KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKT KbM
PA3BPEIIEHME 3A THPTOBUS C BJIT Ne 0022-3349

1. HANMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Carpcoat 8§ mg ¢punmMupanu TaOIETKH 3a KydeTa

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Bcesika Tabiietka chabppxa:
AKTHBHO BellleCTBO:
Carprofen

ITomoiuHu BemiecTna:

KadecTBeH chCTaB HA MOMOUIHUTE BelIeCTBA U
JAPYyIruTe ChCTABKH

KosmmyecTBeH cbeTaB, aK0 Ta3u HHPOpMaLHSA
€ BajKHA C OrJieJ HA MPABUJIHOTO NMpHUJIaraHe
HA BeTePHHAPHHSA JIEKAPCTBEH MPOAYKT

SAnpo Ha Tadierkara

MuxkpokpucTaiHa 1einyso3a

Harpues 3axapun

Bannnun

JlakTo3a MOHOXHUOpAaT

HarpueB HumiecteH rivkonar (tum A)

Marue3ues creapat

IMoxpuTHne Ha TaGJeTKaTa

TToauBUHMIIOB AJIKOXOJI

Tank

TuTaHoB TUOKCHL,

['munepon MoOHOKaNpUIOKanpaT

Harpues naypuicyndar

UYepen xenesen okcun (E172)

0,001 mg

Uepsen xene3ed okcua (E172)

0,002 mg

Po3oBa aBoitHO n3mbKHaNA QuiMupaHa Tabaerka (InamMersp S mm).

3. KIIMHNYHA THOOPMAIUA

3.1 Bunose :kMBOTHH, 32 KOUTO e mpexHasHadeH BJITI
Kyuera.
3.2 IMoxka3zanus 3a ynorpeda 3a BceKH BUJ ’KUBOTHH, 32 KOITO e MpeIHa3HA4YeH MPOAYKTHT

HamansBane Ha Bb3MaJIeHHETO U OOJIKaTa Ipu OCTPU U XPOHUYIHHU 3a00JISIBaHMS Ha MYCKYJIHO-

CKeJIETHATa cucTeMa (HampuMep OCTE0apTPHUT).

3a HaMaJIIBaHe Ha cjaeaoneparuBHa Ooka CJIea ornepanus Ha MEKUTC TbKaHU CJICA IMPCAIICCTBAIla

MapeHTepaHa aHAITe3Hsl.

33 IIpoTuBonoKkazaHus
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[a He ce U3Mon3Ba Npu CBPbXUyBCTBUTEIHOCT KbM KapnpodeH Uil KbM HIKOE OT IOMOLIHUTE
BEILIECTBA.

[la He ce U3Mo3Ba NpH KydeTa, CTpajallid OT TEXKO ChPIEUHO, YepHOAPOOHO MK OBOPEUHO
3a00J1s1BaHEe WJIM IIPU BEPOSTHOCT OT FACTPOUHTECTUHAIHU Pa3A3BsABaHUS WU KbPBEHE.

[la He ce U3no3Ba NpH KUBOTHU ¢ 00E€3BOAHSABAHE, XUIIOBOJIEMHS U XUIIOTEH3U.

[a He ce n3non3Ba Npu KOTKHU.

[la He ce u3non3Ba npu OPeMEHHU UM KbPMEIH KEHCKU KyueTa.

3.4 CrneuuajHu npeaynpe:kaeHust
Hsma.
3.5 CrneuuaJjHu MpeANa3Hu MePKHU NMPH ynoTpeda

CrenyanHy npennasHu Mepku 3a Oe3onacHa ynorpeba npy BUAOBETE JKUBOTHH, 33 KOUTO €
npenHasHadeH BJIIT:

Ynorpebara npu Kydera Ha Bb3pacT 0] 6 CeAMHUIM WM NP KydeTa B HalpeIHala Bb3pacT MOXeE Aa
€ CBbp3aHa C JONBJIHUTENEH PUCK. AKO He MOXe Ja ce u3berHe ynorpeda NpU TakuBa >KUBOTHH,
NPOIYKTHT CJeIBa Ja ce IpIiara camo cjej IpeleHKa MON3a/pUCK OT OTTOBOPHHS BETEPUHAPEH
JieKap, KaTo JIGKyBaHUTE KydeTa MOXKe Jia C€ HY)KAasAT OT BHUMATEIHO KIIMHUYHO HAOII0ACHUE.
Hecrepounaure nporuBosn3namurenau cpeactsa (HCIIBC) morar ma npenu3BukaT HHXUOMpaHe Ha
(parormTo3aTa M MOpagd Ta3W NPHYMHA TPH JEUCHHE Ha BB3MATUTEIHH CHCTOSHUS, CBBP3aHH C
OaktepuanHa nHpEKIMs, TPSOBA Aa ce 3all0YHE eIHOBPEMEHHA aHTUMHUKPOOHA Tepamus.

CrenyanHy npeanasHy MEpKu, KOUTO TpsOBa Jia B3eMe JIMIETO, NPUJIAraiio BeTepuHapHus
JIeKapCTBEH MPOAYKT Ha )KUBOTHUTE:

Kapmpoden e HecTeponiHO MPOTHBOBB3NAIUTENHO cpeacTBO. CaydaifHOTO MOTTbLIAHE HA
BETCPUHAPHUS JIEKAPCTBEH MPOIYKT MOXKeE Ja PEAN3BHKA €PEKTH BbPXY CTOMAIIHO-YPEBHUS TPAKT,
KaTo Ta/IeHe U CTOMAIHA O0JIKa, U PeaKLUN Ha CBPBbXYYBCTBUTEIHOCT.

TpsiOBa a ce B3eMaT MepKH 3a M30sATBaHe HA CIyJaifHO MmoribinaHe ot aena. [lpu cirygaifHo
NOTITBbIIaHe He3a0aBHO J1a c€ TIOTHPCH MEIUIIMHCKHU ChBET, KAaTO HA JIeKaps ce MPEAOCTaBU JIMCTOBKATA
WIN €TUKEeTa Ha IPoAyKTa. M3MuBaliTe pbLeTe cU ciiel] ynoTpeoa.

CrenyanHy npeanasHy MEpKU 3a 3alliTa Ha OKOJIHATa Cpesia;
He e npunoxumo.

3.6 He0aronpusaTHI peakuuu

Kyuera:

MHoro penku

(no-manko ot 1 Ha 10 000 Tperupanu
JKUBOTHH, BKITFOUHTETHO U30JIUPaHH
CBHOOIICHUA ):

AnepruyHa peakuus

[ToBuiieHn HUBA HA YEPHOIPOOHUTE
€H3MMHU, XelaTonaThs, 4epHOIPOOHO
HapyleHue

Jluapus', Meniena', Meku U3npaxHenus',
noBpbinane’

[opumenu 6s0peuny nokasaremu'
TIOBUIIEHO KOMYECTBO ypuHa'
Onurypus'

3ary6a Ha anerut’, netaprus',
TOJTHIATICHS

'O6uuaiinu ctpanudny edexty, cebpsanu ¢ HCIIBC. Te ca BpeMeHHH, OOMKHOBEHO C€ IIPOSBIBAT MPE3
I'bpBaTa CEAMHUIIA Ha JICYCHUE U OTIIYMSBAT CJIe/l IPEYCTaHOBSABAaHE Ha JEYEHUETO, HO B MHOTO PEJIKH CIydau
MOXe J1a ca MHOT'O CepHO3HH WM opu datanau. [Ipu nosiBa Ha cTpaHUYHH eeKTH JIeYeHHETo TpsIOBa J1a ce
MIPEeKpaTH BeAHAara u Ky4eTo Tpsa0Ba na 0ble He3abaBHO MpErJielaHo OT BETEPUHAPEH JIeKap.
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Cro01aBaHeTo Ha HEOIAroNpPUsATHA PEaKLUH € BayKHO. ToBa MO3BOJIsIBAa HEIIPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BeTEpUHAPHUS JIeKapCTBeH NpoayKT. ChoOIeHusTa TpsAOBa a ce u3Ipamiar, 3a
IpeINoYMTaHe Ype3 BETepUHApEH JeKap, WK Ha IIPUTEKATEI Ha pa3pelieHUEeTO 3a THPTOBHS HIIH Ha
MECTHUS My TIPEICTaBUTEI, MIIM Ha HAIIMOHATHHS KOMIIETCHTECH OpraH upe3 HaI[MOHAIHATA CHCTEMA 38
cpo0IaBane. 3a ChOTBETHUTE JIaHHH 33 BPB3Ka BUKTE JINCTOBKATA.

3.7 Ynorpeba no Bpeme Ha OpeMEHHOCT, JAKTAIUS WU sIiilleHOCeHe

BesonacHocTTa Ha BeTepUHAPHUS JIGKAPCTBEH MPOIYKT 0 BpeMe Ha OPEMEHHOCT U JIAaKTalLlUs HE €
yCTaHOBEHA.

BpeMeHHOCT 1 JTakTanus:

JlaboparopHuTE IPOyYBaHMS NPH JT1aOOPATOPHU KUBOTHHU (TLTBX, 3a€K) ca JOKa3all (eTOTOKCHYHU
edexTH oT KapnpodeH Ipu 103u, OJU3KHU 10 TeparneBTHYHATA.

[a He ce U3Mmon3Ba NpH KyveTa Mo BpemMe Ha OPeMEeHHOCT U JIaKTalusl.

3.8 BsaumogeiicTBHe ¢ APYrd BeTePUHAPHM JeKAPCTBEHHM MPOAYKTH U APYru (pOpMHU Ha
B3auMoJeiicTBHE

Kaprnpoden He TpsiOBa n1a ce mpuitara 3aeaHo ¢ Trokokoptukonan u apyra HCIIBC.

B ciryuaii Ha npegBapuTenHo edeHune cbe crepougau npoaykru unu HCIIBC tpsabBa na ce cnasu
CTPHUKTHO Nepuo]| 0e3 JieueHue, B MPOTUBEH Clly4yail CTPaHUYHUTE e(DEeKTH MOXKE Ja Ce BJIOIIAT.
Kapmpoden ce cBbp3Ba B rosisiMa CTereH ¢ IIa3MEeHUTE MPOTEHHH U e KOHKYPHpa € IPYyTU
JIeKapCTBEHH MPOAYKTH C BUCOKA CTENEH Ha CBbP3BaHe, KOETO MOXKE /1a 10Beie 10 TOKCUYHU e(heKTH.
ITopanu Ta3u npuyuHa NPOLYKTHT HE TpsIOBa 1a ce Mpuiiara eJHOBPEMEHHO C APYTI'H BEIIEeCTBA, KOUTO
CBIIO CE CBBP3BAT B I'OJIsIMa CTEIEH C IUIa3MEHUTE IPOTEHHHU.

Tps6Ba na ce u30srsa €JHOBPEMEHHO NPUIIOKEHUE HAa aHTUKOATyJJaHTH [10paay yBeJIuyeHaTa
CKJIOHHOCT KbM KbpPBEHE.

EnHOBpeMEHHOTO NPUIIOKEHHE HAa TOTEHIMAIHO HE(POTOKCHYHH JIEKAPCTBEHU NPOAYKTH TpsiOBa J1a
ce u30srBa.

39 HauynH Ha npuiiokeHue U 103MPOBKa

ITepopanHo mpusnoxeHue
IIpunaraiite 1o3a ot 4 mg kapnpodeH Ha eqUH KUIOTrpaM TejlecHa Maca BEJHBX JHEBHO.
Onpenenenara 103UpOBKa He TpsiOBa /1a ce yBennJana.

HpOI{’bJDKI/ITCJIHOCTTa Ha JICYCHUCTO 3aBUCHU OT KIIMHUYHHA XOJ Ha 3a00JISIBAHETO U TpH6Ba Ja ce
Onpeaciiv OT OTTOBOPHHA BETCPUHAPEH JICKAp. HpO,Z[TxJ'DKI/ITeJ'IHO JICUCHHE CJI€ABa A CC IpCAnpucMma
CcaMo 110 Q Ha6J'I}OI[eHI/Ie OT BETCPUHAPCH JICKap. 3a TrapaHTHpPAHC Ha IIpaBHUJIHA JO3UPOBKaA TCJICCHATA
Maca TpH6B8. Ja ce€ onpeacivi Bb3aMOXHO Ha-TOYHO.

3.10 CumnTomu Ha mpeAo3upaHe (M KOraTo e NPUJIOKHUMO — MPOLEAYPH HA JielicTBUE NPH
CHEIIHH CTy4Yad U AHTHAOTH)

He ca naGmogaBany npu3Hany Ha TOKCHYHOCT IPH NPHIIaraHe Ha KaprnpoQeH Mpu KydeTra B
KosmdecTBa 10 9 mg/kg BeIHBK IHEBHO B MPOABIDKEHNE HA 14 qHH.

Hsma crienmgydaeH aHTHIOT PH NIpeAo3upane Ha KaprpodeH, HO TpsiOBa 1a ce IMPHII0KH 001110
MOJUTbPIKaIIo JIEYEHHE, KAKBOTO Ce MpuiIara IpH KInHu4HO npenosupane Ha HCTIBC.

3.11 Cneuuajanu orpaHu4YeHHs 3a ynoTpeda U CeNHaHH YCJIOBHS 32 ynoTpeda, BKIIYNTETHO
orpaHHYeHHs 32 ynorpedaTa Ha AaHTHMHKPOOHYU M MPOTHBONAPA3UTHU BeTePHHAPHHU

JIEKQPCTBEHH MPOIYKTH, € IIeJI 1A Ce OTPAHHYHM PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
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3.12 KapeHTHH CpOKOBe

He e npunoxwumo.

4. DPAPMAKOJIOTMYHA UHOOPMALIUSA
4.1 Berepunapen jiekapcTBeH aHaTomo-TepaneBTudeH ko (ATCvet code): QMO1AE91.
4.2 ®dapMaKoIMHAMHKA

Kaprpoden e HecTeponaHO IPOTHBOBB3MAIUTEIHO CPEACTBO, MPUHALISKANIO KBM Ipymara Ha 2-
ApWIITPOIIMOHOBUTE KUCETHHU. [IpOAYKTHT MMa MPOTUBOBB3MNATUTEIHO, aHATTETHYHO U
AHTUITUPETUYHO JAECUCTBUE.

Kapmpoden, kakro noseuero HCIIBC, e cneunduyuer HHXUOUTOP Ha HMKIOOKCUT€HA3a B Kackaaara
Ha apaxuJOHOBAaTa KHcenruHa. ToBa MpekbcBa CHHTE3a Ha MpocTarjanauH. [IpocTarianinHUTE UTPasiT
Ba)KHa POJIsl B IPEU3BUKBAHETO HA BB3MAIUTEIHU PEAKIIMU U ca €JUH OT 3alllUTHUTE MEXaHU3MHU Ha
CTOMAITHO-YpEBHATA JIMTaBUIIa cpelly passzBaBaHus. Lluknookcurenasara (COX) numa ase popmu Ha
nzoem3umu — COX-1 u COX-2. Enzumbr COX-1 mpuchCTBa MMOCTOSIHHO B KPBBTA U UMa
caMmoperynupariy GyHKIUH (HaIp. 3alIMTa Ha CTOMAITHO-UYPEBHATA JIMTABUIIA U 3aIIUTa Ha
O0B0penuTe).

Ot npyra ctpana, COX-2 He npUChCTBa OCTOSIHHO B KpbBTa. CMsiTa Cce, 4e TO3M €H3UM MHAYLHpa
BB3NATUTENHUS mpolec. HampaBeHo e 3akioueHue, ye crenenrta Ha naxuoupane Ha COX-1 onpenens
YecToTaTa Ha raCTPOMHTECTUHATHUTE Pa3s3BABaHUS U CbOTHOLIEHUETO MEXY U30€H3UMUTE
OIIpe/IeITs YecTOTaTa Ha CTpaHWIHHTE eekTn win edekruBHOCTTa. [Ipn KyderaTa kapnpodeH nma
omaronpustHo chotHOmeHne COX-2:COX-1.

TouHuTE APYrH MEXaHU3MH Ha JEHCTBHE Ha KapmpodeH Bce olle He ca HAITbJIHO U3SICHEHH.

4.3 dapMaKOKHHETHKA

VYcBosiBaHeTO Ha KaprnpodeH npu Kyderara € 0bp30. Ciie eIHOKPaTHO MEPOPATHO NPUIIOKEHHE OT 4
mg KapnpodeH Ha KWIorpaM TeJecHa Maca IIpH KydeTa CpeHOTO BpeMe 3a IOCTUTaHe Ha MaKCUMaJIHa
TUIa3MeHa KOHLeHTpanus oT 26 pg/ml e enud yac (0,25-2 yaca). OGeMbT Ha pa3npeaeIcHue B
OpraHu3Ma € HUCHK, 3aIll0TO CBbP3BAHETO KbM IU1a3MeH MpoTerH € 99%. CpeqHOXapMOHUYHHAT
NOJYXHUBOT (t%%2) e 6,4 yaca.

Kapnpoden ce ekckpernpa npeAnMHO B KTb4KaTa, kato 70% OT HHTpaBEeHO3HA 71033 KapnpoQeH ce
eIMMUHUPA Ype3 U3MPAKHEHUATA, IPEIUMHO KaTO ITIIOKYPOHUAEH KOHIOTarT, a 8—15 % ce enumuHnpa
Yype3 ypuHara.

5. OAPMALEBTUYHU JAHHUA

51 OCHOBHH HECHbBMECTUMOCTH

He e npunoxumo.

5.2 Cpok Ha roIHoCT

Cpok Ha rOAHOCT Ha KpaitHUsI BETEpHHAPEH JIeKapcTBeH NpoaykT: 30 Mecewa.

5.3. CnenmajHu ycl0BHS 32 ChbXpaHeHHe

To3u BeTepruHapeH JeKapCTBEH NPOAYKT He U3UCKBA CIELIMAIIHYU YCIIOBHSA 33 ChXpaHEHHe.

5.4 Bua u cbeTaB Ha IBPBMYHATA ONIAKOBKA

PVC/PE/PVDC-anymuHeBH OIUCTEPH, BCEKH OT KOUTO Chabpxka 10 TabneTKu.
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Pa3mepu Ha onmakoBKkara:
Kapronena kyrus, ceabpxamia 10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 120 uau 250 TabneTku.

He Bcuuku pa3mepu Ha orakoBKaTa Morar a ObJaT IpeJlaraHy Ha rasapa.

5.5 CheunajJHu MepKH 32 YHHIOKABaHe HA HEM3I0/I3BaHH NPOAYKTH MJIM OCTATBIH OT TIAX
BerepunapHauTe eKapCTBEHU NPOAYKTH He TpsiOBa 1a ObIaT U3XBBPISHU Ype3 OTIAJHU BOJIU WIH
OUTOBU OTIAIBIIM.

W3non3Baiite nporpamu 3a BpbllaHe [IPU YHHUILOKABAHETO Ha HEU3IOJI3BAHU BETEPUHAPHU
JIEKaPCTBEHU MPOTYKTH WIH OCTATHIM OT TAX B ChOTBETCTBUE C M3MCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO ¥ C BCUYKU HAI[OHAJIHU CUCTEMHU 3a ChbOMpaHe, IPUI0KHUMH 32 CbOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MTPOJIYKT.

6. HNME HA TPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUS

Alfasan Nederland B.V.

7. HOMEP HA PAZPEHIEHUETO 3A ThbPI'OBHUSA

Ne 0022-3349

8. JATA HA ITbPBOTO U3JJABAHE HA PASPEHIEHUETO 3A THhPI'OBUSI

Jlata Ha TEPBOTO M3/IaBaHe Ha pa3pelneHueTo 3a Thproeus: 30/01/2026.

9 JATA HA IOCJIEJHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA
MNPOAYKTA

10. KJIACU®UKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHU NIPOAYKTHU

[a ce oTmycka camo 110 JIEKapCKO TPeIICcCaHue.

IMoxpo6Ha nH(OpMAaLKs 32 TO3U BETepHHAPEH JIEKAPCTBEH MPOLYKT MOXKe Ja HaMepuTe B 6a3aTa JaHHH
Ha Cpro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

28.1.2026 1.

X

[-P KPACMWP 3TATKOB
OVNPEKTOP HA AVNPEKLMA KB
Signed by: KRASIMIR YANKOV ZLATKOV
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