JINCTOBKA:

Tramsan 80 mg Tabnetkm 3a AbBYEHE 3a Ky4eTa

1. HAMMEHOBAHWE HA BETEPHAPHWUA NEKAPCTBEH NMPOAYKT
Tramsan 80 mg TabsieTkM 3a fbBUYEHe 3a KyyeTa

2. CbCTAB

Bcsaka Tabnetka ot 80 mg cbAbpxKa:
AKTNBHO BelLLecTBO:

Tramadol hydrochloride 80 mg
ekBMBaneHT Ha 70,3 mg tramadol

Bana fo 6enesHnkasa, Kpbria U M3nbkHana TabneTka 3a AbBYEHe C AeINTeNHa NMHUS BbB dopmaTa
Ha KPbCT OT e4HaTa CTpaHa 1 ¢ pasmep 7 mm unauv pa3mep 13 mm.
TabneTknTe MoraT Aa ce pPaszAenaT Ha 2 Unn 4 paBHU YacTu.

3. BUAOBE XKXUBOTHWU, 3A KOUTO E NPEAHA3SHAYEH BJIMN
KyueTa

¢

4. NOKA3AHWNA 3A YITOTPEBA
3a HaMansBaHe Ha OCTpa 1 XPOHWYHa Neka 60/1Ka B MEKNTE TbKaHU U MYCKY/IHO-CKesieTHa 60JiKa.

5. MPOTUBOINMOKA3SAHIWA
-[a He ce npwnara 3ae4HO C  TPULUUNKITINYHN dHTUAENPECAHTN, I/IHXI/I6I/ITOpI/I Ha
MOHOaMWHOOKCKAa3aTa U I/IHXI/I6I/ITOpI/I Ha O6paTHOTO 3axXBadllaHe Ha CEPOTOHWH.
-[la He ce M3MoN3Ba npn cBpbuBXHYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO WA KbM HAKOW OT
noMoLHMTE BELLECTBA.
-[la He ce 1n3non3Ba NPV XXNBOTHWN C eNMUAeErncnsa.

6. CMEUMANHN NPEAYNPEXAEHUA

CneupnanHwu npeaynpexaeHuna.

AHanreTnyHmTe ec|>e|<T|/| Ha TpamMadon Xunapoxnopmjg Morat Aa 6'bﬂ,aT npomMeHInBNA. CmdaTa ce, ye
TOBa C€ AbJ/IXW Ha WHANBUNAYANTHUTE Pasinyna B MeTabonmsamMa Ha akKTUBHOTO Bewecrso Ao
NMbPBNYHNA aKTUNBEH MeTabonut O—p,e3|v|eT|/|nTpaMap,on. |_|pl/l HAKOWN Ky4yeTa (HenoBnVann ce oT
leyeHMeTO) TOBa MOXe Aa AoBeje A0 HEeBBb3IMOXHOCT Ha NnpPoAyKTa Aa OCUTYPW aHalre3us. rlpl/l
XPOHNYHA 6onka Tpﬂ6Ba Aa ce obmMmncan MYNTUMOJa/IHa aHa/lre3nd. queTaTa TpF|6Ba Aa Ca noj
peasOBHO Ha6mop,eH|/|e OT BETEPUHAPEH N1€Kap, 3a Aa C€ OCUTypun afeKBaATHO obnekyaBaHe Ha
bonkata. B CﬂyanI Ha peunigmnB Ha 6onkaTta unu HeAOCTaTb4YHa aHa/lIresnd, MoXxe fa ce HaJioXn
npepasrnexjgaHe Ha aHaireTnYHnA nNpoToOKOI.

CneumanHn npeanasHy Mepkn 3a besonacHa ynorpeba Npu BUAoBeTe XWUBOTHW, 338 KOUTO e
npegHasHayeH BJIM:

TabneTknTe ca OBKyCeHW. 3a Aa m3berHete C/lyyaliHO MOrNblLUaHe, CbxpaHsaBanUTe TabneTkmutTe Ha
MSACTO, HEAOCTBIHO 3a XVUBOTHW. M3ron3BanTe C NOBULLEHO BHUMaHVe npu kyyeta ¢ 6bbpeyHo nam
YepHOAPOHHO yBpexaaHe. MNpu KyyeTa C YHepHOAPOHHO yBpexaaHe MeTaboIM3MbT Ha TpaMao/ A0
aKTUBHUTE MeTabonnTn MOXe fAa b6bhe HamaneH, KoeTo MOXe JAa Hamanu eduKacHOCTTa Ha
npoaykta. EAVH OT aKkTuBHUTE MeTabonuUTW Ha TPamajon ce ekckpeTupa rnpes b6vbpeunte ©
CNefoBaTesIHO MpU KydeTa C ObOpPEUHO yBpexJaHe MoXe Ja Ce HaloXu KOopurmpaHe Ha
N3MON3BaHUA pPexXmnM Ha fosvpaHe. [pn ynotpebaTa Ha TO3W MNPOAYKT TpsabeBa Aa ce ciean
6bbpeyHaTta ¥ yepHoApobHaTa GyHKUWMA. TpekpaTaBaHETO Ha AbArocpoyHaTa aHanareTuyHa
Tepanusa TpabBa Aa CTaBa NOCTENEeHHO, KOraTo € Bb3MOXHO.

CneumanHu npeanasHU MepkU, KOUTO TpAbBa Aa B3eMe JAMLEeTO, Mpuaaraulo BeTepUHApHUS
NEeKaPCTBEH MPOAYKT Ha XXMBOTHUTE:

Tpamagon 1 BaHUANH MOraT Aa NpeAn3BuKaT (aneprivHmn) peakumm Ha CBPbX4YyBCTBUTENHOCT. XOpa
C U3BeCTHa CBPbXYYBCTBUTENHOCT KbM Te3U BellecTBa TpsibBa Aa M36ArBaT KOHTAKT C MNPoAyKTa.
N3muiiTe pbueTe cnes ynoTtpeba. MNoTbpceTe MeAUUMHCKM CbBeT B Clyyail Ha peakuum Ha
CBPBbXYYBCTBUTENHOCT.

To3wn BETEPNHAPEH NEKAPCTBEH MPOAYKT MOXE Aa Npean3BrkKa Apa3HEHE Ha OYUTE, HarpuMep, ako
ce o6pa3yBa npax, KOrato ce HaTpown Ha Mno-MaJkn 4YacTu. 36areante KOHTAKT C O4uTe,
BK/TOYNTENHO KOHTAKT Ha PbKa C OKO. Ako BETEPUHAPHUNAT NeKapCTBEH NMPOAYKT nonagHe B O4HNTE,
n3nnakHeTe He3abaBHO OBU/THO C BO/Ja.

Tpamagzon Moxe Aa npeamussuka cefaums, rajeHe n 3aMmariBaHe cfief, CyyanHo rnornbliaHe. 3a ja ce
n3berHe cny4yamHoO NornbLiaHe, 0CO6eHO OT JeTe, HEM3MNON3BaHUTe YacTy OT TabsieTkmnTe TpabBa Aa
ce BbpHAaT B OTBOPEHWA bincTep, Aa Ce NOCTaBAT 06paTHO B KAPTOHEHaTa KyTUSA U fia ce CbXxpaHaBaT
Ha CUTYPHO MACTO, Aasiey OT norsaeja v Ha HeJOCTbMHW 3a geua MecTa. lNpu ciyyariHO NornbLuaHe,
0CO06eHOo OT Jela, He3abaBHO Aa Cce MOoTbPCU MEeANLMHCKN CbBeT, KaTo Ha /Jiekaps ce NnpesoCcTaBy
JINCTOBKATa UAW eTVKeTa Ha nNpoaykTa. Mpu ciyyaliHo norabLiaHe oT Bb3pacTHu: HE LLUO®UPAITE,
TbI KaTO MOXe la HaCTbMNy cejauns.

EpeMeHHOCT 1 nakTaums:

NTabopaTopHUTE MNpOyYBaHMA MPU MULIKA W/WAKM NABbXOBE W 3ailiM He MokKasBaT HUKaKBU
A0OKa3aTeNcTBa 3a TepaToOreHHocCT, GPeTOTOKCUYHOCT, TOKCUYHOCT 3a Makkata U HebnaronpusiTHu
edbekTn B Nepu- 1 NMOCT-HATaHOTO pa3BUTME Ha MOTOMCTBOTO. Mpunara ce camo cnej npeLeHka
MOoN3a/pucK OT OTTOBOPHUSA BETEPUHAPEH NeKap.

3ana10459eMoCT:
JlabopaTopHUTE NpoyYBaHWA NpY MULLKKA U/WAN NABXOBE W 3aiuy, yrnoTpebaTa Ha Tpamajon B

TepaneBTUYHM J03U He NOBANSABA HEONAroNpUATHO PenpoAyKTMBHATa CNOCOBHOCT N pepTuanTeTa
NPy MBXKUTE U XeHckuTe. lMpunara ce camo cej npeueHka Mon3a/puck OT OTrOBOPHUS
BETEPUHAPEH nekap.

B3avmogencTBre C  Apyryi  BeTepUHAPHU  NeKapCTBEeHWU NOPOAYKTU WU Apyrn  GopMK  Ha
B3aMMO/eNCTBUE:

EaHOBpEeMEHHOTO NPUAOXKeHMe Ha NPOAYKTA C AenpeCcaHTN Ha LieHTpanHaTa HepBHAa CUCTeMa MOXe
Aa noacunu notuckawmte edpektm Bbpxy LLHC n gnwaneto. TpamMazon Moxe aa noacunuv ebekrta Ha
BeLecTBaTa, KOUTO MOHMXKABAT MbPYOBMUS Mpar.

JlekapcTBa, KOUTO WUHXMOMPAT (Hamp. UUAMETUAVNH W epUTPOMULVH) WA UHAYUMpaT (Hanp.
kapbamasenuH) CYP450 megumnpaH metabonnsbm, Morat a MMaT ebekT BbpXy aHanreTuyHuns epexr
Ha TpaMazon. KnMHMYHAaTa 3HaUMMOCT Ha Te3M B3arMOAenCTBINSA He e Mpoy4yBaHa npu ky4eTta.
KombrHauunaTa oT CMeceHn aroHUCTWU/aHTaroHUCTK (Hanp. bynpeHopouH, bytopdaHon) n Tpamagon
He e NpenopbYnUTeNHA, Tbil KAaTO aHaNreTUYHUAT ePeKT Ha YNCTUA arOHUCT MOXe TeOpeTUYHO Aa
6bAe HamaneH Npu TakmBa 06CTosATeNCTBA. BuxTe CbLyo 1 pa3gena 3a NpoTMBOMNOKa3aHUATa.

[Npepo3snpaHe:
B cnyyam Ha MHTOKCUKAUMA € TpaMaZon € BepOsATHO Aa Ce NOABAT CUMMNTOMW, MOAOOHM Ha Te3u,

HabntogaBaHW MNpu  APYrM LEeHTpanHo AelicTBawym aHanretuum (onvounan). Te BKkAo4BaT
Mo-cneumnasHo Mrno3a, NoBpPbLLAHE, CbPAEYHO-CHAO0B KONAMNC, HAapYLIEHUs Ha Cb3HAHNETO A0 KOMa,
MbPYOBE 1 pecnmpaTopHa Aenpecus 40 CNpaHe Ha AULIAHETO.

O6Lwm cnelwwHn mepkun: MoaabpxariTe cBOBOAHM ANXATENHM MbTULLA, NOAABPXANTE CbpAeYHaTa U
AnxaTenHata GyHKUMS B 3aBUCUMOCT OT cumnToMuTe. TMpeAn3BUKBAHETO Ha MOBPbLUAHE C Len
M3npa3BaHe Ha CTOMaxa e MOAXOAALL0, OCBEH akO 3aCerHaToToO XWMBOTHO He Moka3Ba HamMaNleHo
Cb3HaHWe, B KOMTO C/lyyai MoXe ga ce 0bMUCIN cCTOMallHa NpoMMBKa.

AHTUAOTHT 3a pecnnpaTopHa Aenpecns e HaNoKCOH. HafoKCoH obaye MOXe Ja He e MoJie3eH BbB
BCUUKM C/lydaun Ha Npejo3vipaHe C TpaMagos, Tbil KaTo MOXEe CaMO YaCTUYHO Aa 06BbpHE HAKOU OT
Apyrute edpekTn Ha Tpamagon. Mpu rbpuoBe Aa Ce NPUIOXN AMa3enaMm.

7. HEBJIATONPUATHU PEAKLU WU

KyueTa:
YecToTa He6naronpusaTtHa peakuusa
YecTtn Cepaumsa’?; CbHAMBOCT —,
(ot 1 go 10 Ha 100 TpeTrpaHu XUBOTHW): HeBPOJIOTMYHO Pa3CTPONCTBO?
HeuecTu FazeHe, NoBpbLLAHE

(1 no 10 Ha 1000 TpeTrpaHU XNBOTHWY

Penku
(OT'D'1 210 10 Ha 10 000 TpeTupaHu XNBOTHW): CBPBXUYBCTBUT@NHOCT?

MHoro peaku 4
(Mo-masnko ot 1 Ha 10 000 TpeTmpaHm Mp
XXNBOTHW, BKIOUNTEIHO U30/IMPAHN CbOBLLLEHNS):

T Neka.

20cobeHo KoraTo ce gaBaT MO-BUCOKWU A03MW.

3 B clyyam Ha peakuunm Ha CBPBbXYYBCTBUTENIHOCT lIeYeHVeTOo TpsabBa Aa ce npekpaTtu.
4 Mpw KyyeTa C HACBK MbpYOB Mnpar.

CbobLiaBaHeTO Ha HebNaronpUATHY peakunm e BaxHO. ToBa NO3B0/1sIBa HEMPeKbCHAT MOHUTOPUHT
Ha 6e30MnacHOCTTa Ha npoAdykTa. AKO 3abenexute HAKakBY HebnaronpusTHU  peakuny,
BK/IIOUNTENIHO M TakKBa, KOUTO He Ca OMNWCaHU B Tasu JINCTOBKA WUAWN MUCANTE, Ye BeTepUHapHUSA
NnekapcTBeH NPoAyKT He eiCTBa, CBbpXeTe ce NbPBO € Bawwsa BeTeprHapeH nekap. MoxeTte CbLLO
[a CbobLiaBaTe He6NaronpUATHN peakummn Ha NpuUTexaTtens Ha paspeLleHneTo 3@ TbProBus Uan
MeCTHWUSA NpeAcTaBuTeN Ha NpUTeXaTensd Ha pa3peLleHreTo 3a TbProBus, KaTo N3Non3BaTe AaHHUTE
3@ KOHTaKT B Kpasi Ha Ta3u NUCTOBKa WA 4ype3 BallaTa HaunoOHasiHa cucTeMa 3a CbobLlaBaHe.
Bulgarian Food Safety Agency Website: https://kvmp.bfsa.bg/phv

8. AO3NPOBKA 3A BCEKU B XKNBOTHO, HAYNH 1 METOA HA NPUNOXXEHWE

MepopanHa ynotpe6ba.

MpenopbumnTenHaTta Aosa e 2-4 mg TpamMazon Xuapoxnopua Ha kg TenecHa maca Ha Bceku 8 yaca nnu
cnopej Heo6X0ANMOCTTA B 3aBMCUMMOCT OT MHTEH3VBHOCTTA Ha boskaTa.

MUHUMaNHUAT NHTePBan Ha o3MpaHe e 6 Yaca. [penopbunTenHata MakcManHa obLla AHeBHa
Ao3a e 16 mg/kg. Tbih KaTo UHAVMBUAYANHUAT OTrOBOP KbM TpaMaZoa Bapupa 1 0T4acTu 3aBUCK OT
A031POBKaTa, Bb3pacTTa Ha NauneHTa, UHANBUAYANHNTE PA3IKN B YyBCTBUTENIHOCTTA KbM 60/1Ka U
06LLIOTO CbCTOSAHME, ONTUMANHUAT PEXMM Ha Ao3MpaHe TpsibBa fa 6bae MHAMBUAYANHO CbObpa3eH,
KaTO Ce M3MOoN3BaT ropHUTE AMana3oHu Ha A03MPaHe 1 UHTepBaAW Ha MpuaaraHe Ha JeYeHuneTo.
KyuyeTo TpsibBa fa ce npernexgja peAoBHO OT BeTepuHapeH fekap, 3a fa ce npeueHu ganu
BMOC/NEeACTBME € HeobXoAnMa AOMbAHUTENHA aHanresuns. JonbAHUTENIHA aHanre3ns Moxe Aa ce
NPUNOXN Ype3 yBeN4YaBaHe Ha Ao3aTta Ha TpamMajon A0 AOCTUraHe Ha MakCMmanHaTa AHeBHa A03a
NW/Vnn KaTo ce cneABa MyNTMMOZANeH aHanreTuyeH MNoAXoj C AobaBsHe Ha APYrv MOAXOAALLU
aHanreTnLm.

Mons, obbpHeTe BHMMaHMe, 4ye Ta3m Tabnuua 3a pgo3vpaHe e npegHasHayeHa KaTo
PBbKOBOACTBO 3a A03MpaHe Ha NPOoAYKTa B ropHaTa rpaHMLa Ha Anana3oHa Ha Ao3npaHe: 4
mg/kg TenecHa maca. Ta noco4yBa 6posi Ha TabseTKNTe, KOUTO Ca Heo6xoA4MMM 3a NpuiaraHe
Ha 4 mg Tpamagon xnapoxnopug Ha kg TenecHa maca.

lMpenopvyeaHama 003a e 2-4 mg mpamadon HCl Ha kg. B me3u ma6auyu e 0adeH npumep 3a 4 mg
mpamadon HCI Ha kg.

BeTepuHapeH nekapcTBeH NPoAYyKT BeTepuHapeH fieKapCcTBEH NpoAYyKT

TenecHa maca TenecHa maca

20mg 80mg
1,25kg ] 20kg b
2,5kg 5 30kg D b
3,75kg P 40kg DD
Skg $ 50kg DD b
6,25kg b o 60kg BED
7,5kg b b
10kg @@
i5kg POP

U =% Tabnetka D =% Tabnetka < =3%Tabnetka =1 Tabnertka

TpsabBa fAa ce M3MNON3BaT HaW-NOAXOAALLMTE KOHLUEHTpauuuy Ha TabneTkuTe, 3a Aa Ce cBefe A0
MUHUMYM HauyrnBaHeTO Ha TabsieTKy, KOUTO LWe Ce CbXpPaHaBaT 4O C1ejBalloTo MPUIOXeHMe.
OctaHanata(nte) 4yact(n) oT TabnerkaTa TpsaAbBa Ja ce KM3MNon3Ba(T) nNpu ceiBalloTo(uTe)
npunoxeHue(ns).

3a fa ce rapaHTupa npaBwiHaTa A03a, Te/fecHaTa Maca TpabBa fAa ce onpejeny Bb3MOXHO
Hal-npeLmsHo.

9. CbBETW 3A NMPABU/IHOTO NMPUJIATAHE HA MPOAYKTA

TabneTknTe MoraT Aa ce pasfAendrt Ha 2 WM 4 paBHW 4acTy, 3a Ja Ce rapaHTMpa TOYHO A03MpaHe.
MNocTaBeTe Tabnetkata BbPXy paBHa MOBBLPXHOCT C Ae/iNTe/IHaTa YepTa Harope, a U3nbkHanarta
(3a0bsieHaTa) CTpaHa ¢ nLe KbM MOBBLPXHOCTTA.

r ™

J

[lBe PaBHW YacCTu: HaTUCHETE HaA4O0/1y C Manaun OoT ABeTe CTPpaHN Ha TabneTtkaTa.
l-'|eTI/Ip|/I pPaBHW YaCTW: HAaTUCHETE Hadoly C najey B UEHTbPA Ha TabneTtkara.

10. KAPEHTH/ CPOKOBE
He e npunoxumo.

11. CNEULVANHW YCNOBUA 3A CbXPAHEHUE

[la ce cbxpaHaABa faney oT rnorneja n Ha HeJOCTbMHY 3a AeLa MecTa.

[la He ce cbXxpaHaBa npu TemnepaTypa Hag 30 °C.

la He ce n3non3Ba TO3M BeTeprHapeH JieKapCTBEH MPOAYKT Clej M3TUYaHe CPoKa Ha rOAHOCT,
MOCOYeH BbPXY OMnakoBkaTa c/ef cpoka Ha rogHoct. CpokKbT Ha roAHOCT OTroBaps Ha nocneHus
AileH OT TO31 MeceLl.

12. CREULAANTHW NPEANA3HU MEPKWU NP YHNLLLOXKABAHE

BeTepunHapH1Te NekapcTBeHM NPOAYKTY He TpsbBa Ja 6bAaT U3XBbP/IAHW Ype3 0TNagHW BOAU U
6UTOBM OTNAABLMN.

3non3BaliTe nmporpamMu 3a BpbLUaHe MpU YHULLOXABaHETO Ha Heu3Non3BaHW BeTepUHapHU
NeKapCTBEHW MPOAYKTU WAN OCTaTbLUM OT TAX B CbOTBETCTBME C W3NCKBAHMATA Ha MECTHOTO
3aKOHOAATENCTBO N C BCUYKM MPUIOXUMUN HALMOHANHU CUCTEMU 3a CbbupaHe. Tesn Mepku Lie
MOMOrHaT 3a orna3BaHe Ha OKoJiHaTa cpeja.

MonuTaliTe Balumsa BeTepnHapeH iekap nav GapmaLeBT Kak Ja YHULLOXMTE HEHY>KHW BETePUHAPHU
NeKapCTBEHW NPOAYKTU.

13. KNACNPNKALUNA HA BETEPUHAPHWTE NIEKAPCTBEHW NMPOAYKTU
[la ce oTnycka camo o siekapcko npearnmncaHme.

14. HOMEPA HA PA3SPELUEHVETO 3A TbPITroBs N PASMEPU ONAKOBKW
0022-3244

PVC/PE/PVDC-anymMunHmneBun 6amncTepu, BCekn Cbabpxxall rno 10 Tabnetku.
KapToHeHa kytna ¢ 10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 120 nnn 250 Tabnetku.

He Bcnyku pPa3Mepn Ha ONMNakoBKaTa MOraT Ja 6'b,£l,aT npeanaraHn Ha na3apa.

15. AATA HA NOCNEAHATA PEAAKLUNA HA TEKCTA
04/2026

MNoapobHa nHPopMaLmsa 3a TO3M BeTepnHapeH S1eKapCTBeH NPOoAyKT MOXe Aa HaMmepuTe B 6a3aTa
AaHHU Ha Cbro3a oTHOCHO npoaykTtuTe (https://medicines.health.europa.eu/veterinary).

16. JAHHW 3A BPB3KA

HpVITG)KaTeJ'I Ha Pa3peLleEHNETO 3d TbProBnA N NMPpovs3BoAWTEN, OTroBdPALLL 34 OCBO60)KAaBaHeTO Ha

napTUan:
Alfasan Nederland B.V.

Kuipersweg 9
3449 JA Woerden
HuaepnaHama

[pousBoanTen, OTrTOBOPEH 3a 0CBOBOXAaBaHe Ha NapTujaTta:
Lelypharma B.V.

Zuiveringsweg 42
8243 PZ Lelystad
HuaepnaHama

MecCTHW npeAcTaBUTeNN U JaHHW 38 BPb3Ka 3a CbobLllaBaHe Ha npejnosaraeMy HebaaronpuaTHu
peakLnmn:

BET NMPO KOMEPC OO/

4004 lNnoBawe, bvarapusa

yn."Bacun JleBckn" Ne258
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