JINCTOBKA:

Cartaxx 20 mg TabseTku 3a AbBYeHe 3a Ky4yeTa

Cartaxx 50 mg TabneTku 3a AbBYeHe 3a Ky4yeTa
Cartaxx 100 mg TabseTkn 3a AbBYeHe 3a Ky4yeTa

1. HammeHoBaHMe Ha BeTepUHapHMSA NIeKapCcTBEH NPoAYyKT
Cartaxx 20 mg TabneTkn 3a AbBYeHe 3a Ky4eTa

Cartaxx 50 mg Tabnetkn 3a AbBYeHe 3a Ky4eTa

Cartaxx 100 mg TabneTkun 3a AbBYeHe 3a KyyeTa

2. CbcTaB
Bcsika Tabnetka cbAbpKa:

Cartaxx 20 mg

AKTMBHO BeLLecTBO:

Carprofen 20 mg

bsna fo 6enesHukaBa, Kpbria v U3nbkHasna TabneTka 3a AbBYeHe C IMHUA ¢ dopMaTa Ha KPbCT OT
eAHaTta CcTpaHa, pasmep 7 mm.

Cartaxx 50 mg

AKTMBHO BeLLecTBO:

Carprofen 50 mg

bsna fo 6enesHukaBa, Kpbria v U3nbkHasa TabneTka 3a AbBYeHe C IMHUA C popmaTa Ha KPBCT OT
efHaTa cTpaHa, pasmep 10 mm.

Cartaxx 100 mg
AKTMBHO BeLLeCcTBO:
Carprofen 100 mg

bsna fo 6ene3HnkaBa, Kpbria v U3nbkHasna TabneTka 3a AbBYeHe C IMHUA ¢ dopMaTa Ha KPbCT OT
ejHaTa cTpaHa, pa3mep 13 mm.

TabneTknTe Morart Aa ce pasgendrt Ha 2 Wan 4 paBHU YacTu.

3. BupoBe )XUBOTHM, 3a KOUTO e npegHa3HayeH BN
KyueTa.

4. Noka3aHusa 3a ynotpeba

HamanaBaHe Ha Bb3naneHueTo 1 601Kata Npu oCTpy 1 XPOHUYHK 3a60/1BaHNSA Ha
MYCKYJIHO-CKeneTHaTa cuctemMa (Hanpmmep octeoapTpuT).

3a HaMangBaHe Ha cnefonepaTyiBHa 60/1Ka Cnes onepaums Ha MekuTe TbKaHW Cles npejLlecTsalla
napeHTepasnHa aHanresus.

5. MMpoTnBoONoKasaHuA

[la He ce 13non3Ba NPy CBPbXYYBCTBUTETHOCT KbM KaprpodeH Uam KbM HAKoe(1) OT MOMOLLHNTe
BeLlecTBa.

[la He ce 13Mn0n3Ba NpU Ky4veTa, CTpajaLLiy OT TEXKO CbpAeYHO, YePHOAPOHHO U 6BOpPeyUHoO
3abonsiBaHe UM Npu BEPOATHOCT OT raCTPOVHTECTUHANHN Pa3sa3BABAHVSA U KbpBeEHe.

[la He ce 13MN013Ba NPV XXMBOTHU C 06e3BOAHABAHE, X1MOBOEMUS U XUMOTEH3US.

[la He ce 13no0s3Ba Npu KOTKW.

[la He ce 13non3Ba NPy BpeMeHHU NV KbPMEeLLM XEHCKN KyyeTa.

6. CneunanHu npeaynpexxaeHus

CneumanHu npeanasHY Mepkn 3a 6esonacHa ynorpeba Nnpu BUAOBETE XUBOTHU, 3@ KOUTO e
npegHa3HayeH BJIM:

YnotpebaTa npu KyyeTa Ha Bb3pacT Noj 6 ceaAMuLIA MY NPU KydeTa B HanpeAHana Bb3pacT MoXe Ja
e CBbp3aHa C JOMbJ/IHNTENIEH PUCK. AKO He MOXe Aa ce nsberHe ynotpeba npuv Takmea XMBOTHW,
NPOAYKTHT C/1efBa Jia Ce npwuiara camo cjief, npeueHKa nonsa/puck oT OTTOBOPHUS BeTeprHapeH
nekap, KaTo NekyBaHUTE KydeTa MOXe Jla Ce HY>XAAAT OT BHUMATE/IHO KIMHUYHO Habto4eHve.
HectepoungHuTe npotBoBb3nanuTenHu cpeactea (HCMBC) moraT Aa npeansBmkaT MHXMbmnpaHe Ha
daroumTosaTa 1 Nopaam Tasm NpPUYNHA NPU NeUeHre Ha Bb3NaJUTENHN CbCTOAHWS, CBbP3aHN C
bakTepmanHa nHpekums, TpabBa Aa ce 3anoyHe efHOBPEMEHHa aHTUMUKPOOHAa Tepanus.
TabneTknTe 3a AbBYeHe ca OBKYyCeHW. 3a a n3berHere CJly4yaliHO NoOrablUaHe, CbXpaHsaBanmTe
TabneTknTe Ha MACTO, HeAOCTBIMHO 33 XXUBOTHUTE.

CneumanHu npeanasHY MepKu, KOUTO TPA6BA Aa B3eMe NULIETO, MpuUaarallo BeTepUHaAPHUS
NeKapcTBeH NPOAYKT HA XVBOTHUTE:

KapnpodeH e HecTeponaHO NPOTVBOBB3MNA/INTE/THO CPEACTBO.

XopaTa C U3BeCTHa CBPBbX4yBCTBUTENHOCT KbM HCIBC TpsibBa Aa n365reaT KOHTAKT C BETepUHAPHNSA
NeKapCcTBeH NPOAYKT.

[la n36area AnpeKTeH KOHTAKT Ha akTMBHOTO BELLLECTBO C KOXaTa, Thi KAaTO MOXe Aa Ce NposiBAT
peakumy Ha $OTOTOKCUYHOCT MPU XopaTa UK CbLLECTBYBA PUCK OT pa3BuTMe Ha poToaneprus,
KOATO MOXe Aa NPOABLIKN C roagnHn nog dopmaTa Ha Texxka GpoTo/CBeT/IMHHA YyBCTBUTENHOCT CbC
3a4epBsiBaHe, NOAYyBaHE ¥ NMOsiBa HA Mexypu No KoxaTa. JTabopaTopHUTE NpoyYBaHUs ca A0OKa3anu
$OTOCEH3NOBUAN3MNPALL CBOWCTBA KAaKTO Ha KaprpodeH, Taka 1 Ha gpyr HCMBC.

CnyyarHOTO MOrNblUaHe Ha BETEPUHAPHWSA TEKAPCTBEH MPOAYKT MOXe Aa Npean3BuKa epekTn
BbPXY CTOMALLHO-YPEBHWSA TPAKT, KaTo rajeHe 1 cToMallHa 6oska. TpsibBa Aa ce B3eMaT Mepku 3a
N36ArBaHe Ha C/ly4aHO NornbLUaHe oT Aela. 3a U3bsreaHe Ha Cly4arHO NorbLUaHe
Hewn3noa3BaHWTe YacTu OT TabneTkaTa TpsbBa Aa Ce BbpHAT B CbOTBETHOTO OTBOPEHO MSICTO OT
6ancTepa 1 B KapToOHeHaTa KyTus.

Mpu cny4aHO NornbLaHe He3abaBHO NOTbPCETE MeANLIMHCKA MOMOLL, M MOKaXeTe INCTOBKAaTa WUam
eTVKeTa Ha Nekaps.

3mumBainTe pbLeTe cv cneg ynotpeba.

bpemMeHHOCT 1 nakTauus:

JTabopaTopHUTe NpoyyBaHNA Npy 1abopaTopHU XUBOTHN (MbX, 3aeK) ca Aoka3anu GeToTOKCUYHN
edeKkTn OT KapnpodeH npw A403n, 63K L0 TepaneBTNYHaTa.

Be3onacHOCTTa Ha BeTepUHAPHWSA 1IeKapCTBEH MPOAYKT Mo BpemMe Ha bpeMeHHOCT UK NakTauns He e
ycTaHoBeHa. [la He ce 13Mon3Ba NMpu KyyeTta no BpeMe Ha bpeMeHHOCT WaW flakTauys.

B3avmozencrame ¢ Apyrv BeTepUHAPHU IeKapCTBEHU NPOAYKTU U APYrK GOpMU Ha
B3aVMOAENCTBUE:

KapnpodeH He TpsibBa Aa ce npwiara 3aefHo C riakokopTukounam n apyrn HCMNBC.

B cnyyaii Ha npeaBapuTenHO neyeHmne Cbe ctepongHn npoayktn nam HCMNBC Tpsibea Aa ce cnasu
CTPUKTHO nepuogj 6e3 neyeHuve, B NPOTUBEH Clyyal CTPaHNYHNTE eheKT MoXe [a Ce B/ioLarT.
KaprpodeH ce cBbp3Ba B rosisiMa CTereH C rnjasmMeHuTe NpoTenHY U ce KOHKYpUpa C 4pyri
NIeKapCTBEHU NPOAYKTU C BUCOKA CTerneH Ha CBbP3BaHe, KOeTO MoXe Ja AoBeje A0 TOKCUYHN epekTu.
MNopaan Tasy NpUYMHA NPOAYKTLT He TpsAbBa Aa ce npuiara e4HOBPEeMeHHO C ApYrv BeLLecTBa,
KOWTO CbLLO Ce CBBbP3BAT B ro/iiMa CTerneH C niasmeHuTe NpoTenHu.

TpabBa fa ce 136area e4HOBPEMEHHO MPUIOXEHME Ha aHTUKOoaryn1aHTu nopaan ysenmyeHaTa
CKJIOHHOCT KbM KbpBeHe.

EaHOBpeMeHHOTO NpUIOXeHVe Ha NOTeHLUMANHO HePPOTOKCUYHW NeKapCTBEHW NPOAYKTY TpAbBa Aa
ce n3bsarea.

[pepo3vpaHe:

He ca HabnrogaBaHW NpU3HaUY Ha TOKCUYHOCT NPU NpuaaraHe Ha kapnpodeH npu kyyeTa B
KonmyecTBa 40 9 mg/kg BeAHBX AHEBHO B MPoAb/XeHVe Ha 14 aHWN. HaMa cneuydmnyeH aHTaoT
npwv npego3rpaHe Ha kapnpodeH, Ho TpAbBa Aa ce MPUIOXKM OBLLO NOAABPXKALLO NeyeHlie, KaKBOTO
ce npwnara npu KAIMHW4YHO npego3smnpaHe Ha HCTBC.

7. He6naronpuaTHU peakuumn

KyueTta:
MHoOro peaku AneprmyHa peakuus
(no-manko ot 1 Ha 10 000 [oBULLEHW HMBA HA YePHOLPOOHUTE eH3UMN,
TpeTupaHu XXNBOTHW, XxenaTonatus, YepHOLPOOBHO HapyLLeHne
BK/TOYUNTENHO N30IMPaHN Anapusa’, meneHa', mekn nsnpaxHeHmnsa',
CbObLLEHNSA): nospbLyaHe’

MoBuLweHV 6b6peYHn nokasatenn', NOBMLLEHO
KOJINYeCTBO YPUHA'

Onuvrypus’

3aryba Ha aneTuT', netaprmna’, nonnamncus’

'06nyaiHy cTpaHnyHu edekTn, cBbp3aHn ¢ HCIMBC. Te ca BpeMeHHW, 0BMKHOBEHO ce nposiBaBaT
npes NbpBaTa CeAMNLIA Ha IeYeHVIe 1 OTLLYMABAT Ce NpeyCcTaHOBSAIBAHE Ha 1IeYeHNeTo, HO B MHOIO
pesKu clydan MOXe a Ca MHOIo CepMo3H Unmn fjopu datanHu. MNpm nosiBa Ha CTPaHUYHN edeKTr
NleyeHVeTo TpsibBa Aa ce npekpaTu BejHara n ky4eTto Tpsibea Aa 6bze He3abaBHO npernesaHo ot
BETEepUHapeH nekap.

CbhobLiaBaHeTO Ha HEGNAroNpPUATHU pPeakumn e BaxKHO. ToBa NO3BOAABA HENPEKBHCHAT MOHUTOPUHT
Ha 6e30MacHOCTTa Ha NPOAYKTa. AKO 3abenexunTte HAKakBY He61aronpuaTHY peakLmmn, BKAKYNTENHO
N TaKMBa, KOUTO He Ca OMMCaHW B Ta3n NINCTOBKA, WA MUCNTE, Ye BETEPUHAPHUAT IeKapCcTBeH
NPOAYKT He AeNCTBa, CBbPXeTe ce NbPBO ¢ Bawmns BeTeprHapeH nekap. MoxeTe CbLuo Aa
CbobLLaBaTe HEHNAroNPUATHN peakLnn Ha NpUTeXaTe s Ha pa3peLleHneTo 3a TbProBus UM Ha
MECTHUS NpeACcTaBUTeN Ha MpUTeXaTens Ha paspeLleHneTo 3a TbProByis, KaTo U3MNon3BaTe AaHHUTe
3@ KOHTaKT B Kpas Ha Ta3u NINCTOBKa UM Ype3 BallaTa HauMoHaHa cucTema 3a CbobLLaBaHe:
https://kvmp.bfsa.bg/phv

8. flo3mpoBKa 3a BCEKM BUA, XXMBOTHO, HAUMHN U METOZ, Ha NPUIOKEHNE
MepopanHo NpuIoXKeHme

MpunaranTe fo3a OT 4 mg KapnpodeH Ha eAMH KUIOrpam TefleCHa Maca BeAHBX AHEBHO.
OnpegeneHaTa AO3MPOBKa He TpsiIbBa Aa ce yBennyaBa.

MPOABMIKNTENHOCTTA Ha JIEYEHNETO 3aBUCK OT KIMHUYHKSA XO4 Ha 3a601s5BaHeTO 1 TpsibBa Ja ce
onpeaen ot OTTOBOPHUS BeTepuHapeH nekap. NpoabakUTeNHO NeyeHre cneBa Aa ce npeanprema
camMo Moz HabntoaeHMe OT BETEPUHAPEH NeKkap. 3a rapaHTUpaHe Ha NpaBWIHa A403MPOBKa TenecHaTa
Maca TpsibBa Aa ce onpeaenyt Bb3MOXHO Hal-TOYHO.

9. CbBeTM 3a NPaBUJIHOTO NMpwiaraHe Ha NpPoAyKTa

TabnetkmTe MoraT fa ce pas3genaT Ha 2 Uan 4 paBHM YacTu, 3a a Ce OCUTYPU TOYHO A03MpPaHe.
MNocTaBeTe TabneTkaTa BbpXy paBHa MOBBbPXHOCT C IMHUATA Ha CYyrnBaHe OTrope, a U3nbkHasiaTa
(3a06s1eHa) cTpaHa OTAOJ1y KbM NMOBBPXHOCTTA.

(" )

.
/lBe paBHU YacTu: NPUTUCHETE HaZoJy C Manum oT ABeTe CTPaHW Ha TabneTkaTa.

YeTnpy paBHW YacTu: MPUTUCHETE HAZO0Y C Manuy rno cpeaarta Ha TabneTtkara.

OcTtaHanata(nte) Yact(n) oT TabneTkata TpsA6Ba Aa ce N3Non3Ba(T) Npuv cieaBaLLo(n) NpunoxeHve(s).

10. KapeHTHM cpoKoBe
He e npunnoxwmo.

11. CneunanHu ycnoBus 3a CbXpaHeHue

[la ce cbXxpaHaBa ganey o1 norsaeaa 1 Ha HeJOoCTbMHU 3a AeLa MecTa.

[la ce cbXxpaHsaBa B opuvrmHanHarta ornakoBka, 3a Aa Ce npeanasy OT CBeT/IMNHA.

To3u BeTeprHapeH fiekapCTBeH MPOAYKT He U3NCKBa CreumanHy TeMnepaTypHU yCioBuUA 3a
CbXpaHeHue.

Yactute oT TabneTku (MOSIOBUHN/YETBBPTUHW) Aa Ce CbXpaHABaT B 6/1ncTepa, a 6ancTepbT - BbB
BbHLUHATa ONakoOBKa, 3a fia ce NpeAnasaT oT CBeT/IMHA. He 1n3non3savite TO3M BeTepnHapeH
NeKapCcTBeH NPOAYKT cnej Cpoka Ha roJHOCT, MocoYeH BbPXy bncTepa/kapToHeHaTa KyTns cnej
.fofeH fo: Exp.”. CpoKbT Ha rogHOCT OTroBaps Ha nocneHua AeH OT TO3M Mecell.

12. CneuymnanHu npegnasH MepKy NpyU YHULLOXKaBaHe

BeTeprHapHUTe nekapcTBeHW NMPoAyKTU He TpAbBa Aa 6bAaT N3XBBbPJISHN Ype3 OTNagHU BOAUN NN
6MTOBM OTNAABbLIN.

3nonssanTe nporpamu 3a BpbLLUAHe Npu YHNLLIOXKaBaHETO Ha HeM3Mo/13BaHN BeTepUHapHW
NleKapCcTBeHU NPOAYKTN NN OCTaTbLM OT TAX B CbOTBETCTBME C N3NCKBAHUATA HA MECTHOTO
3aKOHOZATEeNCTBO U C BCUYKY MPUIOXKNMU HALMOHATHU CUCTEMM 33 CbbupaHe. Tesn Mepku Le
MOMOTrHAaT 3a ONna3BaHe Ha OKO/IHaTa cpeja.

MNMonuTtanTe Bawus BeTepuUHapeH fekap nan papmMaueBT Kak A4a YHULLOXUTE HEHY>XXHW BETEPUIHAPHWY
NleKapCcTBeHU NPOAYKTI.

13. Knacupmkaumus Ha BeTepMHapHUTE JIeKapCTBEHU MPOAYKTU
[la ce oTnycka caMmo No nekapcko npeanvicaHve.

14. Homepa Ha pa3peLleHUEeTo 3a TbProBus U pasMepu ornakoBKU
Cartaxx 20 mg: Ne 0022-3343

Cartaxx 50 mg: Ne 0022-3344

Cartaxx 100 mg: Ne 0022-3345

PVC/PE/PVDC-anymMuH1eBW 611MCTepn, BCEKM OT KOUTO CbAbpxa 10 Tabnetku.
KapToHeHa kyTus, ceabpkalua 10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 120 nan 250 TabneTku.

He Bcnukn pasmepu Ha ornakoBkaTa MoraT Aa 6bAaT npegaaraHn Ha nasapa.

15. laTa Ha noc/siegHaTa peAakuus Ha TeKCTa
MNoapobHa nHPopmMaL s 3a TO3M BeTepPUHAPEH IeKapCcTBEH NPOAYKT MOXe a HaMmepuTe B 6asaTa
LaHHM Ha Cbro3a OTHOCHO npoaykTuTe (https://medicines.health.europa.eu/veterinary).

16. laHHX 3a Bpb3Ka

MpuTexarten Ha paspeLleHVeTo 3a TbProBus 1 NPOU3BOANTEN, OTrOBapPsLL, 38 0CBOOOXAaBaHETO Ha
napTUAN:

Alfasan Nederland B.V.

Kuipersweg 9

3449 JA Woerden

HuaepnaHgma

[pounssoauTen, 0TroBapslLll 3a 0CBO6OXJaBaHETO Ha NapTUAN:
Lelypharma B.V.

Zuiveringsweg 42

8243 PZ Lelystad

HuaepnaHama

MecTHW npeAcTaBUTENN U aHHW 38 BPb3Ka 33 CbObLLIaBaHe Ha NpejnonaraeMmn HebaaronpuaTHU
peakunm:

"BET NPO KOMEPC" OO/,

4004 lNnosawv., barapus

yn."Bacun fleBckn" Ne258
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