpunara
ce nognomaraHe Ha AULWaHeTo.

Hama cneundurueH aHTMgoT, HO cTUMynaHTy Ha LIHC
(KaTo poKcanpam) moraT Aa CTUMynMpaT AuUxaTenHus
LeHTbp. ObaNLWBaliTe C KUCIOPOA.

OCHOBHW HECHbBMECTUMOCTU:
He e npunoxummo.

7. He6naronpuaATHM peakuyun

Kyuera:
MHoro pepaku ATakcua n cegauma’
(no-manko ot 1 MapagokcanHa
XMBOTHO Ha 10 000 Xunepsb3byaUmocT *

XKUBOTHW, BKIIOUUTENHO
130/MpPaHuN CboBLIEHNS).

Monwypwua, nonmguncua
n nonudarus®
XenaToToKcMyHoCT *
MaHunTOoneHusa n/unn
HeyTponenus

Huckn HyBa Ha
CBOOOAHMUSA TUPOKCUH
(FT4) unun HACKN HWBA Ha
TUPOKCUH (T4) °

":Mpu 3ano4BaHeTO Ha TepanuATa Te3n edekTn morat
Aa ce MNoABAT, KOUTO OOUKHOBEHO Ca MPEeXOofHM
N 134e3BaT MpU NOBeYEeTO, HO He MPY BCUYKM
nauyuneHTn ¢ NpoabIXnTenHo TpetnpaHe. CepaumaTa
1 aTaKCMATa YeCTo Ce NPeBpPbLUAT B 3HAUNTENHN
onaceHus, Tbid KaTo CEPYMHUTE HVBa AOCTUFAT No-
BMCOKMTE rPaHULIM Ha TepaneBTUYHUA [A1ana3oH.

“HAKkou »KMBOTHM MoraT p[a [AeMOHCTpupat
napagokcanHa xvunepBb36yanMOCT, 0cobeHo cnep
3anoyYBaHETO Ha TepanuvATa 3a NPbB NbT. Tbil KaTo Ta3n
XVNepBb30YANMOCT He e CBbp3aHa C Npefo3upaHe,
He Ce Hanara HamanABaHe Ha fjo3aTa.
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’: Tean edeKTM MOraT fla ce MOSBAT NPU CPERHMN UK No-
BICOKM TepaneBTNYHU CePYMHU KOHLeHTpauuu. Tesn
peakuum MoraT fja ce MOHWXAT Ype3 orpaHunyaBaHe
nprieMa Ha xpaHa.

:BucokaTta nnasmeHa KOHUeHTpauus Moxe fa bbae
CBbp3aHa C XeNaToTOKCUYHOCT.

:DeHobapbuTanbT 61 MOrba Aa Npean3BUKBa
HebnaronpuATHN peakLny BbpXy CTBONOBUTE KNETKM
Ha KOCTHWA MO3bK. [locnefcTBUATa Ca UMYHOTOKCUYHA
MaHUMTONEHNA W/ HeyTponenua. Tesn peakumn
134e3Bar Cfief NpeKpaTsBaHe Ha IeYeHMETo.

:TpeTupaHu Kydeta ¢ deHobapbuTan Morat Aa
MOHWKaT cepyMHuUTe ¢ HUBa Ha TT4 nnwn FT4, Ho ToBa
MOXe [ia He 6bje MHAMKALMA 33 XMNOTUPEONAN3bM.
TupongHa XopMOHO3aMecTBalla Tepanus Tpabsa
Ja Ce 3anoyHe CaMo MPW HANMYMETO Ha KIMHUYHM
npr3HaLm Ha 3abonsagaHeTo.

6,

CbobLaBaHeTo Ha HeGNAronpuUATHU peakuun e
BaXKHO. ToBa MO3BONIABA HEMPEKbCHAT MOHUTOPUHT
Ha 6e30MacHOCTTa Ha BETEPUHAPHUA NleKapCTBEH
npoayKT. AKo 3abenexuTe HAKaKBW HeGNAronpuATHM
peaKLmu, BKMIOYATENHO 1 TaKNBa, KOMTO He Ca OMCaHu
B Ta3M NINCTOBKA UMW MUCSIUTE, Ye BETEPUHAPHUAT
NeKapCTBEH NPOAYKT He OENCTBa, CBbPXETe ce
MbpBO C Bawwa BeTepuHapeH nekap. Moxe cblo fa
CbobLjaBaTe HEHNArONPUATHI PeAKLMM Ha NpUTEXaTeNs
Ha pa3pelleHneTo 3a TbProBus WAW MECTHUA
NPeLCTaBUTEN Ha NPUTEXATENA HA Pa3peLleHNeTo 3a
TbHProBYSA , KaTo M3M0N3BaTe AAHHUTE 3a KOHTAKT B Kpast
Ha Ta3u NINCTOBKaA UMM Ype3 HaLMOHanHaTa cucTema 3a
CbobLyaBaHe.

8. [lo3npoBKa 3a BCeKU BuJ KUBOTHO, HAUYMHU U
MeTOoA Ha NpunoXeHne

3a nepoparHo NpunoxeHue.

Heobxopumata po3a e ce pasnnyasa A0 M3BECTHA
cTeneH Mexay OTAeNHUTE UHAMBMAN B 3aBUCUMOCT OT
eCTecTBOTO U TeXeCTTa Ha 3abonAasaHeTo.

TabneTknTe TpsAGBa 4a Ce AABAT MO e4HO U CbLLO Bpeme
BCEKM [leH U KOOPAVHMPAHO C NePUOANTE Ha XPaHeHe
3a [1a Ce ONTVMM3MPA YCrexa Ha IeYeHIETO.

HavanHata go3a npw Kyyetata e 2-5 mg Ha kg TenecHa
Maca / geH. [lo3aTta Tpa6Ba fa 6bhe pasgeneHa u
NpUNoXeHa Ha fiBa MbTU Npe3 feHs.

CrabunHN cepyMHU KOHLEHTPaLMW He ce fJocTuraT o
1-2 cepMuUM Cnep, HauyanoTo Ha TpeTupaHeTo. MbaAHKAT
edeKT OT IeUeHETo He ce NPOABABA 3a ABE CEAMMLIN 1
[03aTa He TpsAbBa fja Ce NOBWLIABa NPe3 TO3W Neprog,.

AKO NpUCTBNNTE HEe Ce MOTUCHAT, fo3aTa MOXe Aa ce
nosuwn ¢ 20% B fageH MOMEHT, KaTo npu ToBa ce
KOHTpONMpaT CepymMHUTEe HMBa Ha peHobapbuTana.
CepymHaTa KOHLEHTpauus Ha deHobapbutana moxe
[la Ce NpoBepu cref AOCTUrAaHETO Ha CTabuiHo
CepyMHO HMBO 1 aKo Ta e nog 15 pug/ml, posata 6u
morna fa 6bae kopuriupaHa cbobpasHo ¢ ToBa. AKO
NPUCTBANTE Ce MOSBAT OTHOBO, 403aTa MOXe Ja ce
MOBMILM [0 MaKCUMasHa CepyMHa KOHLEHTpauua ot
45 pg/ml. Bucokata nnasmeHa KOHLUEHTpaLus MoXe
Aa 6bAe CBbp3aHa C XenaToTOKCUYHOCT. KpbBHUTE
npobu Tpsabsa fJa ce B3emMaT MO €AHO U CbLUO Bpeme
MasKo npeaw ciefpalyns npuem, 3a fa ce onpepenst
Hal-HUCKNTe HMBA Ha MNa3MeHa KOHLEHTpauuA Ha
deHobapbuTana.

MnasmeHuTe KOHUEHTpauun TpabBa pJa ce
WHTEpNpPEeTMpPaT BbB Bpb3Ka C HabniopaBaHus
OTrOBOP KbM TepanusiTa 1 MbiHaTa KNMHUYHA OLIEHKa,
BKJ/IOUMTENHO MPOABA Ha TOKCUYHOCT MPU BCAKO
XNBOTHO.

KNvHWYHYM faHHK NOKa3BaT, Ye MoraT Aa ce Habnofasat
3HaUUTeNHK BapuaLMn B Nia3MeHNUTe KOHLEHTpaLuu
Ha ¢eHobapbuTana Mpu HAKOW KMBOTHWU. Te3u
Bapuaumy MoraT Aa 6baaT oT Hal-HUCKU Nna3meHu
KOHLEHTpaumn Ha deHobapbuTan nog TUNUYHOTO
MUHWMANHO TepaneBTMYHO HMBO (15 pg/ml) po Haii-
BMCOKM MNasMeHN KOHLEHTpauuy, AOCTUrawm Ao
MaKCUManHoTo HMBO (45 pg/ml). AKO KOHTPONBT Ha
rbpyoBeTe € HealeKBaTeH MpW TaKMBa XUBOTHU,
TpAGBa fa ce cnedn Janu fo3aTta He JOCTUra wnu
HafBWLIaBa TOKCUMYHUTE HKBA. Bb3MOXHO e pa ce
HanoXu Aa 6bpaT M3MepBaHW Hal-BUCOKMTE U Hail-
HUCKMTE MNa3MeHn KOHLEHTpaunn Ha GeHobapbuTana
Npwv TakrBa »KMBOTHW. (Hall-BUCOKMTE nnasmeHn
KOHLEHTpaLuy ce gocTurat 4o NpubnmsnTenHo 3 yaca
cneg, NpunoXeHue).

AKO MPUCTBINTE He Ca KOHTPONMPAHK YCMELWHO 1
aKo MaKcyManHaTa KoHLeHTpaumsa e okono 40 pg/ml,
AmarHosata TpabBa fa ce npepasrnega w/wnu aa
ce fo6aBM BTOPMW aHTVENUNENTNYEH NPOAYKT (KaTo
6pomuAan) KbM NPOTOKONA 3a NleyeHue.

TabneTkute moraT Aa ce paspenAT Ha efAHaKBu
MOMOBUHY UAW YETBBPTUHY 33 FapaHTUPaHe Ha TOYHO
[03MpaHe.

3a pa ce paspen TabneTtkata Ha YeTBbPTHHY NOCTaBeTe
A BbPXY paBHa MOBBPXHOCT C JIMHAUTE 3@ CuynBaHe
Harope 1 A HaTVCHeTe B cpeAata C nanewa cu.

hd

=

3a na ce pasgeny TabneTkata Ha MoJOBUHY NOCTaBeTe
A BbPXY PaBHa MOBbPXHOCT C IMHAUTE 3@ CUyrBaHe
Harope, 3a[pbKTe eHaTa NojioBMHA 1 NMPUTUCHETE
Apyrara.

Leaflet_Epityl BG_LD10979_50094500BPT092024C.indd 2

9. CbBeTH 3a NPaBUIHOTO NPUaraHe Ha NPoAYyKTa
CTabunHN CEPYMHU KOHLIEHTPALMM He Ce JOCTUraT 40
1-2 CeAMMLM CNefl HAYaNOTo Ha TPeTUpaHeTo. MbHUAT
edeKT OT JIeUEHMETO He Ce NPOABABA 33 4BE CEAMULM 1
[03aTa He TPsiGBa [1a Ce NOBMLIABA MPE3 TO3M Nepyop,

AKO MpUCTBNUTE He Ce MOTUCHAT, fo3aTa MoXe fAa
ce nosuwu ¢ 20% B AafieH MOMEHT, KaTo Npu ToBa ce
KOHTpONMpaT CepymMHUTE HMBa Ha ¢eHobapbuTana.
CepymHaTa KOHLUEHTpauua Ha deHobapbuTtana moxe
[la Ce NpoBepy cfef AOCTUraHeTo Ha CTabunHo
CepyMHO HMBO 1 aKo TA e nog 15 pg/ml, posata 6m
morna fla 6bae KopurnpaHa cbobpasHo ¢ ToBa. AKO
NpUCTbNUTE Ce MOABAT OTHOBO, A03aTa MOXe fia ce
MOBWWM [O MaKCMManHa CepyMHa KOHLEHTpauua ot
45 ug/ml. Bucokata nnasmeHa KOHLEHTpaunA Moxe
Aa 6bfe cBbp3aHa C xenaToToKCUYHOCT. KpbBHUTE
npobu Tpa6Ba fa ce B3emaT MO efHO U CbLUO Bpeme
MasKo NMpeay cnefsalyya npriem, 3a ja ce onpepfensat
Hall-HUCKMTE HMBa Ha Mya3meHa KOHLeHTpauus Ha
deHobapbuTana.

MnasmeHuTe KoOHUeHTpauun TpAbBa fda ce
WHTeprpeTMpaT BbB Bpb3Ka C HabnogaBaHuA
OTroBOp KbM TepanuATa M MbJiHaTa KAUHWYHA
OL|EHKa, BKIIIOUMTENHO MPOsBa Ha TOKCUYHOCT Npun
BCAKO XMBOTHO.

10. KapeHTHU cpoKoBe
He e npunoxummo.

11. CneymanHu ycnoBms 3a CbXpaHeHmne
[la ce cbxpaHsBa fjaney ot norneja v Ha HeoCTbMHN
3a Aeua MecTa.

To31 BeTeprHAaPHOMEANLIMHCKI MPOAYKT He N31CKBa
HAKAKBU CNIeLManHy yCnoBms 3a CbXpaHeHue.

[la ce cbxpaHsABa 6n1CTEPBT B KAPTOHEHA Ky THA.

CpoK Ha rogHOCT Ha pasfeneHn Ha napyeTa TabneTku:
2 gHw. [la ce cbxpaHsaBaT pa3feneHnTe Ha napyeTa
TabneTkn B OpUrMHanHata onakoBKa.

[la He ce M3noN3Ba TO3U BETEPUHAPEH NEKAaPCTBEH
NPOJYKT C/led M3TYaHe CPOKa Ha rogHOCT, MOCOYEH
BbPXY €TVKeTa 1 KapTOHeHaTa OnakoBka cneg Exp.
CpOKbT Ha FOAHOCT OTrOBapsA Ha MOCNEeAHNA 4eH OT
TO31 Mecell.

12. CneynanHu npegnasHu MepKin Npu yHULL0XKaBaHe
BeTepriHapHUTe NeKapCTBEHM NPOAYKTW He TpsbBa fAa
6bAaT M3XBLPAAHW Ype3 OTMafHW BOAM Unn GUTOBU
oTnagbLM.

Vi3nonsgaiiTe nporpamu 3a BpblaHe Npu
YHULLOXABaHETO Ha HeW3Mno3BaHu BeTepuHapHU
NeKapCTBEHM MPOAYKTU WAM OCTaTbuW OT TAX B
CbOTBETCTBME C MW3UCKBaHWATA Ha MECTHOTO
3aKOHOZJATENCTBO W C BCUYKM HALMOHAMHM CUCTEMU 3@
cbOUpaHe, NPUNOXMMM 3a CbOTBETHUA BETEpUHAPEH
NIEKAPCTBEH NPOAYKT.

13.Knacndukaums Ha BeTepuHapHUTE IeKapCTBEHN
npoayKTH
[la ce oTnycka camo Mo nekapcko NpeanmcaHme.

14. Homepa Ha paspelieHMeTo 3a TbpProsua u
pa3mepu onakoBKM

0022-2607

BnncrepHun nentn (PVC/anymunHun), cbabpalym
10 TabneTkn B KapToHeHU KyTtum no 10, 20, 30, 40, 50,
60, 70, 80, 90, 100, 500 1 1000 TabneTKw.

benu nnactmacosu (HDPE) KoHTeHepM C MOAMMPONIIEHOBS,
YCTONUMBa Ha OTBapsAHe OT fieLja Kanayka, CbAbpKalum
100 unmn 500 Tabnetku.

He Bcnuku pa3sMepun Ha onakoBKaTa Morat fla 61>,an
npennaraHn Ha nasapa.

15. [laTa Ha nocnepHaTta pefakyua Ha TeKcTa
12/07/2024

MopgpobHa uHPopMaLMsa 3a TO3K BETEPUHAPEH
NeKapCTBEH NPOAYKT MOXe Aa HamepuTe B 6a3aTta
AaHHU Ha Cblo3a OTHOCHO NPOAYKTUTE
(https://medicines.health.europa.eu/veterinary).

16. [laHHM 3a Bpb3Ka

MpuTexaTes Ha PaspeLIEHNETO 3a THPTOBMA 1 NPOU3BOANTES,
OTroBapALY 3a 0CBOOOX/IABAHETO Ha NAPTUAN U JaHHM 33
BPb3kKa 3a CbobLUaBaHe Ha npeanonaraemu HebnaronpuUATHN
peakumu:

Chanelle Pharmaceuticals Manufacturing Ltd
Loughrea

Co. Galway

Ireland

Telephone: +353 (0)91 841788
vetpharmacoviggroup@chanellegroup.ie

MeCTH NpeCcTaBnTeny 1 JaHHM 3a BPb3ka 3a CbobluasaHe
Ha npeznonaraemn HebnaroNpPUATHI peakLnm:

3a BCAKaKBa MHGOPMALMA OTHOCHO TO3W BETEpUHAPEH
NeKapcTBeH MPOAYKT, MONA, CBbPXKETE Ce C MECTHUA
npeacTaBUTeN Ha NpUTEXaTens Ha pa3peLLeHneTo 3a
TbProBus.

Peny6nuka bbnrapuns

BeTBuga Puxtep EOO[
1360 Codus, yn. Obencko woce 7
Ten. +359 2927 99 66

E-mail: office@vetviva.bg
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