MNPUJIOKEHHE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Meloxidyl 1.5 mg/ml nepopaiHa cycreH3us 3a Ky4era

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Beeku 1 ml cpabpixa:
AKTHBHO BelIeCTBO:
Meloxicam 1.5mg

ITomolHHU BenIecTBA:

KauecTBeH ¢cbCTaB HA MOMOLITHUTE
BeIECTBA U IPYIUTE CbCTABKHU

KosmuecTBeH cheTaB, aK0 Ta3u HH(popMaIus e
BaJKHA C OTJIe]l HA MPaBUJIHOTO MpPUJIATaHe HA
BeTEePHHAPHHS JIEKAPCTBEH MPOAYKT

Sodium benzoate (E211)

2 mg

Xanthan gum

Silica colloidal anhydrous

Sorbitol liquid non-crystallising

Glycerol

Xylitol

Citric acid anhydrous

Purified water

brienoxnbaTa cycneH3usl.

3. KJIMHNYHA HHPOPMALIUA

3.1 Bunaose :KHUBOTHH, 32 KOUTO € npeanazHaved BJIII

Kyuera.

3.2 TIloka3anus 3a ynorpeda 3a BCeKH BU/I ’KUBOTHH, 32 KOWTO e MpeIHA3HAYeH MPOAYKTHT

HamansBane Ha BB3MaJIEHUETO U 0OJIKAaTa KAKTO MPH MPH OCTPH, TaKa U IMPHU XPOHUYIHU MYCKYITHO-

CKCJICTHU HAPYUICHUS IIPU KYUCTa.

3.3 IIporuBomokazaHus

Jla He ce m3Mo3Ba MpH KydeTa, CTpaJaniy OT TaCTPOMHTECTHHAIIHA CMYIIICHHS KaTO BB3MAJICHHE U

XeMOoparusi, HapylieHa YepHOApoOHa, ChpJievHa Wik ObOpevHa QPYHKIHMS U XeMOParndyHu HapyIIeHNSI.
Jla He ce u3Mmo3Ba NpY CBPHXUYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MITH HSAKOE(M) OT MOMOIIHUTE

BEIIECTBA.

I[a HC CC U3MO0JI3Ba IMPU Kyd€Ta Ha Bb3pacT IO 6 CCAMMUIIN.




3.4 CneuuajHu npexynpe:kaeHust
Hsama.
3.5 ChenuajHu npeanasHu MepKH NPH ynoTpeoda

CHCLII/IaJ'IHI/I Opeanasa MCPKH 3a Oe3omacHa VHOTDC63 IOpH BUAOBETEC XXMBOTHH, 3a KOUTO € IPCAHA3HAYCH
BJIIT:

Jla ce u3bsArBa yrnorpebara npu AeXUApaTHPAHU, XUTIOBOJIEMUYHN WIIH XUIIOTEH3UBHU KUBOTHH, Thil KaTO
CBINECTBYBA MOTEHIIHAIIEH PUCK OT PEHAIHA TOKCHYHOCT.

To3u MpoayKT 3a KydyeTa He TpsiOBa J1a ce M3I0JI3Ba MPU KOTKH, Thil KATO HE € MOAXO0/IAIN 3a yIoTpeda mpH
TO3M BU XHUBOTHH. [Ipu KOTKH Tpsi6Ba 1a ce m3nonssa Meloxidyl 0,5 mg/ml mepopasina cycreHsus 3a
KOTKH.

CrenyaiHy npearna3Hi MepKH, KOUTO TpsOBa Jia B3eMe JIMIETO, MPUJIaralio BeTePUHAPHUS JICKAPCTBEH
OPOAYKT HaA JKMBOTHHUTC:

Xopa ¢ ycTaHOBEHa CBPBXIYBCTBHTEIHOCT KbM HECTEPOUIHU MTPOTHBOBB3NanTeHU cpenctsa (HCIIBC)
Tps0Ba Jja M30ATrBaT KOHTAKT C BETCPUHAPHUS JICKAPCTBEH MPOIYKT.

[Ipu cnyuaitHo norireiiane, He3abaBHO J1a C€ MOTHPCHU MEJUIIMHCKY CHBET, KATO HA JIEKaps C€ MPe0CTaBU
JUCTOBKATA WIIM €THKETA HA MPOJIYKTa.

To3u BeTeprHAPEH JIEKAPCTBEH MPOJIYKT MOXKE J]a IPUIHMHY JIpa3HeHe Ha ounte. [Ipyu KOHTaKT ¢ ounTe
He3a0aBHO U CTapaTeTHO TU IPOMUITE C BOJA.

CrenyaiHy npearna3Hd MepKH 3a 3alliiTa Ha OKOJIHATA cpejia:

He e npunoxxumo.
3.6 HeosaronpusiTHu peakuuu

Kyuera:

MHOTO pejKn 3ary6a Ha aneTut!, netaprust

[Mospbiane’, quapus’, KpbB B M3NPAKHEHUATA 2, XeMOparuIHa
nuapus’, xemaremesal, racTpoMHTeCTHHAIHA yinepanus 1, 138a
Ha THHKHTE yepBal

I[ToBUIIIEHN YePHOAPOOHHU eH3UMHu’

BB0peyHa HeJOCTaTBYHOCT®

(mo-manko ot 1 Ha 10 000 TpeTpanu
JKUBOTHHM, BKJIFOUUTETHO U30JIUPaHU
CHOOIIECHUS):

1Te3u HeOIArONpUATHYE PEaKLIUU Ce ABSABAT OOMKHOBEHO IPE3 MbPBATA CEMMIIA HA JICUEHHE U B IOBEYETO
CITyYad ca MPEXOJHH U M34e3BaT CJe/ MPUKIIOYBAHE HA JICUCHUETO, HO B MHOTO PEIKHU CITyYad MOTarT Ja
ObaaT cepro3HH WK (haTaaTHu

2Cxpura

HpI/I ImosiBa Ha He6HaFOHpI/I$ITHI/I peaKkuu, JICUYCHUCTO Tp$16Ba Ja €€ INPEKpaTu U 1a C€ OTbPCHU CHBCT OT
BCTCPUHAPCH JICKAP.

Cro0I1maBaHeTo Ha HEONArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BEeTePUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIIeHUATa TPsIOBa Ja ce M3MpaIar, 3a
NpeIoYrTaHe Ype3 BETEPUHAPEH JIeKap, WM Ha TIPUTEkKATEN s Ha pa3pelieHueTo 32 ThPTrOBHS WK Ha
MECTHHSI My TPEJICTABUTEI, TN Ha HAITMOHAHHS KOMIICTCHTEH OpPraH upe3 HallMOHATHATA CUCTEMA 32
chOoOIIaBaHe. 3a ChOTBETHHUTE JIAHHU 32 BPh3Ka BHXKTE JTUCTOBKATA.




3.7 Ynorpeda no Bpeme Ha OpeMEHHOCT, JIAKTALUS WU siilleHOCEeHe

bpeMeHHOCT 1 JIaKTallHs:
be3omacHocTTa HA BETEpUHAPHUS JICKAPCTBEH MPOAYKT HE € JoKa3aHa 1o BpeMe Ha OpeMEHHOCT U
naktanus. Jla He ce M3Mmoa3Ba Mpu OpeMEHHU WM JIAKTUPAIIH )KUBOTHH.

3.8 BsaummopaeiicTBHE ¢ IPYTH BeTEPHHAPHHU JIEKAPCTBEHHN MPOAYKTH M APYTrH (JOPpMH HA
B3auUMOJeHcTBHE

Hpyru HCIIBC, auypeTuiy, aHTHKOAryJIaHTH, aMUHOTJIMKO3UTHN aHTHOWOTHITH M BEIIECTBA C TOJIsIMA
CTETIeH Ha CBbP3BaHE C MPOTEMHUTE MOTAT J1a Ce KOHKYpHpAT 3a CBhp3BaHe U Taka Ja AOBEAatT 10
TOKCUYHU eeKTu. BeTepruHapHUT JeKapCTBEH MPOIYKT HE TPsiOBa J1a ce mpuiara eHOBPEMEHHO C IPYTH
HCIIBC unu rimtoKOKOPTUKOCTEPOUIH.

[penurecTBanio TpeTupane ¢ NPOTUBOBL3MAIUTEIHN CPEJCTBA MOXKE J1a JOBEJIEC IO JOMIBIHUTEIHN HITH
MTOBEIICHN HEOIArOMPHUATHN PEaKITNi B ChOOpa3HO ¢ TOBA TPSIOBA Ja € CIIa3| IEePHoI, CBOOOJCH OT
NPUIAraHeTO Ha TaKUBA BETCPUHAPHHU JICKAPCTBEHU MPOIYKTH, Hali-MaJKo 24 yaca npeju 3aroYBaHe Ha
nedenueTo. [Ipu onpenensiHe Ha epuoja, CBOOOICH OT TPETUPaHE, TPSOBA J1a Ce€ B3eMAT IPEIBUJL
(hapMaKOKMHETUYHHUTE CBOVCTBA HA BETEPHHAPHUTE JICKAPCTBEHU MTPOYKTH, U3IOJI3BaHU TIPEIU TOBA.

3.9 HauyuH Ha MpUIOKEHUE U TO3HPOBKA
[epopanuo mpunoxeHue.

IIspBOHAYATHO Ce TpuIara eauHangHa q03a ot 0.2 mg Menokcukam/KQg TemecHa Maca (T.M.) IIpe3 IbPBHUSL
JIeH OT JiedeHneTo. JleueHneTo mpoapinkaBa eiH BT JHEBHO Ype3 MepopaHo npuiaraHe (Ha 24 yacoBu
HHTEPBAJN) Ha Mo Ibpxkaia 103a ot 0.1 mg menokcukam/Kg T.M..

3a Mo-MpoIbJIKUTEITHO JICUCHHE, KOTaTo Beue € HAO0JaBaH KIIMHUYEeH OTroBOp (clieq > 4 THu), 103aTa
BETEPHHAPHMST JIEKAPCTBEH MPOTYKT MOXKE J]a Ce PETyIIpa J0 Hai-HUCKaTa e(peKTHBHA WHANBHTyalTHA
J103a, OTpa3saBaiky (pakra, 4e curata Ha OOJKaTa U BH3MAICHUETO, CBBP3BAHN C XPOHUYHHA MYCKYITHO-
CKEJIETHH HapyIIEeHHUs, MOXKE J]a ce IPOMEHS C BPEMETO.

Ja ce npunara nepopaiHo, CMECEH C XpaHa WM HaIllpaBo B yCTaTa.

CycneH3usTa MOXe Jia Ce Tpuiiara upe3 M3MoI3BaHe Ha MEPUTEITHUTE CIIPUHIIOBKH, TIPUIOKCHH B
omakoBkaTa. Te ce MpUKPEIsT KbM (iakoHa U UMat pasrpadeHa ckaia Ha Kg TenecHa maca, YMUTO
JENIEHNsI OTTOBAPAT Ha TOYHOTO KOJIMYECTBO MOIbpkaia no3a (T.e. 0.1 mg memoxcukam/Kg T.m.).
KonngecTBoTo, HEOOXOMMO 33 IBPBUSI JICH, CE PaBHSABA HA JIBOMHA MO IBPIKAIIA 103,

CycneH3usaTa MOXKe J1a ce Mpuiiara ¢ TIOMOIITa Ha MaJIKHsI 103aTop NP Ky4deTa ¢ TejiecHa Maca mox 7 Kg
(emHo menenue mo ckamara orroBaps Ha 0.5 Kg T.M.) uin upe3 Hail-rojsiMaTa CIPUHIIOBKA TIPH KydeTa ¢
terno Hax 7 Kg (emHo menenue mo ckamara otroBaps Ha 2.5 kg T.m.).

Kimanden otroBop oOMKHOBEHO ce HaOronaBa B paMkute Ha 3-4 aau. JleueHnunero TpsiOBa qa ce mpekpaTu
ciest Hail-KbCHO 10 THH, aKko JIMIICBA SIBHO KIIMHUYHO TTOJJ00pEHNE.

Oco0eHo TpsAOBa a ce BHUMaBa 3a TOYHOCTTA HA JI03UpaHe. 3a rapaHTUPaHe Ha MIPaBUIHA JO3HPOBKA
TeJIeCHaTa Maca TpsiOBa Jia ce ONpeea Bb3MOXKHO Hai-TouHo. [IpenopbuBa ce 3M0I3BAHETO HA
MOIXOJIAIIO0 KATHOPHUPAHO H3MEPBATEITHO 000PY/IBaHE.

Ja ce pazkiama nobpe npean ymotpebda.

Jla ce u30srBa 3aMbpCsIBaHEe MO0 BpeMe Ha yrnoTpeoa.

3.10 Cumnromu Ha mpemo3upaHe (M KOraTo € MPUIOKUMO — TPOIEAYPH HA JAelicTBHE MPHU CHEHI
CJIYYau ¥ AaHTHIOTH)

B ciydaii Ha npeno3upaHe TpsAOBa 1a ce 3a04YHe CUMIITOMATHYHO JICYEHHE.



3.11 CneuuajHu orpaHuveHus 3a ynorpeda v crieMaJHH YCJIOBHUS 32 yNOTPeda, BKJIIOYUTETHO
OrpaHUYeHMs 32 YNOTpedaTa HA AHTUMMKPOOHHU ¥ NPOTHBONAPA3MTHU BeTePHHAPHHU
JIEKAPCTBEHH MPOAYKTH, ¢ 1eJ1 A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHHM CpOKOBe

He e mpuioxumo.

4, DAPMAKOJIOIT'NYHA HHO®OPMALIUSA

4.1 BerepuHapeH jJekapcTBeH aHaToMo-TepaneBTH4eH Ko (ATCvet Code):
QMO1ACO06.

4.2 @apmakoaMHAMHKA

MenokcukambT € HecTepouaHO npotuBopb3nanuTenHo cpeacTBo (HCIIBC) oT kiraca Ha OKCUKaMUTE,
JIeicTBAINO Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTAarJIaH{uHH, IPH KOETO MPOSBIBA
MIPOTUBOBB3NAIUTEIHN, AHAITCTUYHHU, aHTHEKCYJaTUBHU U aHTUIIMPETUYHU cBoHcTBa. HamansBa
JIeBKOLMTHATA HHHUITpALMs BbB Bb3NaleHaTa ThKaH. B mo-manka creneH chlio MHXHOUpa KoJareH-
npeau3BUKaHaTa TpOMOONUTHA, arperams. [Ipoy4uBanusTa in Vivo u in Vitro mokaspaTt, ue MeJIOKCHKamMa
uHXHOMpa 1ukIookcurenasa-2 (COX-2) B mo-rojisiMa CTereH 0TKOJIKOTO IuKiIookcurenasa-1 (COX-1).

4.3 @®apMakoKMHeTHKA

AOcopbuus
MenokcukaMbT ce abcopOHrpa HATBIHO CJIe TIEPOPATHO MPHIaraHe i MAaKCUMAITHH MTa3MEHU

KOHIICHTPAITUH CE IOCTHUTAT MPHOIU3UTETHO cex 7.5 gaca. KoraTto mpoaykThT ce H3I0I3Ba CIoOpe]
MIPETophYaAHAS PEKUM Ha J03UpaHe, CTAaOMITHO ChCTOSIHHAE Ha MJIa3MEHUTE KOHIIEHTPAIMHA Ha METOKCHKaM
ce JIOCTHTAT IIpe3 BTOPHS IeH OT JISYCHUETO.

PasnpeneneHue
CrInlecTByBa JIMHEHHA 3aBUCHMOCT MEX/Ty TIPUIIOKEHATA J103a M HaOJI0JaBaHaTa Iuia3MeHaTa

KOHIICHTpAIIHS B TepaeBTHYHMUS JHana3oH Ha qo3upane. [pubmamsurento 97% OT MeTOKCHKaMa ce
CBBP3Ba ¢ m1a3Menure nporenan. O6embT Ha pasnpeneneaue € 0.3 L/Kg.

MetaboauzpM

MenokcukaMbT C€ OTKpHBA PEIUMHO B TJIa3MaTa U C€ €KCKPETHPa OCHOBHO Upe3 JKITbUKaTa, JOKaTo
ypHHATa ChIBPIKa CaMO CJIEIU OT U3XOAHOTO CheIMHEHHE. MEIIOKCUKaMbT C€ METa0OIU3Upa 0 AIKOXOM,
KHCEJIMHEH JePUBAT M HAKOJIKO MOJISIPHUA MeTaboauTa. BeHuky riiaBHM METa00JIMTH ca MOKa3aan
(hapMaKoJIOruuHa HEAKTHBHOCT.

Enumunupane
MenoKkcuKaMbT ce eMMUHHIpPA ¢ IEpUOA Ha moypasnaj oT 24 vaca. [Ipubnusurenno 75% ot

MMPpUJIOKCHATA N03a CC CIIMMUHUPA YPE3 UNPAKHCHUATA, 4 OCTATBKBT — UPEC3 ypHUHATA.

5. DAPMAIIEBTUYHU JAHHU
51 OcHOBHH HECHBMECTHMOCTH

He ca uzBectHH.



5.2 Cpoxk Ha rogHocT

Cpok Ha TOTHOCT Ha KpailHUA BETEpPUHAPEH JIEKAPCTBEH MPOIYKT: 3 TOAMHU.
Cpok Ha TOTHOCT ciie/I TbPBO OTBapsIHE HA ITbPBUYHATA OMAKOBKa: 6 Mecerla.

5.3 Cnenuannu yciaoBusi 3a cbXpaHeHHe

To3u BeTeprHApEH JIEKApCTBEH NPOIYKT HE M3MCKBA HUKAKBH CIICIIMAIHYU YCIIOBHSA 33 ChbXpaHEHHE.
54 Bujau cbCTaB HA NBPBUYHATA ONAKOBKA

By Ha Marepraia Ha TbPBUYHATA OMIAKOBKA

dmakoH ot nonueTwiaeH Brucoka mwrsTHoCT (HDPE) ¢ BuHTOBA Kamadka OT MOJIMETHIEH BUCOKA

ITretHOCT (HDPE).
ITuk4ye ot nojueTwieH Hucka mwrbTHOCT (LDPE) 3a mounponuieHoBUTEe MEPUTETHN CIIPUHIIOBKH.

Pasmepu onakoBku:

B®B Besika pasdacoBka MMa 10 JIBe MEPUTEITHN CIIPHHIIOBKH.
Bbyruika ot 10 ml B kapToHeHa KyTHS

Byrtuika ot 32 ml B kapToHeHa KyTHS

Bytunka ot 100 ml B kaproHeHa KyTHst

He Bcuuku pasMEpu Ha OITaKOBKAaTa Morat Ja 6’BI[aT npeajlaranv Ha masapa.
55 CrnenuajHun MEPKH 32 YHHIIOKABAaHE¢ HA HCU3IIOJI3BAHU NMPOAYKTH WJIH OCTATBIHU OT THAX

BerepunapHuTe NeKapCcTBEHH MPOTYKTH HE TPAOBa 1a ObJaT U3XBBPISHU UYpe3 OTHAIHU BOJU MIIK OUTOBH
OTIIAJIBIIH.

W3nomnsBaiiTe mporpaMu 3a BphIaHe P YHUI[OKABAHETO HA HEM3ITOJI3BAaHH BETEPUHAPHHU JIEKApCTBEHI

MIPOAYKTH HUJIN OCTATHLHU OT TAX B CbOTBCTCTBUC C UBUCKBAHUATA HA MCCTHOTO 3aKOHOJAATCIICTBO U C BCUYKHU
HallMOHAJIHU CUCTCMU 3a C’B6I/IpaHe, MMPUWJIOKHUMU 3a CbOTBCTHHA BECTCPHUHAPCH JICKAPCTBCH IMPOAYKT.

6. NME HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

Ceva Sante Animale

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUSA

EU/2/06/070/001

EU/2/06/070/002

EU/2/06/070/003

8. JATA HA ITbPBOTO U3IABAHE HA PASPEHIEHUETO 3A ThPI'OBUSI

Jlata Ha MBPBOTO M3[aBaHe Ha pasperieHneTo 3a Thprosus: 15/01/2007.

9. JATA HA HOCJIEJHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA

INPOAYKTA

{(MM/TTTT}

10. KJIIACU®UKAIIUSA HA BETEPUHAPHUTE JEKAPCTBEHU NIPOAYKTHU



I[a CC OTITYCKa CaMO IO JICKAPCKO MPCANMMUCaHunC.

IMonpoOHa nHpOpMaLHS 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOITYKT MOXKE J]a HAMEPHUTE B 0a3ara JaHHU Ha
Cnro3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Meloxidyl 5 mg/ml HHXEKIIMOHEH Pa3TBOP 3a KydeTa U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Beexku ml cpabpika:

AKTHBHO BELIECTBO:
Meloxicam 5 mg

IlomolHHU BelIecTBA:

Konu4yecTBeH cbcTaB, ako Ta3n nHGopManust
€ BaJKHa ¢ orJie]l Ha NIPABMJIHOTO NIPUJIaraHe
HA BeTePHHAPHHSA JIeKAPCTBEH MPOIYKT

KadecTBeH ¢hLCTaB HAa MOMOIIHNUTE BelIeCTBAa
U IPYTUTe ChCTABKHU

Ethanol anhydrous 150 mg

Poloxamer 188

Glycofurol

Glycine

Sodium chloride

Sodium hydroxide (for pH adjustment)

Hydrochloric acid (for pH adjustment)

Meglumine

Water for injections

buctsp, *XbAT pa3TBop.

3. KIMHNYHA UTHOOPMALIIUA

3.1 Bunaose :KHBOTHH, 32 KOUTO € npeanazHavyeH BJIII

Kydera u xoTkH.

3.2 Tloka3anms 3a ynorpeda 3a BCEKM BHU]I )KHBOTHH, 32 KOWTO € MpeaHa3HA4YeH MPOAYKTHT

Kyuera:

HamansiBane Ha Bb3MasieHHETO U 0OJIKATa, KAKTO IPH IIPHU OCTPH, TaKa U MPU XPOHUYHH MYCKYJIHO-
CKCJICTHU HAPYUICHUS IIPU KYUCTA.

HamansBane Ha mocToneparvBHaTa 00JIKa ¥ BH3MAIEHUE B PE3YNITAT HA OPTONIEUYHA XUPYPTUI U
XUPYpPTus Ha MEKUTE ThKaHHU.

Korkn:
OOGuiekuaBaHe Ha JieKa JI0 yMepeHa clieIonepaTuBHA 00JIKa U Bh3MAICHUE CIIE XUPYPTHYHU MIPOLICAYPH
MIPH KOTKH, HATIP. OPTOTICANYHA XUPYPTHUS U XUPYPTrUs HA MEKUTE ThKaHH.

3.3 IlporuBomoka3aHus

[la He ce u3noa3Ba NpH )KMBOTHH, CTPaJallli OT TaCTPOMHTECTUHAIHN CMYIIIEHHUS KaTO Bb3MAJICHUE WU
XeMoparus, HapyleH! Y4epHOAPOOHa, ChplieuHa U ObOpeuHa PyHKIMA U XeMOparnyHy HapyLICHUsI.

Ja He ce u3Mo3Ba NpY CBPHXIYyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIH HAKOE(M) OT MOMOIIHUTE
BEIIIeCTBA.

Jla He ce U3I0JI3Ba MPH KUBOTHH MO 6- CEIMHUYHA BB3PACT U MPU KOTKH C TEIJI0 MO-Majko oT 2 Kg.



3.4 CneuuajHu npexynpe:kaeHust
Hsama.
3.5 ChenuajHu npeanasHu MepKH NPH ynoTpeoda

CrienmaiHy Ipena3Hu MEepPKH 3a Oe30macHa ynotpeda mpu BIJIOBETE dKUBOTHH, 32 KOUTO € IpeaHa3HauYeH
BJIIT:

Ja ce nz6sTBa ynorpedara mpu JeXuapaTUPaHd, XUTIOBOJIEMUYHH WM XUTIOTEH3UBHH KUBOTHHU, ThI KaTo
CHINECTBYBA ITOTCHIIUAIECH PUCK OT peHATHA TOKCUIHOCT.

IIpu aHecTe3nst KaTo CTaHIAPTHA MPaKTHUKA TPsIOBa Ja ce CMATAT HAOIIOACHUETO U TIPUIIaraHeTo Ha
TEYHOCTH.

3a cnedonepamuena 6oaxa u 6v3naieHue cied XupypeuuHu npoyedypu npu KOmxu.
B cnyuaii, e e HE0OXOAMMO TOIBIHUTETHO O0JIEKYaBaHe Ha OonKaTa, TpsiOBa Ja ce OOMHUCIH
MYJITHMO/JIAJIHA Tepalus Ha OoJIKaTa. _

CrelnyaiHy pearna3Hi MepKH, KOUTO TPsOBa Jia B3eMe JIMIETO, MPUJIAralio BeTePUHAPHUS JICKapCTBEH
OPOAYKT Ha )XUBOTHHUTC:

Cay4aifHOTO CaMOMHKEKTHPaHEe MOXKE Ja MPeAn3BUKa OOJKa.

Xopa ¢ ycTaHOBEHa CBPbXYyBCTBHTEIHOCT KbM HECTEPOHIHH TpoTHBOBB3nanuTentu cpeactea (HCIIBC)
TpsiOBa J1a M30ArBaT KOHTAKT C BETEPUHAPHUS JIEKAPCTBEH MPOIYKT.

[Ipu ciryuaiiHo camOuH)XeKTHpaHe, He3a0aBHO /1a ce HOThPCH MEIULIMHCKU ChBET, KaTo Ha JeKaps ce
HPEIOCTABU JINCTOBKATA WM €TUKETa Ha MPOIYKTa.

To3u BeTepuHApEH JICKApCTBEH IPOILYKT MOXKE Jja IPUYIMHY JIpa3HeHe Ha ouute. [Ipu KoHTaKT ¢ ounre
He3a0aBHO U cTapaTesIHO TY IPOMUMTE C BOJA.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 34 3allliTa Ha OKOJIHATA Cpcaa:

He e npunoxxumo.
3.6 HeosaronpusiTHu peakuun

Kyuera u xoTku:

MHOTO pefikH 3ary0a Ha anetut!, netaprust

IMospbmane!, quapus’, KpbB B U3NIpaKkHEHUATA 2,
XEMOparuyHa JIuapus’, xemaremesal, racTpOMHTECTUHAIHA
yiepanus’,

SI3Ba Ha THHKMTE YepBa’
[ToBHIIIEHN YEPHOAPOOHHU EH3UMH
BbB0pedna Her0CTaThYHOCT!
AHaQUIAKTOMIHA PEaKIUs’

(mmo-mamko ot 1 mHa 10 000 TpeTupanu
’KHBOTHU, BKJIFOUUTEITHO U30JUPAHH
CHOOIICHHUS):

1

! Te3u HeOMaronpusATHY peakium ce ABABAT OOMKHOBEHO TIPE3 MbPBATA CEIMUIIA HA JIEYEHHE U B IOBEUETO
Cilydau ca MPEXOHY M U34€3BAT CJIE] IPUKIIFOYBAHE Ha JIEYEHUETO, HO B MHOTO PEIKH CITy4ad MOrar 1a
ObJaT CEPHO3HY W (paTaiHu

2 CkpuTO

3 Tpsi6Ba J1a ce JIeKyBa CUMIITOMATHYHO.

B cnyuait Ha HEOIaronpusATHYE PEaKIuy JIEYEHNUETO TPAOBA /1a Ce MPEKPATH U J1a CE MOTHPCH CHBET OT
BETEpUHAPEH JIeKap.

CpoOmiaBaneTo Ha HEOIATONPUATHHI PEaKIINH € BayKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETEPUHAPHHUS JICKapCTBEH NPoayKT. ChoOmeHusTa TpsiOBa Ja ce u3npaniar, 3a
MpeAnoYUTaHe Ype3 BEeTepUHAPEH JeKap, UK Ha MPUTEKATENS Ha Pa3pEIICHUETO 32 ThProBUS WIN Ha
MECTHUS My OpPEICTABUTEN, WU Ha HAIIMOHATHUS KOMIIETEHTEH OpPraH 4pe3 HallMOHATHATa CUCTEMA 3a
chOoOIIaBaHe. 3a ChOTBETHHUTE TaHHU 32 BPbh3Ka BIKTE JIMCTOBKATA.




3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU siilleHOCeHe

bpeMeHHOCT 1 JIaKTaIHs:
BesomacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha OPEeMEHHOCT U
nakrarus. Jla He ce U3Mmo3Ba npu OPEeMEHHU U JIAKTUPAIIHY KUBOTHH.

3.8 BzammopneiicTBHE ¢ APYTH BeTePHHAPHH JIEKAPCTBEHU MPOLYKTH U Apyru ¢popmu Ha
B3auMojeiicTBHe

Hpyru HCIIBC, auypeTuiuu, aHTHKOAryJaHTH, aMUHOTIIMKO3UIHA aHTUOMOTHIN U CPEICTBA C BUCOKA
CTETIeH Ha CBbP3BaHE C IJIa3MEHUTE MPOTEHHH MOTAT J1a Ce KOHKYPHpAT 3a CBhP3BaHE U Taka Ja JOBeIaT
JI0 TOKCUYHHU PEaKIINH.

BeTtepuHapHUAT IeKapCTBEH MPOAYKT HE TPsiOBa na ce mpuiara exnoBpemerso ¢ apyru HCIIBC wn
TJTIOKOKOPTUKOCTEPOUIH.

Tps6Ba na ce U305TrBa €IHOBPEMEHHOTO NPUIIaraHe ¢ MOTEHIUAIHO HEPPOTOKCHYHN POIYKTH.

[Ipu ’KMBOTHHU C aHECTE3UOIOTHYCH PUCK (HAIpUMeEp Bb3pacTHH KUBOTHH) TPsIOBa /1a ce B3eMe MoJ
BHHMaHHe WHTPABEHO3HA WU MOAKOKHA (IIyHIHA Tepanus npHu anecte3us. KoraTo ce mpumarar
enHoBpemeHHo aHecte3us 1 HCIIBC, He Moke J1a ce M3KITI0YN pUCKa 3a ObOpedyHara QpyHKITus.

[IpenmectBaio TpeTupaHe ¢ MPOTUBOBB3MAIMUTEIHN CPEJCTBA MOXKE Ja IPUUNHU JTOTbIHUTCITHHA WK
TIOBUILIEHU HEOJIArONPUSITHN PEeaKIIMU U ChOOPa3HO ¢ TOBa TPsOBA Jia Ce Cla3u Nepuoi, CBOOOJIEH OT
MPHUJIATaHETO HA TAKWBA BETEPUHAPHU JICKAPCTBEHU MPOIYKTH, Hali-Maliko 24 yaca Mpeiy 3all0YBaHe Ha
nederueto. [Ipu mepuoma, cB0OOOAEH OT TpeTHpaHe TPsIOBa Ja ce B3eMaT IpeaBul hapMaKOJIOTHIHHUTE
CBOWCTBA Ha MPOJYKTUTE, H3MIOJI3BaHU ITPEIU TOBA.

3.9 HauywH Ha pUIOKEeHUE U T03HPOBKA

Kyuera:

Myckynno-ckenemuu HapyuieHusL:

EHOKpaTHO MOIKOXHO HHXKEKTHpaHe Ha j03a oT 0.2 mg menokcukam/Kg TeecHa maca (T.€.

0.4 ml/10 kg Tenecna maca).

Meloxidyl 1.5 mg/ml mepopannua cycrnensus Moxe 1a ObIe M3II0JI3BaHA 3a MPOABIDKABAHE HA JIEYEHHETO B
mo3a ot 0.1 mg menokcukam/KQg TemecHa mMaca, 24 daca ciief] mpujiaraHe Ha WHKEKIUATA.

Hamanseane na cnedonepamusnama 6oiaxa (3a nepuood nogewe om 24 uaca):

EnHOKpaTHO MHTPABEHO3HO WITH MOJKOKHO HHXKEKTHpaHe Ha 103a ot 0.2 mg mMenokcukam /Kg TenecHa
Mmaca (1.e. 0.4 ml/10 kg TerecHa mMaca) ipein XUpyprudHa Iporeaypa, HapyuMep 1o BpeMe Ha BbBEKIaHE
B aHECTE3HSI.

Korku:

Hamansasane na creoonepamugna 601ka u 6b3naneHue, Ko2amo npuiazanemo Ha MejoKcukam mpsaoea oa
NPOOBIdNCU KAMO NePOPATHA NOCIe08aWA MePANUsL.

EnHOKpaTHO MOAKOKHO MHXKEKTHpaHe Ha jo3a ot 0,2 mg menokcukam/kg tenecHa maca (1.e. 0,04 ml/kg
TeJleCHa Maca) MPeAn XUPYPrHs, HApUMep 10 BpeMe Ha BBE)KIAaHE B AaHECTE3HSL.

3a mpopinKaBaHe Ha JIEYEHHUETO 70 5 THH, Ta3W ITbPBOHAYAIIHA /1032 MOXe J1a Obe rmocneaBana 24 mo-
KbCHO ¢ mpuitarane Ha Meloxidyl 0,5 mg/ml nepopaina cycrnensust 3a KOTKH B j03a 0,05 mg
menokcukam/kg Tenecna maca. [lepopanHara mocieaBaiia g03a MoXe Jia ce mpuiara 1o oomo 4 1031 Ha
WHTEpBaIM OT 24 Jaca.



Hamanssane na creoonepamuena 60axka u 6v3nanenue, KO2Amo He € 8b3MONCHO NOCIe08aAU0 NEPOPATHO
Jleyetue, Hanpumep npu OUBU KOMKIL:

EnnoxpaTHO TOAKOKHO MHXKEKTHpaHe Ha A03a oT 0,3 mg menokcukam/kg TenecHa maca (t.e. 0,06 ml/kg
TeJIeCHa Maca) MpeJid XUPYyprusl, HalpuMep 10 BpeMe Ha BbBEXK/IaHe B aHecTe3us. B To3u ciy4aii na He ce
npujiara nepopaiHa Mmocie/aBaia Teparmmsl.

Oco0OeHo TpsiOBa Ja ce BHUMaBa 3a TOYHOCTTA Ha JJO3MpaHe. 3a rapaHTUpaHe Ha MPaBHIIHA JIO3UPOBKA
TeJiecHaTa Maca TpsiOBa Jia ce oIpezielld Bh3MOXKHO Hal-TouHO. [IpernophuBa ce n3noi3BaHe Ha MOXOSII0
KaTmOpupaHo U3MepBaTeTHO 000py/ABaHE.

Ja ce u30srBa 3aMBpCsBaHE IO BpeMe Ha yHoTpeoa.

3.10 CumnToMu Ha mpeao3upaHe (M KOraTo € MPUJI0:KUMO — NMPOLETYPH HA JielicTBHE MPH CHIEIHH
cay4Yau ¥ aHTHI0TH)

B cnyqaﬁ Ha Opeao3nupaHe Tp$16Ba Ja C€ 3all09YHC CUMIITOMAaTH4YHO JICYCHUC.

3.11 CnenuajHu orpaHuvyeHus 3a ynorpeda v crieliMaJHH YCJIOBUS 32 YNOTPeda, BRIIYHTETHO
OrpaHUYeHHs 32 YNOTpedaTa HA AHTUMMKPOOHU U MPOTHBONMAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOJAYKTH, C 1[€J1 J1a Ce OrPAHHYM PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHHU CpOKOBE

He e mpuiioxumo.

4, DAPMAKOJIOTNYHA HHO®OPMALIUSA

4.1 BerepuHapeH jJekapcTBeH aHaToMo-TepaneBTH4eH Ko (ATCvet Code):
QMO1AC06

4.2 @apmakoaMHAMHKA

MernokcukamMbT € HecTepouaHo poTrBoBb3nanuTenHo cpenctso (HCIIBC) ot kinaca Ha OKCHKaMHUTe,
JIeWCTBAIIIO Ype3 NHXMOMpaHe Ha CHHTE3a Ha MTPOCTArJIaHIuHH, IPU KOETO MPOSIBSBA
MPOTUBOBB3MAINTEIIHN, aHAJITCTUYHY, aHTHEKCYJATUBHU M aHTHITUPETUYHHU cBoWicTBa. Hamanssa
JIeBKOIIMTHATA HH(UIITPAIIMS BbB Bh3MaJICHAaTa ThKaH. B 1Mo-Majka CTeNeH ChIo HHXHOMpa KoJareH-
npenu3BHKaHaTa TpoMOOIIUTHA, arperais. [Ipoy4BanusaTa in Vivo u in Vitro noka3sear, ye MeJIOKCHKaMa
uHXuOMpa rukiookcurenasa-2 (COX-2) B mo-rossiMa CTereH OTKOJIKOTO Iukiookcurenasa-1 (COX-1).

4.3 dapMaKOKHHETHKA

AOGcopOuus
Criel MOAKOXKHO IpUjIaraHe MEJIOKCHKaMa € HallbIHO OMOHAIUYEH U MAKCHMAIHH CPEIHU IIa3MEHU

koHueHTpanuu ot 0.73 mcg/L npu xkyderau 1.1 mcg/L mpu KOTKH ce JOCTHraT 3a CbOTBETHO
npubau3uTenHo 2.5 u 1.5 yaca cnex npunarase.

Paznpenenexue
CrlmecTByBa IMHEHHA 3aBUCHMOCT MEXK Ty TIPHJIOKEHATA 1032 M HaOIIoaBaHaTa IiasMeHaTa

KOHIIGHTpAIMs B TEPATIEBTUYHHMS THAIa30H Ha Jo3UpaHe npu Kydeta. [Toseye ot 97% ot
MeJIOKCHKaMa ce CBbp3Ba ¢ miasmenute nporennn. O6embT Ha pasnpenenenue e 0.3 L/Kg nmpu kyuera u
0.09 L/kg npu KOTKH.

Meraboan3sm



[Ipu kyueTa, MEIIOKCUKaMbT C€ OTKPUBA MPEANMHO B IIa3MaTa U C€ eKCKPEeTHpa TJIABHO Ype3 KIThUKaTa,
JIOKAaTO ypUHATA CHABPKA CaMO CIIEIN OT U3X0JHaTa cyOcTaHIusa. MeloKCHKaMbT ce MeTaboIn3upa J10
AJIKOXOJI, KUCEIMHEH JIEpPUBAT U HAKOJIKO MOJIIPHU MeTabonuTh. JlokazaHo e,4e BCHUKH OCHOBHH
MeTaboJInUTH ca GapMaKOJIOTHIHO HEAKTUBHU.

[Ipu KOTKHM MEIOKCHKaM CE€ OTKPHBA MPEIUMHO B TIa3MaTa U C€ EKCKPETHPa TJIaBHO Ype3 KIIbUKaTa,
JIOKaTO YpUHATA ChIIbPikKA CaMO CIIEIU OT U3XoqHata cyOcTanmus. OTKPHUTH ca IeT OCHOBHH METabo0JINTa,
KaTo 32 BCHYKH € JIOKa3aHo, Y€ ca (hapMaKOJIOTHYHO HEAKTUBHU. MEJIOKCUKaMbT C€ METa0OoIU3upa J10
AJKOXOJI, KHCEJIMHEH JIEPUBAT U HAKOJIKO MOJIIPHA MeTabosnTy. KakTo M Ipu Apyrure npoyuBaHu BUIOBE,
OCHOBHUST ITHT HA OMOTpaHCHOPMAITHSI HA MEITOKCUKaMa TIPU KOTKH € OKHCIISIBAHETO.

Envumunupane
[Ipu xydeTa MEIOKCHKaM Ce eIMMHUHUPA C TIEPHOJ Ha odypasnaz ot 24 yaca. [Ipubnmuszurento 75 %

OT IPWJIOKEHATA J103a C€ eMMUHIpPA Ype3 U3NPAKHEHHUATA, & OCTATHKBT Ype3 ypHUHaTa.

[Ipu KOTKHM MEIOKCHKaM Ce eTMMIHHPA C MOMY>KUBOT OT 24 yaca. Hanmnunero Ha MeTabOIUTH OT
M3XOTHOTO CheAMHEHNE B YPUHATA U N3MPAXKHEHHUATA, HO HE U B IJIa3MaTa, € I0Ka3aTeaHo 32 ObP30TO UM
exckperupane. 21 % ot Bp3cTaHOBEHATA /1032 CE eIMMHUHKpPA B yprHaTa (2 % KaTto HelmpoMeHeH
MenokcukaMm, 19 % xato merabonutn) u 79 % B u3npaxuenusra (49 % xkaro HempoMeHeH MeJloKcHKaM, 30
% kato MeTaboIuTH).

5. DAPMAIEBTUYHU JJAHHU

5.1 OcHOBHHM HECbBMECTUMOCTH

He ca usBecTHn.

5.2  Cpok Ha rogHOCT

Cpok Ha TOZHOCT Ha KpailHUA BETEPUHAPEH JIEKApCTBEH MPOIYKT: 3 TOAWHU.
CpoK Ha TOJHOCT cJel IFPBO OTBAPSHE HA MbPBUYHATA OMAKOBKA: 28 JHMU.

5.3 Cnenuannu yciaoBusi 3a cbXpaHeHHe

[a He ce cpxpansiBa npu Temneparypa Hag 25 °C.

54 Bujau cbCcTaB HA NBPBUYHATA ONAKOBKA

besnseren crokieH ¢iakon tun I ot 10 ml, 3atBopen cbe cuBa EPDM (Ethylene Propylene Diene
Monomer) win GuypoTek TyMeHa 3alyIiaiKka U IOKPUT C BUOJIETOBO alyMHHHEBO (DOJTHO, TOCTaBEH B
KapTOHEHa KyTHs.

55 Cneunan}m MEPKH 32 YHUIIOKABAHE HA HEU3ITOJI3BAHU MPOAYKTH UJIH OCTATHIHU OT THX

BeTepI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’LI[aT HU3XBBPJAHU YPE3 OTIIAAHU BOJAU WA OuTOBU
OTHaabIIu.

W3nomsBaiite IIporpaMu 3a BpbIIaHC IPHU YHUIIOKABAHCTO HAa HCU3IOJI3BAaHU BETCPUHAPHUA JICKAPCTBCHU

IMPOAYKTH HUJIN OCTAThIU OT TAX B CbOTBECTCTBUC C U3MCKBAHUATA HA MECTHOTO 3aKOHOJATCIICTBO U C BCUYKHU
HaIlMOHAJIHU CUCTCMU 3a C'B6I/IpaHe, IMPUIIOKHUMU 3a CbOTBCTHHA BETCPHUHAPCH JICKAPCTBCH ITPOAYKT.

6. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Ceva Santé Animale

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUSA



EU/2/06/070/004

8. JATA HA ITBbPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThPTOBUs

Jlata Ha TBPBOTO M3JaBaHE Ha pasperieHneTo 3a Tbproeust: 15/01/2007.

9. JATA HA NOCJEJHATA PEJAKHUSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOAYKTA

01/2026

10. KIACHO®UKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTIrycka caMo I10 JIEKapCKO MPEIIUCAHHE.

INoxpoOHa uH(poOpMAaIIKs 3a TO3U BETCPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Ja HaMepuTe B 0a3ara JaHHU Ha
Cpro3a otHocHO npoaykrute (https:/medicines.health.europa.cu/veterinary).



https://medicines.health.europa.eu/veterinary

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Meloxidyl 20 mg/ml uHXEKIIMOHEH pa3TBOP 3a TOBEA, CBUHE M KOHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Beexku ml cpabpika:

AKTHBHO BELIECTBO:
Meloxicam 20 mg

TTomo1HHU BeliecTnAa::

KonnyecTBeH cheTaB, ako Ta3un nHpopmanus
€ Ba)KHA ¢ orJie]] HA MPABUJIHOTO NMpUJaraHe
HA BeTEPUHAPHUSI JeKAPCTBEH NPOAYKT

KauecTBeH ¢hCTaB Ha MOMOILIHHUTE BelllECTBA
U APYIruTe CbCTAaBKHU

Ethanol anhydrous 150 mg

Poloxamer 188

Macrogol 300

Glycine

Sodium citrate

Sodium hydroxide (for pH adjustment)

Hydrochloric acid (for pH adjustment)

Meglumine

Water for injections

buctsp, 6e31BETEH A0 XXBAT Pa3TBOP.

3. KIMHNYHA UTHOOPMALIUA
3.1 Bunaose :KHBOTHH, 32 KOUTO € npeanazHavyeH BJIII
T'oBena, cBUHE U KOHE.

3.2 TIloka3anus 3a ynorpeda 3a BCeKH BU/I ’KUBOTHH, 32 KOWTO e MpeJHA3HAYEH MPOAYKTHT

ToBena:

3a yroTpeba Ipu OCTPH PECTTUPATOPHH 3200 IIBAHUS C TIOIXOIAIA AHTHOMOTHIHA Tepanus 32 HaMaIsIBaHe
Ha KIMHUYHUTE TTPU3HAIIH.

3a ynorpeba npu auapust B KOMOMHALMS C IepopaliHa pEXHIpaTUpaIla Tepanus 3a HaMaJisBaHe Ha
KIIMHUYHUTE MPU3HAIY [IPH TEJIeTa HaJl €IHOCEIMUYHA Bh3PacT U MJIAJU HEeJaKTHUPAIIH KUBOTHHU.

3a morreiIBaIa Tepanys Mpy JEYSHUETO Ha OCThP MACTUT B KOMOMHAIIHS C aHTHOMOTHYHA TepaItusl.

3a obnexvyaBaHe Ha OoyKaTa ciies] 00e3pOroBsSBaHE MPH TEIICTA.

CBuHE:

3a ynorpeba npu HeMH()EKIMO3HU IBUTATEITHN HAPYIIICHNS 32 HAMAJIIBaHE HA CUMIITOMUTE Ha KyI[0Ta U
BB3IAJICHHE.

KaTo mombmHuTEIHA Tepanus IpH JeUCHUE Ha CIeIPOIMIHA CEITHIIEMISI K TOKCeMHUs (CHHIPOM Ha
MaCTHUT-METPUT-ATaJIaKCHs) C MTOAXO/SIIa aHTHOMOTHYIHA TePaITHL.

Komne:

3a obOnexyaBaHe HA BH3MAJCHUETO M HAMAISIBaHe Ha 00JIKaTa KakTo MPHU OCTPH, TaKa U XPOHUYHH
MYCKYJTHO-CKEJICTHU HAPYIIICHUSI.

3a HamasiBaHe Ha 00JIKa, CBbpP3aHa ¢ KOJIUKU TP KOHE.



3.3 IlporuBomoka3aHus

Jla He ce M3MoJI3Ba MPU KOHE MMOJI 6- CeIMUYHA BH3PACT.

Jla He ce m3MmoJI3Ba PH KUBOTHH, CTPAIAIN OT HapyIlleHa YepHOAPOOHA, ChpIedHa Wi ObOpeTHa
(hyHKITUS ¥ XeMOParuyHA HAPYIICHUS WM KBJICTO UMa IaHHU 3a YJIIEPO3HH raCTPOUHTECTHHATHH
MOPaKCHUSL.

Jla He ce M3Moa3Ba IPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WM KbM HAKOS(M) OT
MOMOIITHHUTE BEIECTBA.

[pu neyeHne Ha nuapus Mpy TOBeIa Jia He ce MpHiiara Ha )KUBOTHH Ha Bb3pacT 1oj 1 ceaMuiia.

3.4 ChneuuajaHu npeaynpexiaeHust

[Ipu Tenerara npuaraHeTo Ha BETEPUHAPHHUS JICKAPCTBEH MPOIYKT 20 MUHYTH TIpeI 00€3pOTOBIBAHETO
HaMaJIsiBa clieIoNiepaTUBHATA OOJIKa.

CaMo BeTepUHApHUSAT JISKAPCTBEH MPOAYKT HE OCUTYPsIBa TIOJXOSAIN0 00€300IIBaHE IO BpeMe Ha
TpoleIypara 3a 00e3poroBsBaHe. 3a Ja ce MOIydYHd MOIXO A0 00e300JIIBaHe 110 BpEME Ha OIIEPaIHsITa, €
HEOOXOIUMO €THOBPEMEHHO MpHJIaraHe Ha MOJIX OIS AHAJITETHK.

3.5 CneuuajHu npeana3Hu MepKH NpPH ynorpeda

CrienmaiHy Ipeina3Hu MEPKH 3a Oe3omacHa ynoTpeba Mpyu BUIOBETE KUBOTHH, 32 KOUTO € IpeaHa3HaueH
BJIIT:

Ja ce u36sTBa ynorpebaTa rmpu JeXuapaTUPaHd, XUTIOBOJIEMUYHH WM XUIIOTEH3UBHU KUBOTHH, KOUTO
M3UCKBAT MapeHTepaaHa pexuapaTalus, Thil KaTo ChIIECTBYBA MOTCHIIMAICH PUCK OT pEeHaTHA
TOKCUYHOCT.

B cnyuaii Ha He3a10BOJIUTEIIHO HaMaIsIBaHE Ha O0JIKaTa IIPU JICUSHUETO Ha KOJIMKH ITPH KOHE TPsOBa J1a ce
HaIpaBHW BHUMAaTelIHA MPEOIIeHKa Ha TMarH03aTa, Thil KaTo TOBa MOXe /1a ObJe WHANKAIIHS 32
HEOOXOAMMOCTTa OT XUPypPrudHa HHTEPBEHIIHA.

CrenyaiHy npearna3Hi MepKH, KOUTO TPsOBa Jia B3eMe JIMIETO, MPUJIaralio BeTepUHAPHUS JICKaPCTBEH
OPOAYKT Ha )XUBOTHHUTC:

Cay4aifHOTO CAaMOMHKEKTHPaHE MOXKe Ja IPUUMHH 00JIKa. X0pa ¢ YCTaHOBEHA CBPBXUYBCTBUTEITHOCT KbM
HecTepouIHH npoTuBoBb3nanuTennu cpenctsa (HCIIBC) TpsabBa na n30sArBaT KOHTAKT C BETEPHHAPHUS
JIEKapCTBEH IPOJYKT.

[Ipu cityuaiiHO caMOMH)XEKTUpaHe He3a0aBHO Jja Ce MOThPCU MEAULIMHCKH CHBET, KAaTO HA JIEKaps ce
IPEIOCTABU JINCTOBKATA WM €TUKETa HA MPOJYKTa.

To3u BeTeprHAPEH JIEKAPCTBEH MPOILyKT MOXKeE Jja IPUYMHU JIpa3HeHe Ha ounte. [Ipu KOHTaKT ¢ ounte
He3a0aBHO U cTapaTesIHO TU IPOMUITE C BOJA.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a 3allliTa Ha OKOJIHATA Cpcaa:

He e npunoxumo.
3.6 HeosaronpusiTHu peakuun

T'oBena:

Muoro peIKn Hoz[yBaHe B MACTOTO HAa MHKCKTUPAHEC !

2
(nmo-manko ot 1 Ha 10 000 TpeTupanu AHAQUIAKTOW/IHA PeAKLILA

JKUBOTHU, BKJIFOUUTEITHO U30JUPAHU
CHOOIIEHUS):

! Cnen moaxoskHO MHKEKTHPaHE: cl1ab0 ¥ BPEMEHHO.
2 Moske J1a € cepuo3Ha (BKIFOYUTENIHO U ¢ (paTalleH U3X0/) U TpAOBa JIa ce JIeKyBa CUMITOMATUYHO.




CBune:

MHOT0 pesikH AuaduiaKTonHa peaKiuus®

(rmo-mamko ot 1 ma 10 000 TpeTupanu
JKUBOTHH, BKITFOUHUTEITHO M30JIUPAHU
CBHOOIICHHUS):

! Moxke Aa € CCpruo3Ha (BKJ'IIO‘H/ITCJ'IHO nc (l)aTaJ'ICH I/I3X0)1) u Tpﬂ6Ba Ja C¢ JICKYBa CUMIITOMAaTUYHO.

Kome:

Muoro peIKn Hoz[yBaHe B MACTOTO HAa MHKCKTHUPAHC !

2
(nmo-manko ot 1 Ha 10 000 TpeTupanu AHA(QUIAKTOW/IHA PeAKLILA

YKUBOTHH, BKITFOUUTEITHO H30JIMPAHU
CBHOOIIECHUS):

Ipexomno, HaOMIOIABAHO B H30JIMPAHK CITydad B KIMHUYHY IPOYYBAHHMSL.

2 Mosxe J1a € cepro3Ha (BKIIOUMTENHO H ¢ (paTajaeH M3X0J1) U TpsAOBa [a ce JIeKyBa CUMIITOMATHYHO.

B ciydaii Ha HEOIArONPUSATHU PEaKIMK JICYSHUETO TPsIOBa JIa ce TPEKPATH U Jia CE IOTHPCH CHBET OT
BETEPUHAPEH JIeKap.

Cro01maBaneTo Ha HEONIArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BEeTePUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIeHuATa TpsIOBa Ja ce M3MpaIar, 3a
MPEIOYUTAHE Upe3 BETCPUHAPECH JIeKap, WU Ha IPUTEKATEIS Ha Pa3pellICHUETO 32 ThPrOBUS WIH Ha
MECTHHSI My TPEJICTABUTEI, HJIM Ha HAITMOHAHHS KOMIICTCHTEH OpPraH upe3 HallMOHATHATA CUCTEMA 32
choOIIaBaHe. 32 ChOTBETHUTE JIAHHU 32 BPh3Ka BHXKTE JTUCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU SiilleHOCeHe

bpeMeHHOCT 1 JIaKTaIlHs:

T'oBena u cBUHE:
Mosxe na ce mpuiiara 1mo Bpeme Ha OpeMEeHHOCT U JIaKTaITusl.

Koue:
Jla He ce mpwiara npu OPEeMEHHU U JTaKTUPAIIH KOOWIIH.

3.8 BszaummopaeiicTBHE ¢ IPYTH BeTEPHHAPHHU JIEKAPCTBEHN MPOAYKTH M APYTrH (pOPMH HA
B3auUMoOJeHcTBHE

Jla He ce mpuara ChBMECTHO C TITIOKOKOPTHKOCTEPOUAN, APYTH HECTEPOUIHH MTPOTHBOBB3MATUTEITHU
MPOAYKTH WIIA aHTHKOATYJIaHTH.

3.9 HauwuH Ha pUIOKEHUE U T03HPOBKA

T'oBena:
EAHOKpATHO MOAKOKHO MM HHTPABEHO3HO MHKEKTHpaHe Ha o3a oT 0.5 mg menokcukam/Kg TenecHa maca

(t.e. 2.5 ml/100 kg Tenecna Maca) B KOMOMHALUS ¢ aHTHOMOTHYHA TEPAIUs WIX C TIepopaHa
pexmpaTupalia Tepanus, Criopet ciaydas.

Caune:

EHOKpaTHO MHTPaMYCKYJTHO HHXKEKTHpaHe Ha 703a oT 0.4 mg mMenokcukam/Kg TerecHa maca (T.e. 2
ml/100 kg TenecHa Maca) B KOMOMHAIHS € TIOAXOSIA AaHTHOHOTHYHA Tepanus. AKO ¢ He0OX0IUMO,
MOBTOPHO MpHJIaraHe Ha MEJIOKCUKAM MOXeE Jla e HalpaBH cief 24 yaca.




Komne:
EnHOKpaTHO MHTPaBEHO3HO MHKEKTUpaHe Ha 1o3a ot 0.6 My meaokcukam /Kg TeaecHa maca (T.€.
3 ml/100 kg T.m.).

3a yHOTpeGa npu 00JIeKuaBaHe Ha BL3MAIEHUETO U HaMajsBaHe Ha 0OJKaTa KaKTo IIpu OCTpH, TaKa U Ipu
XPOHHUYHHU MYCKYJIHO-CKCJICTHU HAPYIICHUS, 3a IPOABbJIZKABAHEC HA TPETUPAHETO MOKE [1a CC U3I0JI3Ba
IepopaiHa CyCliCH3ud B 103a OT 0,6 mg MCHOKCI/IKaM/kg TCJICCHa Maca, 24 gyaca CJIC] MHIKCKTUPAHETO.

3a 1a ce rapaHTHpa NPaBUITHO JIO3UPaHe, TeJIeCHATa Maca TPsOBa Jja ce M3YMCIH Bhb3MOXKHO Hali- TOYHO.
[a ce n30srBa 3aMBpCsBaHE 10 BpeMe Ha yHoTpeoa.

3.10 CumnToMu Ha mpeao3upaHe (M KOraTo € MPUJI0:KUMO — NMPOLETYPH HA JielicTBHE MPH CHIEIHH
cJay4au ¥ aHTHI0TH)

B cnyuaii Ha ipeno3upane TpsiOBa Ja ce 3aroYHe CHMIITOMATHYHO JISYCHHE.

3.11 CneuuanHu orpaHuveHus 3a ynorpeda v crieMaJHH YCJI0BHS 32 yNOTPeda, BKIIOYHTETHO
OrpaHUYeHMs 32 YNOTpedaTa HA AHTUMMKPOOHHU ¥ NPOTHBONAPA3MTHU BeTePHHAPHHU
JIEKAPCTBEHH MPOAYKTH, € 1eJ1 A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH cpoKoBe

l'oena:
Meco u BbTpemHu oprasu: 15 nHu;
Maisxko: 5 quu

Caune:
Meco u BbTpEIIHU OpraHu: 5 THU

Kone:
Meco 1 BBTpEIIHN OpTaHu: 5 JTHHU.
He ce pa3pemasa 3a ynorpe6a npu »KMBOTHHU, YMETO MIIIKO € IIPEIHA3HAYEHO 32 KOHCYMAIs OT X0pa.

4, DAPMAKOJIOI'NYHA UHOOPMALIUA

4.1 BerepuHapeH jJekapcTBeH aHaTOMO-TepaneBTu4eH koja (ATCvet Code):
QMO1ACO06.

4.2 @apmakoaMHAMHKA

MenoKcuKaMbT € HeCTEpOUAHO MpOoTHBOBB3NanuTenHo cpeactso (HCIIBC) ot knaca Ha OKCHKaMuUTe,
JeicTBaIo Ype3 MHXHUOUpaHe Ha CHHTE3a Ha MPOCTarjlaHJuHHU, IPH KOETO MPOsBABA
MIPOTHUBOBB3NAIUTEIHH, aHAITETHYHY, aHTUEKCYJTaTUBHY U aHTUIIMPETUYHM cBoiicTBa. Hamansga
JIeBKOIIMTHATa MHOWITPAIUS BbB Bb3AJICHATa ThKaH.

B no-mainka cremneH nHxuOMpa KoJlareH-MHAyIMpaHaTa TPOMOOIIMTHA arperarys.

MeokcuKkaMbT IPUTEKaBa ChILO AHTHEHAOTOKCUYHH CBOWCTBA, 3alll0TO € yCTaHOBEHO, Y€ HHXUOUpa
MPOM3BOJICTBOTO Ha TpOMOOKcaH B2, mpean3BuKkaHo OT MpHIaraHeTo Ha eHI0TOKCHH Ha E. coli mpu
TeJeTa, JJAKTUPALIY KPaBHU U CBHHE.

4.3 @d@apMakoKMHETHKA



AOcoporus
Cren eqHokpaTHa moakokHa 103a ot 0.5 mg Meaokcukam /kg, Cmax cToitHocTH oT 2.1 meg/ml u 2.7

mcg/ml ce mocturar cnen 7.7 4aca u 4 yaca ChOTBETHO TPH MIIAJIU TENICTa M JIAKTHPAIIH KPABH.
Cren nBe uaTpaMmyckynuu 1o3u ot 0.4 mg menokcukam/kg, Cmax cToiiroct ot 1.9 meg/ml ce mocrura 3a 1
4ac MpHu CBHHE.

Paznpenenenue
IToBeue ot 98 % OT MeNoKCHKaMa ce CBbhp3Ba C IUIA3MEHUTE NMPOTeHHH. Hali-BUCOKHUTE KOHIICHTPAITMH Ha

MEJIOKCHKAM C€ OTKPHBAT B UepHUS Apo0 u 0B0pernTe. CpaBHUTEITHO HUCKH KOHIIGHTPAITMH CE OTKPUBAT B
CKeJeTHaTa MyCKyJlaTypa i Ma3HHHUTE.

Merabonu3bpm

MenokcukaMbT C€ OTKpYBA IPEIUMHO B T1a3mara. [Ipu ropeia MeJIOKCUKaMa ChITO Ce eKCKPETHUPa TIIABHO
Ype3 MIIIKOTO | KITbUKATa, JIOKATO YpUHATA ChIAbPKa CaMO CIIE/N OT U3XOTHOTO CheanHeHue. [Ipyu cBuHe
JITHUKATA U YPUHATA CHIBPIKAT CAMO CIIEIM OT U3XOJHATA CyOCTaHIIMs. MeNOKCHKaMbT ce MeTabonu3upa

0 aJIKOXOJI, KUCCIIMHEH ACPUBAT U HAKOJIKO ITOJIIPHA MeTaboIuTA. I[OKa3aHO €, Y€ BCUYKHN OCHOBHH
MeTabOIUTH ca (bapMaKOJ'IOI‘ WYHO HEAaKTUBHH. MeTabOIU3MbT IIpU KOHCTE HC € U3CJIC/IBAH.

EnumMuHupane
MenokCcHKaMbT Ce SIMMHIHHPA C TIEPHOJ] Ha TMOIYKUBOT OT 26 gaca u 17.5 daca cien moaKoKHO

HHXCKTHUPAHE CbOTBETHO IIPU MJIAIX I'OBEIA U JIAKTUPAIIIX KpaBH.

[Ipu cBUHE cllex MHTPaMyCKYJIHO MPHJIOKEHUE, IEPUOABT Ha CPEAHNUS MOJTypa3nall B jia3mara €
npuOITU3UTETHO 2.5 Jaca.

[Ipu KOHE cites; THTPaBEHO3HO WHIKEKTHPAHEe MEJIOKCHKaMbT Ce eTMMHIHNPA C KPaeH Morypasmaj oT 8.5
yaca.

[Ipubnmzutenno 50% oT mpuiokeHaTa 103a ce eNMMMUHIPA C YPUHATA, a OCTATHKBT — Upe3
U3MPaKHEHUSATA.

5. DAPMALIEBTUYHU JAHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He ca u3BecTHu.

5.2 Cpoxk Ha rogHocT

CpoK Ha TOTHOCT Ha KpalHUs BETEPUHAPEH JIEKapCTBEH NpoAyKT: 30 Mecera.
CpoK Ha TOTHOCT CJIEM ITHPBO OTBAPSHE HAa IMbPBUYHATA OITAKOBKA: 28 THMU.

5.3 CpeuuajHHu yc/JI0BHUS 32 CbXpaHeHHe
To3u BeTeprHApEH JIEKApCTBEH NPOLYKT HE M3MCKBAa HUKAKBH CICIIMAIHYU YCIIOBHSA 32 ChbXpaHEHHE.
54 Buja ¥ cbCcTaB HA NBPBUYHATA ONAKOBKA

Kapronena kyTus, chabprkaia 1 6e3usereH crbkieH ¢aakod ot 50 ml, 100 ml u 250 ml.
Bceeku ¢uiakoH e 3aTBOpEeH ¢ I'yMeHa 3allyllajIka U alyMHUHHUEBO (OJIHO.

He Bcwuku pa3mepu Ha OoImakoBKaTa MOTaT Aa ObAAT MpejiaraHy Ha ma3apa.
5.5 ChoenuajHu MepKH 32 YHUIIIO:KABAHE HA HEM3MOJI3BAHH NMPOAYKTH UJIM OCTATBHIU OT TAX

BeTepI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’LZ[aT HU3XBBPJAHU YPE3 OTIIAAHU BOJAU U OuTOBU
OoTInaabIu.



M3non3BaiiTe mporpamMu 3a BpbIlaHe MPU YHUILOKABAHETO HA HEM3IOI3BAHU BETEPUHAPHU JICKAPCTBECHU
MPOAYKTH WIIA OCTATHIIM OT TSIX B CHOTBETCTBHE C M3MCKBAHMATA HA MECTHOTO 3aKOHOIATENCTBO U C BCUYKH
HAIIMOHAJHU CHUCTEMH 32 ChOMpaHe, MPHUIIOKUMH 32 ChOTBETHHUS BETEPHHAPEH JICKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Ceva Santé Animale

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUSA
EU/2/06/070/005
EU/2/06/070/006
EU/2/06/070/007

8. JATA HA TbPBOTO U3JABAHE HA PASPELHIEHHUETO 3A ThbPI'OBUSA

JlaTa Ha MBPBOTO M3/aBaHe Ha pa3pelieHneTo 3a Thprobus: 15/01/2007.

9.  JIATA HA NOCJEJHATA PEJAKLIMSI HA KPATKATA XAPAKTEPUCTHKA HA
MPOJYKTA

01/2026

10. KJIACH®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHHU TPOAYKTH
Ja ce oTIrycka caMo I10 JIEKapCKO IIPEIIUCAHHE.

IMonpoOHa nH(popMAaITUs 3a TO3U BETCPUHAPEH JICKAPCTBEH MPOYKT MOXKE Ja HAMEpUTe B 0a3ara JJaHHU Ha
Cpro3a otHocHO npoaykrute (https:/medicines.health.europa.cu/veterinary).



https://medicines.health.europa.eu/veterinary

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Meloxidyl 0.5 mg/ml nepopaiHa cycreH3us 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Beexku ml cpabpika:

AKTHBHO BELIECTBO:
Meloxicam 0.5mg

ITomolHHU BeniecTBAa:

KauecTBeH ¢hCTaB Ha MOMOILIHHUTE BellleCTBA
U APYIruTe CbCTAaBKHU

KonnyecTBeH cheTaB, ako Ta3un nHpopmanus
€ Ba)KHA ¢ orJie]] HA MPABUJIHOTO NMpUJaraHe
HA BeTEPUHAPHUSI JeKAPCTBEH NPOAYKT

Sodium benzoate (E 211)

2.0 mg

Xanthan gum

Silica colloidal anhydrous

Sorbitol liquid non-crystallising

Glycerol

Xylitol

Citric acid anhydrous

Purified water

BJ'ICI[O)K’I)J'ITEI CYCIICH3UA.

3. KJIMHNYHA HHPOPMALIUA

3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHasHayen BJIII

Kotku.

3.2 Tloka3aHus 3a ynorpeda 3a BceKH BU/I )KHBOTHH, 32 KOWTO e MpeHA3HAYEeH MPOAYKTHT

OO0nexyaBaHe Ha JIeKa JO YMEPEHO CHJIHA [IOCTONEpaTUBHA 00JIKa U Bb3IAJIEHUE CJIEl XUPYPTrUuiHU
NpOLEeSYPH PU KOTKH, HAIPUMEP OPTONECANYHH OTIEPALlH WIIM XUPYPIrHs HA MEKUTE ThKaHU.

OOnekuaBaHe Ha OOJIKATA U BH3IAJICHUETO IpUu OCTPU U XPOHUYIHH MYCKYJIHO-CKCJICTHH HAPYIICHUSA IPU

KOTKH.

3.3 IlporuBomoka3aHus

I[a HE CC U3M0JI3Ba IIPU KOTKH, CTpaaaliv OT TaCTPOMHTCCTUHAJIHU CMYIICHUSA KAaTO BBh3MAJICHUC U

XeMoparus, HapylieHa YepHOAPOOHa, ChpieuHa Wik ObOpevHa QyHKIHS WK XEMOPAarniyH! HapyILICHHS.
Jla He ce u3moa3Ba NpY CBPHXIYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HAKOE OT TIOMOIIHHUTE

BCIICCTBA.

Ja He ce m3mo3Ba Mpu KOTKH MO 6- ceIMUYHA BB3PacT.

3.4 CneuuajHu npexynpe:KaeHus

Hama.




3.5 ChnenuajaHu mpeana3sHu MepKH NpH ynoTpeda

CrenyanHy npeana3Hd Mepky 3a 0e30I1acHa yIoTpeda Ipu BUIOBETE JKUBOTHH, 32 KOWUTO € IIpeHA3HAYCH
BJIIT:

I[a ce n30srBa yHOTpe6aTa npu ACXUuApaTupaHn, XUIMMOBOJICMUYHU UJIU XUITTIOTCH3UBHU KUBOTHU, TBil KaTo
ChIICCTBYBA NOTCHIIUAJICH PUCK OT pCHAJIHA TOKCUYHOCT.

Tocmonepamusena 6oaxa:
B ciryqaii ge ce Haylara TOMBJIHATETHO 00JIekuaBaHe Ha OoikaTa, TpsOBa /1a ce TTOMHCIH 32 OTTBIHUTEITHA
Tepamnusi ¢ APYyT MPOIYKT.

XpOHUYHU MYCKYIHO-CKENeMHU HAPYVUEHU.
OTroBopbT Ha ABATOCPOYHA TE€paHs TPsIOBa Ja ce MpocieAsiBa Ha PeJOBHA HHTEPBAIH OT BETEPUHAPEH
JeKap.

CrenyaiHy npearna3ii MepKH, KOUTO TPsOBa Jia B3eMe JIMIETO, MPUJIaralio BeTePUHAPHUS JICKaPCTBEH
OPOAYKT Ha X XUBOTHHUTC:

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBHTEIIHOCT KbM HECTEPOHIHH MPOTHBOBB3NaiuTenHu cpenctea (HCIIBC)
TpsiOBa J1a M30ATBaT KOHTAKT C BETCPUHAPHUS JICKAPCTBEH MPOIYKT.

[Ipucny4aiiHo nornpliane, He3a0aBHO Jja ce MOThPCU MEAULIMHCKH CHBET, KaTO HA JIEKaps ce MIPEJOCTaBU
JUCTOBKATa WM €TUKETA Ha MPOJIyKTa.

To3u BeTepUHApPEH JICKApCTBEH IPOLYKT MOXKE Jja IPUUIMHY JIpa3HeHe Ha ouute. [Ipu KoHTaKT ¢ ouure
He3a0aBHO M CTapaTesTHO I'M IPOMUMTE ¢ BOAA.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxxumo.
3.6 HeosaronpusiTHu peakuuu

KoTtku:

MHOTO pejKn 3ary6a Ha anerut’, neraprust

IMospwmane!, quapus’, KpbB B U3NIpakHEHUATA %, XeMoparnJHa
nuapus’, xemaremesal,

A3Ba Ha cToMaxal, 13Ba Ha THHKHUTE yepBal

[ToBHIIEHH YEPHOAPOOHU EH3UMU'

BH0peyHa HeJOCTaTBYHOCT"

(mmo-manko ot 1 ma 10 000 TpeTupanu
YKUBOTHH, BKITFOUUTEITHO H30JIMPaHU
CHOOIICHHUS):

1Te3m HeOMaronpuATHY peakuu ce SBABAT OOMKHOBEHO MPE3 MbPBATA CEMMIIA HA JICYEHHE U B IOBEYETO
CJIydau ca MPEeXOHH U M34Ue3BaT Ciie]| MPUKIIIOYBAHE Ha JICYCHUETO, HO B MHOTO PEJIKU CITy4au MOTar Jia
ObaaT cepro3HH WK (HaTaaTHu

2Ckputo

B criydaii Ha HEOIArOMPHUATHH PEaKIMK JICUCHHUETO TPsIOBa J1a ¢ce MPEKPATH U a CE IOTHPCH CHBET OT
BETEPUHAPEH JIeKap.

Cro0maBaHeTo Ha HEOIATONPUATHHU PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIeHusATa TpsIOBa Ja ce M3MpaIar, 3a
NpeoYnTaHe Ype3 BETEPUHAPEH JIeKap, WK Ha TIPUTEkKATENs HA pa3pelieHueTo 32 ThPTrOBHS WK Ha
MECTHUS My MPEJICTABUTEN, MIIM Ha HAIIMOHAJHHS KOMIIETEHTEH OpTaH upe3 HallHOHAJHATa CUCTEeMa 32
choOIIaBaHe. 32 ChOTBETHHUTE JIAHHU 32 BPbh3Ka BHXKTE JTUCTOBKATA.

3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUsI WU sTiilleHOCeHe




BbpemeHHOCT U nakTaIus:

Be3omacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha OPEeMEHHOCT U
JIaKTaIHsL.

Ja He ce m3noa3Ba py OPEMEHHU WIIH JIAKTHPAIIN )KHBOTHH.

3.8 BzammopneiicTBHE ¢ APYTH BeTePHHAPHH JIEKAPCTBEHU MPOLYKTH U Apyru ¢popmu Ha
B3auMojelicTBHe

Hpyru HCIIBC, auypeTuiy, aHTHKOAryJIaHTH, aMUHOTJIMKO3UTHN aHTHOHOTHITH B CPEACTBA C BUCOKA
CTETEH Ha CBBbP3BaHE C IJIa3MEHUTE IPOTEMHH MOTaT J1a C€ KOHKYpHpaT 3a CBbP3BaHE U Taka Aa JOBeAaT
JI0 TOKCUYHU epekTu. BeTepuHapHUAT JIekapCcTBEH MPOAYKT He TpsiOBa 1a ce mpuiiara eIHOBPEMEHHO C
npyru HCIIBC nnum riatokokopTukocteponnu. TpsOBa ga ce n305rBa eIHOBPEMEHHOTO IpHIIaraHe ¢
HNOTEHIHUAIHO HEPPOTOKCUYHU IPOLYKTH.

IpemaurecTario TpeTHpane ¢ IPOTHBOBB3MAINTEIHHN CPEACTBA, pasnudanu o Meloxidyl nmkekinonen
pasTBoOp npu eaHoKpaTHa 103a oT 0.2 Mg/Kg Moske 1a MPUYUHU TOMBJIHUTETHNA WM OBUIICHA
HeOJIAroNpUATHU PEaKIIUK U ChOOPa3HO C TOBA TPIOBA Jia ce Crasu Meprojl, CBOOOIEH OT MPUIIaraHeTo Ha
TaKMBa BETEPUHAPHH JIEKAPCTBEHH MTPOIYKTH, Hali-MaJIKo 24 Jaca Mpeju 3aroyBaHe Ha JieueHueTo. Ipu
mepuosa, CBo00ICH OT TpeTHpaHe TPSOBa Ja ce B3eMaT IpeaBu I (hapMaKoJIOTHIHUTE CBOMCTBA Ha
NPOIYKTHTE, U3IOJI3BAHH TIPESIU TOBA.

3.9 HauwuH Ha pUIOKEHUE U T03UPOBKA

IIepopanHo npunoxeHue.

gOSH[)OBKa

Tlocmonepamuena 601Kka u 8b3nanenue cied XupypSuiiu npoyeoypu.

Cren mepBoHavanuoTo jedenne ¢ MeloXidyl nmkexunonen pasteop ¢ HagamHa fo3a ot 0.2 mg/kg
HPOIBIDKETE JIEYEHUETO 24 Yaca 1Mo-KbCHO C BETEPUHAPHHUS JICKAPCTBEH MPOIYKT B JO3MPOBKA Ha
menokcukam ot 0.05 mg menokcukam/Kg TesecHa maca. IlepopaiiHara mocjiepalia 103a MOKe J1a ce
npuiiara euH MbT JHEBHO (Ha MHTEPBAIM OT 24 yaca) 10 MAKCMMYM YETHPHU JTHH.

Ocmpu MyCcKYIHO-CKeIemMHU HAPYWeHUs.:

[TbpBOHAYATHO Ce MpUJIara nepopaaHo eauHndHa 103a ot 0.2 mg mMenokcukam_/KQ TenecHa maca mpes
mepBUS AcH. JIeuenuneTo TpsaOBa 1a MpOoABIKH SIWH ITHT JHEBHO Upe3 IepopaiiHo npuiarane (Ha 24
YaCOBHM MHTEPBAJIN) Ha moaabpikaina 1o3a ot 0.05 mg menmokcukam/Kg TenecHa Maca 3a TOJIKOBA JIBJTO,
KOJIKOTO MPOJIBJKABAT OCTpaTa 00JIKa U Bh3MAJICHUE.

Xponuunu MycKkyIHO-CKelemHY HapyuleHUs.

IIspBOHAYAIHO Ce TpMIIara mepopaiHo equanyHa g03a ot 0.1 mg memokcukam/Kg TenecHa Maca mpes
mspBUS AcH. JIedenuneTo TpsaOBa 1a IpOABIKH SIWH ITHT JHEBHO Upe3 IepopaiiHo npuiarane (Ha 24
YacOBM MHTEPBAJIN) Ha Mo yIbpkaiia go3a ot 0.05 mg menokcukam/Kg TenecHa maca.

Knuanden otroBop 0OMKHOBEHO ce Ha0JI0AaBa B paMKHUTE Ha 7 JHU. JleueHneTo TpsOBa Ja ce mpeKpaTH
Hal-KbCHO ciell 14 qHM, aKko JIMICBA SIBHO KJIMHUYHO OJO0pEHHE.

Hauun 1 MeTo HA MIpPUITOKEHUE

Jla ce mpuara CMECEHO ¢ XpaHaTa Wil JUPEKTHO B yCTaTa.

CycneH3usaTa MOXe Ja Ce Tpuiiara upe3 M3MoI3BaHe Ha MEPUTEITHUTE CIIPUHIIOBKY, TIPUIOKCHH B
omakoBkaTa. Te ce mpuUKpensaT KbM (1akoHa 1 UMaT pasrpadena ckaiga Ha Kg TemecHa maca

(ot 1 kg 1o 10 Kg), unuTo meneHus OTroBapsT Ha TOYHOTO KOJMYECTBO MMOMIbPIKAIIA 103a. KOIHIeCTBOTO,
HEo0XO0IMMO 3a ITBPBUS JICH, CE PaBHSBA Ha JBOWHA MOJIbpKAIIA JI034.

Oco0eHo TpsOBa fa ce BHUMaBa 3a TOYHOCTTa Ha jo3upaHe. IIpenopbyanara 103a He TpsiOBa 1a ce
IpeBHIIaBa. 3a TapaHTUPaHE Ha MPaBUIIHA JO3UPOBKA TeJIecHaTa Maca TpsiOBa Jia ce OIpeieNId Bb3MOXKHO
Haii-TouHo. [IpenopbuBa ce U3MOJI3BaHETO HAa MOAXOAAIIO KaluOpUpaHo U3MepBaTeaHo odopyaBaHe. [la ce
paskiaia goope npean ynorpeoa.



Jla ce m30sTBa 3aMBPCABAHE TI0 BpeMe Ha yroTpeda.

3.10 CumnroMu Ha mpeao3upaHe (M KOraTo e NPUJI0:KUMO — NMPOLETYPHU HA /IeliCTBHE MPH CHIELIHH
CJIYYau M AaHTHO0TH)

MeokcHKaMbT UMa TECCH IMANa30H Ha JIEKapCTBEHA 0€30IacHOCT MPH KOTKU W KIIMHUYHY MIPH3HAIY Ha
npeIo3upaHe MOXKe J1a ce 3a0eJekar Mpy CPaBHUTEIIHO HUCKM HUBA HA TPeI03UpaHe.

B ciryqait Ha ipeo3upane HeOIaronmpusTHATE PEaKITUH, OITMCAaHU B TOUKa 3.6, ce oyakBa J1a Obart Io-
CEPUO3HU U MMo-4eCTH. B citydali Ha npeo3upane TpsOBa Jia ce 3all0YHe CUMIITOMATHYHO JICYCHUE.

3.11 CneuuanHu orpaHn4yeHus 3a ynorpeda v crielajHH YCJIOBHS 32 YNOTPeda, BRIIOYNTETHO
OrpaHUYeHHs 32 YNOTpedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOAYKTH, C 1[€J1 J1a Ce OrPAHHYM PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e mpuioxumo.
3.12 KapeHTHM CpOKOBe

He e mpuioxumo.

4. DAPMAKOJIOI'MYHA UTHOOPMALIUA

4.1 BerepuHapeH jJekapcTBeH aHaToMo-TepaneBTu4eH ko (ATCvet Code):
QMO1ACO06.

4.2 @apmakoaMHAMHKA

MernokcukambT € HecTepouaHO npotuBopb3nanuTenHO cpeacTBo (HCIIBC) oT ki1aca Ha OKCHKaMUTE,
JIeiicTBAINO Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTAarJIaH{uHHU, IPH KOETO MPOSBABA
NPOTHBOBB3NAIUTEIIHH, AHAJITETUYHH, AaHTUEKCYJATUBHHU U aHTUIIMPETUYHHU cBoiicTBa. Hamainssa
JIeBKOLMTHATA HHGHUITPALMA BbB Bb3NaleHaTa ThKaH. B mo-manka creneH chlio MHXHOUpa KoJareH-
nper3BUKaHaTa TPOMOOLIMTHA, arperaius. [IpoyuBanusita in Vivo u in Vitro mokassar, 4ye MelIOKCHKaMa
uHXHOMpa 1ukiookcureHasa-2 (COX-2) B mo-rossiMa CTENeH OTKOJIKOTO IuKiIookcurenasa-1 (COX-1).

4.3 dapmMakOKHHETHKA

AOGcopbuus
AKO )XHBOTHOTO € TIOJIOKEHO Ha TJIaJ P JTO3UPAHETO, MAKCUMAITHU TIa3MEHU KOHIIEHTPAIUH Ce

JIOCTUTAT MPUOTU3UTEITHO ciiea 3 yaca. AKO )KUBOTHOTO CE€ XPaHHM I10 BpeMe Ha TO3UPAHETO, abcopOmmsiTa
MOJKe 1a ObJle B M3BECTHA CTETIeH 3a0aBeHa.

PaznpeneneHue
CrIniecTByBa JIMHEHHA 3aBUCHMOCT MEX/Ty TIPHIIOKEHATA J103a ¥ HA0JI0JaBaHaTa TUIa3MEeHa KOHIICHTPAIHs

B TEpaIleBTUYHUS AUAIa30H Ha fgo3upaHe. [Ipubnmsurenso 97% ot MelokcuKkaMa ce CBhp3Ba C IIa3MEHHUTE
MIPOTEHHH.

MeTaboau3sM

MenokcukaMbT C€ OTKpHBA IPEIUMHO B TNIa3MaTa M ChIINO C€ EKCKPETHpa TTIaBHO Ype3 KITbUKaTa, JOKATO
ypHHATa ChIBPKa CaMO CJIEIU OT U3XOAHOTO CheuHeHHe. OTKPHUTH ca IMeT OCHOBHH METabO0JINTa — BCUYKH
ca o (papMaKoJIOTUYHO HEAKTHBHU. MEIOKCHKaMbT Ce METa00IM3Upa JI0 aJIKOXO0JI, KUCEIMHEH ICPUBAT
1 HAKOJIKO HOJISIpHU MeTabo i, KakTo u mpu Apyry Npoy4YBaHU BHIOBE, OCHOBHHUST ITbT Ha
ouoTpanchopMaliis Ha MEJIOKCHKaMa IIPH KOTKU € OKUCIISIBAHETO.



Enumunupane
MenokcuKaMbT ce SMMIHHPA C TIEPHOJ] Ha MoTypasnay ot 24 gaca. HamudueTo Ha MeTabOIUTH OT

U3XOJHOTO ChEIMHEHUE B yPUHATA U U3NPAKHEHUTA, HO HE U B IJIa3Mata, € I0Ka3aTesIHo 3a 0bp30TO UM
ekckperupane. 21% oT Bb3cTaHOBEHATA /1032 Ce eMMMHUHNpPA B ypruHaTa (2% KaTo HEMPOMEHEH
MmenokcukaMm, 19% kato merabonuti) u 79% B m3npaxkHenusTa (49% kato HempoMeHeH MelokcukaM, 30%
KaTo METa0OJINTH).

5. ODAPMAIIEBTUYHHU JAHHHU
5.1 OcHOBHH HECHBMECTHMOCTH
He ca u3BecTHH.

5.2  Cpok Ha rogHoCT

CpoK Ha TOTHOCT Ha KpalHUs BEeTEPUHAPEH JIEKapCTBEH NpoAyKT: 30 Mecera.
Cpok Ha TOJHOCT CJIe/T TbPBO OTBAPsIHE HA ITBPBUYHATA OMAKOBKA: 6 Mecerla.

5.3 Cneuuannu yciaoBusi 3a cbXpaHeHHe
To3u BeTeprHApEH JIEKAPCTBEH NPOILYKT HE U3MCKBA HUKAKBH CIIEIMAIIHYU YCIIOBHSA 32 ChbXpaHEHHE.
54 Buja ¥ cbCcTaB HA NBPBUYHATA ONAKOBKA

Bun Ha MaTepuana Ha IbPBUYHATA OMTAKOBKA

dmakoH ot nonueTwiaeH Brucoka mwrsTHoCT (HDPE) ¢ BuHTOBA Kamauka OT MOJIMETHIIEH BUCOKA
mwrsTHOCT (HDPE).

CrprneH ¢uakoH (cTbkio tum II) ¢ BUHTOBa Kanayka OT MOJMETUIEH BUCOKA

wisTHOCT (HDPE).

[Inukue ot monuermieH Hucka mwrbTHOCT (LDPE) 3a nonumponuieHoBUTE MEPUTEIHN CIIPHHLIOBKH.

Pasmepu onmakoBKH:

Kapronena xytus, cpabpskaia 15 ml miactMacosa (IONIHETHICH BUCOKA TUIHFTHOCT) OYTHIIKA C €HA
MEpUTENIHA CIIPUHIIOBKA.

Kaptonena kytusi, chabpixaiia 5 ml cTbkieHa OyTHIKa ¢ €IHA MEPHUTEITHA CITPUHIOBKA.
MepwuTenHaTa CIpUHIIOBKA UMa pasrpadena ckana 3a kg T.m npu xotku (1 1o 10 kg).

He Bcuuku pazMepn Ha OmmakoBKaTa Morar fa Ob/aT NpeAsiaraHd Ha masapa.
5.5 ChenuajaHu MepKH 32 YHUII0KABaAHE HA HEM3MOJI3BAHU MPOAYKTH UJIH OCTATBHIM OT TAX

BCTCpI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’LI[aT HU3XBBPJAHU YPE3 OTIIAAHU BOJAU WA OuTOBU
OTIaabIu.

W3nomssaiite IIporpaMu 3a BpbIIaHC P YHUIIOKABAHCTO HAa HCU3IOJI3BAHU BETCPHUHAPHUA JICKAPCTBCHU

MPOAYKTH WIIA OCTATHIIM OT TSIX B CHOTBETCTBHE C M3MCKBAHMATA HA MECTHOTO 3aKOHOIATENCTBO U C BCHYKH
HAIIMOHAJHU CHCTEMH 32 ChOMpaHe, MPHUIIOKUMH 32 ChOTBETHHUS BETEPUHAPEH JICKAPCTBEH MPOTYKT.

6. HUME HA IIPUTEXKATEJISI HA PASPEHLIEHUETO 3A ThPI'OBUSA

Ceva Santé Animale



7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUS

EU/2/06/070/008

EU/2/06/070/010

8. JATA HA I'BPBOTO U3JJIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

JlaTa Ha IBPBOTO M3aBaHE Ha pa3pereHneTo 3a Thproeus: 15/01/2007.

9. JATA HA IOCJIEAHATA PEJAKLIUS HA KPATKATA XAPAKTEPUCTUKA HA
IMPOAYKTA

01/2026

10. KJIACUH®UKALIUSA HA BETEPUHAPHUTE JJEKAPCTBEHU MPOAYKTHU
[la ce oTmycka caMo 1o JIEKapcKo MpeIIUCaHHue.

IMoapoOHa uHpOpMAaIKs 32 TO3M BETCPHHAPEH JIEKapPCTBEH MPOIYKT MOXKE Jla HaMepuTe B 0a3ara TaHHU Ha
Cnio3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

MNPUJIOKEHUE 11

JAPYTI'U YCJIIOBUA U UBUCKBAHUSA KbM PASPEIHIEHUETO 3A THPT'OBUS

Hama.



HPUJIOKEHUE III

ETUKET U JINCTOBKA



A.ETUKETH



NHOPOPMAILIUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA

Kapronena kyrust Ha guiakona ot 10 ml, 32 ml u 100 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Meloxidyl 1.5 mg/ml nepopanna cycnensus

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

1.5 mg/ml meloxicam

‘ 3. PABMEP HA OITAKOBKATA

10 ml + 2 MepuTeIIHN CIIPHHIIOBKU
32 ml + 2 MepUTENHHN CIIPUHIIOBKH
100 ml + 2 mMepuTeNnHH CIIPUHIIOBKH

4, BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJITI

Kyuera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

Ilepopamnno.
Ja ce pasknamia g00pe npeau ynorpeoa.

‘ 7. KAPEHTHHU CPOKOBE

| 8. CPOK HA TOJHOCT

Exp.: {mMm/rrrr}
Cren oTBapsiHe, U3MOI3Bal B paMKHUTE Ha 6 Mecera.

‘ 9. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

‘ 10. HAANUCDHT ,,IPEU YIIOTPEBA NIPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpebda npoyereTe IMCTOBKATA.



‘ 11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJTOCTBHITHU 3A
JIEIIA MECTA”

I[a CC ChbXpaHsABa AaJied OT 1orjicaa U Ha HCAOCTBIIHU 3a IC1a MCCTaA.

‘ 13. HME HA TIPUTEXXATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSL

@

‘ 14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBUsI

EU/2/06/070/001 10 ml
EU/2/06/070/002 32 ml
EU/2/06/070/003 100 ml

‘ 15. TAPTHUJAEH HOMEP

Lot {Homep}



MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

Etuker na ¢aaxona or 10 ml, 32 ml m 100 mi

‘ 1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxidyl

‘al

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

1.5 mg/ml meloxicam

‘ 3. INAPTUJAEH HOMEP

Lot {momep}

| 4. CPOK HA TOJIHOCT

Exp.: {mm/rrrr}
Crnen oTBapsHe, U3MOI3Bal B paMKUTE Ha 6 Mecela.



NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBbHIITHATA OITAKOBKA

Kapronena kytus Ha ¢guiakona ot 10 mi

1. HAMMEHOBAHMWE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxidyl 5 mg/ml umxexioneH pa3TBop

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

5 mg/ml meloxicam.

3. PASMEP HA OITAKOBKATA

10 ml

4. BUJIOBE )KUBOTHMU, 3A KOUTO E NIPEJTHA3HAYEH BJIII

Kyuera u xotku.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

queTa: HWHTPaBCHO3HO WA IMOAKOXXHO MHXXCKTHPAHEC.
Kotku: noakoxHo HWHKCKTHUPAHC.

| 7. KAPEHTEH CPOKBE

/8. CPOKHAT'OJHOCT

Exp. {mm/rrrT}Cren oTBapsHe H3M03Bail B paMKUTE Ha 28 THH.

‘ 9. CIIEHUAJIHHA YCJIOBUA 3A CbXPAHEHUE

Jla He ce chxpaHsaBa npu TeMreparypa Haxa 25 °C.

‘ 10. HAANUCDHT ,,IPEAU YIIOTPEBA NIPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.



‘ 11. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIHULIMHCKA yIIOTpeoa.

12. HAJIMCBHT “IA CE CbXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHH 3A
JEITA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjicaa U Ha HCAOCTBITHU 3a J€1a MECTA.

‘ 13. HUME HA IIPUTEXATEJISA HA PASPEIIEHUETO 3A ThPI'OBUS

@

‘ 14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS

EU/2/06/070/004 10 ml

‘ 15. TAPTHUJAEH HOMEP

Lot {Homep}



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHN
OITAKOBKMH BJIII

Etuxer na ¢axona or 10 ml

‘ 1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxidyl

™4

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

5 mg/ml meloxicam.

‘ 3. NAPTUJAEH HOMEP

Lot {Homep}

|4, CPOK HA TOJHOCT

Exp. {mm/rrrr}Crien oTBapsiHe H310JI3Bali B paMKUTE Ha 28 THU.



NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBbHIITHATA OITAKOBKA

Kapronena kytus Ha guaxona ot 50 ml, 100 ml u 250 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxidyl 20 mg/ml umxekonen pa3TBop

‘ 2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

20 mg/ml meloxicam.

3. PABMEP HA OITAKOBKATA

50 mi
100 ml
250 ml

4, BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

T'oBena, cBuHE, KOHE.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

l'oBena: MOAKOKHO WM HHTPABEHO3HO
CBuHE: HHTPAMYCKYITHO
Kone: natpaBeHo3HO

7. KAPEHTHHM CPOKOBE

KapenTnu cpokose:

ToBena: Meco u BbTpEILIHU OpraHu: 15 1HU; MIISIKO: S5 JTHHU.

CBuHE: MeCO ¥ BBTPEIIHN OPTaHu: 5 THH.

KoHe: Meco u BbTpEIIHU OpraHu: 5 JHHU.

He ce pa3pemasa 3a ynotpe6a mpu JakTHpAIIX XHBOTHH, YHETO MIISKO € MPEIHA3HAYCHO 33 KOHCYMAIHs
OT XOpa.

/8. CPOKHAT'OJIHOCT

Exp. {mm/rrrT}
Cren oTBapsiHE M3TOI3Bal B paMKHUTE HA 28 JTHHU.

‘ 9. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE




‘ 10. HAANUCHT ,,IPEJN YIIOTPEBA TIPOYETETE JINCTOBKATA*

[penu ynoTpeda npoyereTe JIMCTOBKATA.

11. HAAINUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApPHOMEHULIMHCKA yIIoTpeoa.

12. HAJIMCHT “IA CE CbXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHH 3A
JEITA MECTA”

I[a CC ChbXpaHsiBa Oaji€d OT IIorjicaa U Ha HCAOCTBITHU 3a A€1a MECTA.

13. HUME HA IIPUTEXATEJISI HA PASBPEIIEHUETO 3A ThbPI'OBUS

@

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS

EU/2/06/070/005 50 ml
EU/2/06/070/006 100 ml
EU/2/06/070/007 250 ml

15. HAPTHJIEH HOMEP

Lot {momep}



NHOOPMAIUSA, KOATO TPABBA JJA BBJE N3IIMCAHA BBPXY ITbPBUYHATA
OITAKOBKA

Etuker na ¢aaxona or 100 ml u 250 ml

‘ 1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxidyl 20 mg/ml

H” @

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

20 mg/ml meloxicam

‘ 3. BUJOBE ’KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

T'oBena, cBuHE, KOHE.

‘ 4, HAYUHU HA ITPUJIIOKEHUE

T'oBesa: mMOAKOXHO WM UHTPABEHO3HO
CBUHE: UHTPAMYCKYJIHO

Kone: nHTpaBeHO3HO

IIpenu yrotpeba mpodyeTeTe TUCTOBKATA.

5. KAPEHTHHM CPOKOBE

KapenTnu cpokose:

T'oBena: Meco u BbTpEILIHU OpraHu: 15 nHU; MIISKO: 5 THU.

CBUHE: MECO U BTPEIIHU OPTaHU: 5 THU.

KoHe: Meco u BbTpEIIHU OpraHu: 5 JHHU.

He ce pa3pemapa 3a yrotpe0a mpu JJaKTHPAIIH )KWUBOTHH, YAETO MIIIKO € TTPEeTHAa3HAYCHO 32 KOHCYMAITus
OT X0pa.

‘ 6. CPOK HA T'OJHOCT

Exp. {mm/yyyy}Cnen oTBapsiHe u3noi3Baii B paMKuTe Ha 28 THU.

‘ 7. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE




‘ 8. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

@

| 9. MAPTHJIEH HOMEP

Lot {Homep}



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHN
OITAKOBKMH BJIII

Etuker na ¢axona or 50 ml

‘ 1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxidyl 20 mg/ml

o - .

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

20 mg/ml meloxicam

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrr} Cren oTBapsiHe W3IMoa3Bail B paMKHUTE HA 28 ITHH.



NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBbHIITHATA OITAKOBKA

Kapronena kytus Ha ¢uiakona ot 5 mlu 15 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxidyl 0.5 mg/ml mepopanua cycrnensus

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

0.5 mg/ml meloxicam.

3. PABMEP HA OITAKOBKATA

15 ml + exHa MepuTeNHA CIIPUHIIOBKA
5 ml + eana MepuTeIHA CIIPUHIIOBKA

4, BUJAOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

KoTtkun.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

Ilepopamnno.
Pazkmatu no6pe npeau ymorpeoda.

| 7. KAPEHTEH CPOKBE

/8. CPOKHAT'OJHOCT

Exp. {mm/rrrr}Crien oTBapsiHe H310JI3Bali B paMKUTE Ha 6 Mecela.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 10. HAANUCDHT ,,IPEU YIIOTPEBA NIPOYETETE JIUCTOBKATA*

[penu ynoTtpeda npoyereTe IMCTOBKATA.



‘ 11. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'[0TpC6a.

12. HAJIMCBHT “IA CE CbXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHH 3A
JEITA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjicaa U Ha HCAOCTBITHU 3a J€1a MECTA.

‘ 13. HUME HA IIPUTEXATEJISA HA PASPEIIEHUETO 3A ThPI'OBUS

@

‘ 14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS

EU/2/06/070/008 15 ml
EU/2/06/070/010 5 ml

‘ 15. HAPTHUJIEH HOMEP

Lot {momep}



MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKHM OITAKOBKMH BJIII

Etuker na ¢aaxona or 5mlu 15 ml

1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxidyl

(

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

0.5 mg/ml meloxicam.

‘ 3. INAPTUJAEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrr}
Bennbxx oTBOpeH, U3Mo3Bail B paMKUTe Ha 6 Mecena.



B.JIMCTOBKA



JIMCTOBKA

1. HaumeHoBaHMe HA BeTePUHAPHUS JE€KAPCTBEH MPOAYKT

Meloxidyl 1.5 mg/ml mepopanna cycrnensus 3a Ky4era

2. CbcraB
Beeku ml cpabpika:
AKTHBHO BellIECTBO:

Meloxicam 1.5 mg

Ilomoniau BemecTna.
Sodium benzoate (E211) 2 mg

BJ'IC,Z[O)K’LJ'IT& CYCIICH3UA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHaveH BJIII

Kyuera.

¢ U

4, Iloka3anus 3a ynorpeda

HawmansBane Ha Bp3MaJIEHUETO U 0OJIKAaTa KaKTO MPH OCTPH, TaKa U IIPU XPOHUIHH MYCKYITHO-CKEIETHU
HapyIICHUs TIPU KydeTa.

5. IIporuBonokazanus

Jla He ce M3MOJI3BA MTPU KydeTa, CTPAJIaili OT TACTPOMHTECTHHAITHA CMYIIICHUS KaTo Bh3NalleHHE U
XeMOparus, HapyIieHa 4epHOApoOHa, ChpAcUHa Wi 0BOpedHa GYHKITAS W XeMOparudHu HapyIIeHUs.
Jla He ce u3M0J3Ba IPU CBPBXYYBCTBUTEITHOCT KbM aKTMBHOTO BEIIECTBO MIIU HSIKOS(M) OT MOMOIIHUTE
BEIICCTBA.

Jla He ce u3M0J3Ba IPU KydeTa Ha Bh3pacT MoJI 6 CeJMUIIH.

6. CrneunuajaHu npenynpexaeHust

CroenuanHy NpeaynpeskIcHus
Hama.

CroenumaaHy npe/Ina3Hid MEpKH 3a 6e30macHa ynorpeba Opu BUIOBETE XKMBOTHH, 38 KOMTO € MpeIHa3HaYeH
BJIIT:

Jla ce u3bsArBa yrnorpebara npu AeXuApaTHPAHU, XATIOBOJIEMHUYHN WIIH XUIIOTEH3UBHU KUBOTHH, Thil KaTO
ChIIECTBYBA MOTEHIMAIECH PUCK OT PeHATHA TOKCHYHOCT.

To3u MpoayKT 3a KydeTa He TPpsiOBa J1a ce M3IMO0JI3Ba MPU KOTKH, Thil KATO HE € TOAXO0/IAII 3a yIoTpeda mpH
TO3M BU XUBOTHH. [Ipu KOTKH Tpsi6Ba 1a ce m3nonssa Meloxidyl 0,5 mg/ml mepopasina cycreHsus 3a
KOTKH.




CrieluaiHy Ipena3Hi MePKHU, KOUTO TPsiOBa Ja B3eMe JUIIETO, IPIJIATAIIO BETEPUHAPHUS JICKAPCTBEH
IPOAYKT HA )KUBOTHHTE!

Xopa ¢ ycTaHOBEHa CBPBXIYBCTBHTEIHOCT KbM HECTEPOUIHU MTPOTHBOBB3NanTeH cpeactsa (HCIIBC)
TpsiOBa Jia M30SATBAT KOHTAKT C BETEPHHAPHUS JICKAPCTBEH MPOYKT.

[Ipu cnyuaitHo norireiiane, He3ab0aBHO J1a C€ MOTHPCH MEJUIIMHCKY CHBET, KATO Ha JIEKaps C€ MPe0CTaBU
JUCTOBKATA WJIM €THKETA HA MPOJIYKTa.

To3u BeTeprHApEH JICKAPCTBEH MPOAYKT MOXE JIa IPUYHMHY JApa3HeHe Ha ounte. [Ipu KOHTaKT ¢ ounTe
He3a0aBHO U CTapaTeTHO T IPOMUITE C BOJA.

bpeMeHHOCT M TaKTalHA:
BesomacHocTTa Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha OPEeMEHHOCT U
nakrarus. Jla He ce u3mo3Ba npu OPEMEHHU WK JIAKTHPAIIX )KHBOTHH.

BsaunMoseiicTBre ¢ APYrH BeTepUHAPHHM JIEKAPCTBEHU NPOAYKTH U IPYTU (OPMHU Ha B3aUMOJICHCTBHE:
Hpyru HCIIBC, auypeTuiin, aHTUKOAryJIaHTH, aMUHOTIIMKO3UIHA aHTHOMOTHIIN U BEILIECTBA C rOJIsIMa
CTETEH Ha CBbP3BAaHE C IPOTEMHUTE MOTAT J1a c€ KOHKYpHpaT 3a CBBP3BaHE U Taka Ja AoBeAatT 10
TOKCHYHH eeKTH. BeTeprHapHUAT JeKapcTBEH NPOAYKT HE TpsOBa Aa ce Mmpujiara eJHOBPEMEHHO C APYTH
HCIIBC wia TTI0KOKOPTHKOCTEPOHIH.

IIpenmecTBaiio TpeTupaHe ¢ MPOTHBOBB3MAINTEIHN CPEICTBA MOXKE JIa JOBENE A0 JOBIHUTESITHA WITH
MOBEIIICHU HEOJIArONPUSITHY PEAKIMK U ChOOPa3HO ¢ TOBA TPOBa Jia Ce Cra3u MepPHo I, CBOOOICH OT
MPUJIATaHETO Ha TAaKUBa BETEPUHAPHOMEIUIIMHCKHU MPOAYKTH, Hali-MaIKo 24 yaca mpeau 3anoyBaHe Ha
nedenueTo. [Ipu onpenensiHe Ha epuojia, CBOOOICH OT TPETUPAHE, TPSOBA J1a CE€ B3eMAT IPEIBUL
(hapMaKOKMHETHYHHUTE CBOWCTBA Ha BETEPHHAPHUTE JICKAPCTBEHH MTPOIYKTH, U3MOI3BaHU TPEIH TOBA.

IIpenosupasne:
B cnyuait Ha ipeno3upane TpsAOBa Ja ce 3aloYHe CHMIITOMATUYHO JICUCHHE.

OCHOBHHM HECHEBMECTUMOCTH:
He ca u3BecTHH.

1. HeOnaronpusiTHu peakuuu

Kyuera:

MHOTO peKu 3ary6a Ha aneTut!, netaprust

IMospwmane!, quapus’, KpbB B U3NIpaKkHEHUATA %, XeMoparnJHa
nuapus’, xemaremesal, racTpOMHTECTHHAIHA yiuepanus 1, 138a Ha
THHKHTE YepBal

[ToBUIIEHH YEPHOAPOOHU EH3UMU
BL0peyHa HeJOCTaTBYHOCT®

(rmo-mamko ot 1 mHa 10 000 TpeTupanu
YKUBOTHH, BKITFOUUTEITHO H30JIMPaHU

CHOOLIEHHS): 1

1Te3m HeOMaronpusTHY peakuy ce SBABAT OOMKHOBEHO MPE3 MbPBATA CEMMIIA HA JICYEHHE U B IOBEYETO
CJIydau ca MPEeXOHH U M3Ue3BaT Cie]| MPUKITIOYBAHE Ha JICICHUETO, HO B MHOTO PEJIKU CITyYad MOTar Jia
ObaaT cepro3HH WK (haTaaTHu

2Ckpura

Ipu nosiBa Ha HEOMATONPUATHN PEAKITUH, JICUCHHETO TPIOBa J1a ce TMPEKPATH U JIa CE OTHPCH CHBET OT
BETEPUHAPEH JIeKap.

Cpo0ImaBaHeTo Ha HEONIAroMpPHUATHH PEaKLUH € BaKHO. ToBa MM03BOJIsIBA HENMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha IPOAYKTa. AKO 3a0eNIeKnTe HIKAKBH HEOIAroNMpUsATHN PEaKIT|H, BKITIOYUTEITHO U
TaKWBa, KOUTO HE ca OMMCAHU B Ta3W JIMCTOBKA MJIM MUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOJYKT He
JleficTBa, CBBPIKETE Ce IIbPBO ¢ Bamms BeTepuHapeH jekap. MoxeTe ChIo Ja ChoOIIaBaTe
HeOJIaronpusTHH Peakluy Ha MPUTEXKATEIs Ha Pa3pellieHHETO 32 ThPrOBUS I HA MECTHHS IPEACTaBUTEN
Ha MPUTEXKATENs] Ha pa3pelIeHneTO 3a ThPrOBUs, KaTo U3M0I3BaTe JaHHUTE 32 KOHTAKT B Kpas Ha Ta3u
JMCTOBKA WK upe3 Bamara HanmoHanHa cucteMa 3a cho0masane: https://kvmp.bfsa.bg/phv



https://kvmp.bfsa.bg/phv

8. Jlo3upoBKa 3a BceKH BH/I ’KUBOTHO, HAYMHH M MeTO/l HA MPUJIOKEHHE
TlepopanHo npuioxeHue.

IIspBOHAYATHO ce Tpuiara eauHuYHa 1032 ot 0.2 mg Menokcukam/Kg TenecHa maca (T.M.) Ipe3 MbPBUS
JIeH OT JiedeHneTo. JIeueHneTo mpopinkaBa eiH ITbT JHEBHO Ype3 MepopaaHo npuiarade (Ha 24 yacoBu
WHTEPBAJIN) Ha moyIbpkaia o3a ot 0.1 mg menokcukam/Kg T.M..

3a mo-TIPOIBIDKUTETHO JICUeHNEe, KOraTo Bedue ¢ HaOIogaBaH KIMHUYCH OTTOBOp (ciaea > 4 THH), 103aTa
BETEPHHAPHHUST JICKAPCTBEH MPOJYKT MOXKE JIa CE PEryJIupa J0 Hai-HUCKaTa e(peKTHBHA WHINBHyaTHA
J103a, OTpassBaiky (pakta, ye cuiiata Ha OOJIKaTa U Bh3MAJICHUETO, CBbP3BAHH C XPOHUYHU MYCKYJTHO-
CKEJICTHH HApYIICHUs, MOXE Jla Ce IPOMEHS C BPEMETO.

Jla ce npunara nmepopaixHo, CMECEH C XpaHa WM HalpaBo B ycTara.

CycrieH3usiTa MOXe Jja ce MpHjiara upe3 U3Mnoja3BaHe Ha MEPUTEITHUTE CIPUHIIOBKH, TIPUIIOKEHH B
omakoBkaTa. Te ce mpuUKpensaT KbM (IIakoHa U UMaT pasrpadeHa ckana Ha Kg TerecHa Maca, YMHATO
JICNIEHHsT OTTOBApPSAT Ha TOYHOTO KOJIMYECTBO MO Ibpkaria 103a (T.e. 0.1 mg memoxcukam/kg T.m.).
KonuuecTBOTO, HEOOXOAMMO 32 ITEPBUS JICH, CE PABHSBA HA JIBOWHA MO IbpIKAIIa 1033,

WHctpykuunu 3a ynotpeda Ha MEpUTEIHATa CIPUHIIOBKA!

—*\ L N

s
S 5 e
E 2 —-—"
.-"_- _,-’d_
PaszknarteTe [Ipukpemnere O0bpHeTe pakona OO0bpHeTe paakona C momorira Ha
(hrnakoHa. MepHTeIHaTa ChC CIIPHHIIOBKAaTa  ChC CIPUHIIOBKaTa  OYTaJIOTO M3CHIIETE
Hatucnere CIPUHIIOBKA KbM HaI0Iy. Harope u s CBHABPKAHUETO HA
KaraykaTa Hajoiay (IIakoHa KaTo Wz nbpnaiite OTCTpaHeTe CIIPUHIIOBKATA B
U OTBOpETE. BHUMATEITHO OyTanoTo Ha BHUMATEITHO. XpaHaTa.

MIPUTUCHETC Kpast CIIpUHIIOBKAaTa 10
Ha CIIpUHIOBKAaTa JCICHUCTO,

KbM OTBOpA Ha CHOTBETCTBAIIO HA
(hmakoHa. TETJIOTO Ha BAIIeTO
Ky4Ye B KT.

Knmauden otroBop 0OMKHOBEHO ce HaOnro/1aBa B paMkute Ha 3-4 auu. JleueHunero TpsiOBa 1a ce mpeKkpaTh
cien Ha-KbeHO 10 THM, aKo JIMIICBA SIBHO KIIMHUYHO TOJ00pEHHE.

3a ma 0b11e n30erHaTo BEBEKIAHETO HA 3aMBPCUTENH ITPH padoTa ¢ MPOIYKTa, a HE Ce IpeMaxBa
3aIymaikara Ha OyTHIIKaTa i MEPUTEITHUTE CIIPUHIIOBKY Jia Ce U3MOJI3BaT caMo 3a MpHjiaraHe Ha TO3H
MPOAYKT.

9. CbBeTH 32 IPaBUJHOTO MPUJIATAHE HA MPOAYKTA

Oco0OeHo TpsiOBa Ja ce BHUMAaBa 3a TOYHOCTTA Ha JJO3MpaHe. 3a rapaHTUpaHe Ha MPaBIIIHA T03UPOBKA
TEeJeCHaTa Maca TpsOBa Jia Ce ONpeIesid Bb3MOKHO HAH-TOYHO.

[IpenopbuBa ce U3MOI3BAHETO HA TIOJXOIAIIO KATHOPUPAHO U3MEPBATEITHO 00OPYIBAHE.

Ja ce paskiamma qoOpe npenu yrmorpeoa.



Cycnens3usTa MOXe Jia ce Tpuiiara ¢ IOMOIITa Ha MaJIKUs J03aTop IpU KydeTa ¢ TeJIeCHa Maca Mol
7 kg (eano menenue mo ckanata otroBaps Ha 0.5 Kg TerecHa Maca) Wik upes Haif-rossMaTa CIpUHIIOBKA
npHu Kydera ¢ Terio Hax 7 Kg (exHo meeHue mo ckanarta otroBaps Ha 2.5 KQg TemecHa maca).

10. KapenTHH cpokoBe

He e npunoxxumo.

11. Crheunmnajnu yc/0BHS 32 ChbXpaHeHHe

Ja ce cpxpansiBa janed OT MMOTJieAa U Ha HEAOCTHITHH 32 JIeTla MECTa.
To3u BeTepuHapeH JIeKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMATHA yCJIOBHS 32 ChXpaHEHHE.

Jla He ce M3MO0JI3Ba TO3H BETEPHHAPEH JIEKAPCTBEH MPOAYKT Clie]] H3TUYaHEe CPOKA Ha TOHOCT, TOCOYEH
BBPXY €THKETa Ha KapToHa u (pjakoHa cien ,,EXp.”. CpokbT Ha TOAHOCT OTrOBaps Ha MOCIEIHUS IE€H OT
TO3H MECeII.

Cpok Ha TOJHOCT cJie/ bPBO OTBapsIHE HA ITbPBUYHATA OMAKOBKa: 6 Mecera.

12. Chenunajnu npeanasHu MEPKH NMPH YHUILOKABAHe

BerepunapHuTe nexapcTBEHH MPOTYKTH HE TPAOBa 1a ObJAT U3XBBPISHU UYpe3 OTHAIHU BOJU MIIK OUTOBH
OTIIAJIBIIH.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHe P YHUL[OKABAHETO Ha HEM3ITOJI3BAHU BETEPUHAPHHU JIEKapCTBEHI
MPOIYKTU WM OCTATBIM OT TSIX B ChOTBETCTBUE C M3UCKBAHUITA HA MECTHOTO 3aKOHOJJATEJICTBO U C
BCHUYKH MPUIOKUMH HAIIMOHATHU CUCTEMH 3a ChbOupaHe. Te3n MepKH Ie IOMOTHAT 32 Ola3BaHe Ha
OKOJIHATa cpeaa.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMMUCaHunC.

14. Homepa Ha pa3pelieHHETO 32 THPIOBUS U Pa3MepPH ONAKOBKHU

EU/2/06/070/001
EU/2/06/070/002
EU/2/06/070/003

Pasmepu onakoBku:

Hma 2 MepuTeIHHU CITPUHIIOBKY BBB BCAKA OMAKOBKA.

10 ml pnakoH B kKapTOHEHA KyTHUs

32 ml ¢makoH B KapTOHEHA KyTHS

100 ml ¢maxoH B KapTOHEHA KyTHS

He Bcuuku pa3Mepu Ha OmakoBKaTa MOTAT Jia ObJaT MpeiaraHy Ha masapa.

15. [lara Ha mocjegHAaTa peJaKkUUs HA TEKCTA

01/2026
IMoapoOHa uHboOpMaIKs 3a TO3M BETEPUHAPCH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara JaHHU Ha
Cnio3a otHocHO mpoayktuTte (https://medicines.health.europa.cu/veterinary).




16. [lanHu 3a BpBb3Ka

H[}I/ITC)KaTeJI Ha pa3pCUICHUETO 3a THhProBUA U JaHHU 3a BPb3Ka 3a c1>06gaBaHe Ha npearojiaracMmu

HEOJIarONpUITHHA PEAKIIUHN:
Ceva Santé Animale, 8 rue de Logrono, 33500 Libourne, France

Tel: +800 3522 11 51
E-mail: pharmacovigilance@ceva.com

IIpousBouTen, OTroBapsI 3a 0CBOOOK/IABAHETO Ha MAPTHIIH:
Ceva Santé Animale, Z.1. Tres le Bois, 22600 Loudéac, France
Vetem SpA, Lungomare Pirandello, 8, 92014 Porto Empedocle (AG), Italy




JIMCTOBKA

1. HaumeHoBaHMe HA BeTePUHAPHUS JE€KAPCTBEH MPOAYKT

Meloxidyl 5 mg/ml umkekioneH pa3TBop 3a Kydera U KOTKH

2. CbcTaB

Beeku ml cpabpika:
AKTHBHO BellIECTBO:
Meloxicam 5mg

Ilomoniau BemecTna.
Ethanol anhydrous 150 mg

BucTtbp XbAT pasTBOD.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHaveH BJIII

Kydera u xoTkH.
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4, Iloka3anus 3a ynorpeda

Kyuera:
HamansBane Ha Bh3MaJICHUETO U 0OJIKATa, KAKTO MPH MIPHU OCTPH, TaKa U MPU XPOHUYHU MYCKYITHO-

CKEJIETHH HapyIIEHUS PHU KydeTa.
HamansBane Ha mocToneparrBHaTa 00JIKa U BH3MAICHUE B PE3YJITAT HA OPTONIEIUYHA XUPYPTHUsi U
XUPYPrUsl HA MEKUTE THKAHU.

KoTtkn:
OO0uiekuaBaHe Ha JieKa JI0 yMepeHa ClieIoNepaTUBHA 00JIKa U Bh3MAICHUE CIIC XUPYPTUYHU MIPOLCAYPH
MIPH KOTKH, HATIP. OPTOTICANYHA XUPYPTHUS U XUPYPTrHUs HA MEKUTE ThKaHU.

5. IIporuBonokazanus

[la He ce U3M0II3Ba IPU )KUBOTHH, CTPaJAIllK OT TaCTPOMHTECTUHAIHN CMYILEHHUS KaTO Bb3IAJICHUE UIIH
XeMOoparus, HapyleH! Y4epHOAPOOHa, ChplieuHa U ObOpeuHa PyHKIMA U XeMOparnyHy HapyLICHUSI.

Jla He ce U3I0JI13Ba MPH CBPBXYYBCTBUTEIHOCT KbM aKTUBHOTO BEILECTBO WU HAKOE(HM) OT TIOMOIITHHUTE
BEIIIECTBA.

Jla He ce U3I0JI13Ba MPH KUBOTHU O] 6- CEIMUYHA BB3PACT U MPU KOTKH € TEIJI0 MO-MajKo OT 2 Kg.

6. CrneunuajaHu npenynpexaeHust

Crenmaaay IpeaynpekIeHIs:
Hsama.

CrenyaiHy npeana3Hd MepkH 3a 0e30IacHa yImoTpeda Ipy BUIOBETE JKUBOTHHM, 32 KOWUTO € IIpeHA3HAYCH
BJIII:




Ja ce u30sTBa ynorpedara mpu JeXuapaTUPaHd, XUTIOBOJICMUYHH WM XUTIOTCH3UBHY KUBOTHHU, ThI KaTO
CBHIIECTBYBA ITOTEHIIMAIECH PUCK OT peHATHA TOKCUIHOCT.

IIpu aHecTe3ns KaTo CTaHIAPTHA MPaKTHUKA TPsIOBA Ja ce CMATAT HAOIIOASHUETO U TIPUIIaraHeTo Ha
TEYHOCTH.

3a cnedonepamuena 6oaxa u 6v3naieHue cied XupypeuuHu npoyedypu npu KOmxu.
B cnyuaii, ye e He0OX0AMMO TOITBIHUTETHO O0JIEKYaBaHe Ha OokaTa, TpsIOBa Ja ce 0OMUCIN
MYJITHMO/JIAJIHA Tepalus Ha OoJIKaTa. _

CrienuajiHy npeana3Hil MePKU, KOUTO TPsiOBa Ja B3eMe JUIIETO, IPIIIATAIIO BETEPUHAPHUS JICKAPCTBEH
IPOAYKT HA )KUBOTHHTE!

Ciry9aifHOTO CaMOMHXEKTHPaHEe MOXeE Ja MpeAn3BrUKa O0JIKa.

Xopa ¢ ycTaHOBEHA CBPBXYYBCTBUTEIHOCT KbM HECTEPOMIHY MPOTHBOBB3MaauTenuu cpeactea (HCIIBC)
Tps0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHUS JICKAPCTBEH MPOIYKT.

[Ipu cnyuaitHO caMOMH)KEeKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA WJIM €TUKETAa Ha MPOAYKTA.

To3u BeTepuHApPEH JEKAPCTBEH NPOAYKT MOXKE 1a IPUUUHU Jpa3HeHe Ha ouuTe. [Ipu KOHTaKT ¢ ounte
He3a0aBHO U CTapaTeTHO T IPOMUITE C BOJA.

BDCMCHHOCT W JJaKTalusg:
bezonacHocTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT HE € JOKa3aHa 110 BpEMEC Ha 6peMeHHOCT n
JJaKTalus. I[a HE CC U3M0JI3BA IIPU 6p€MeHHI/I WJIN JIAaKTUpAaliy ) XKUBOTHHU.

BsaumoseiicTBre ¢ APYry BeTepUHAPHHM JICKAPCTBEHU NPOAYKTH U IPYTU (JOPMHU Ha B3aUMOJICHCTBHE:
Hpyru HCIIBC, aquypeTuiy, aHTHKOAryJIaHTH, aMUHOTJIMKO3UTHN aHTHOHOTHITH B CPEACTBA C BUCOKA
CTEIIEH Ha CBbP3BaHE C IUIa3MEHUTE IPOTEMHH MOraT a ce KOHKYpHpAT 3a CBbp3BaHE U Taka Ja l0BeJatT
JI0 TOKCUYHH e(eKTH.

BerepuHapHUST IekapcTBEH MPOAYKT HE TpsiOBa aa ce npuinara exHoBpeMenHo ¢ apyru HCIIBC nin
[JIFOKOKOPTUKOCTEPOUIH.

Tps0Ba nga ce U305ArBa €IHOBPEMEHHOTO NPUIIaraHe ¢ MOTEHIUAIHO HEPPOTOKCHYHU HPOTYKTH.

[Ipu ’KMBOTHHU C aHECTE3MOIOTMYEH PUCK (HApUMeEp Bb3pacTHH KUBOTHH) TPsIOBa /1a ce B3eMe M0J
BHHMMaHHE WHTPABEHO3HA U MOAKOXKHA (IIyHIHA Tepanus npu anecte3us. KoraTo ce mpumarar
ennoBpemenHo aHecte3ust 1 HCIIBC, He Moke J1a ce M3KITI0oUN pucka 3a Ob0pevHaTa (GyHKIusI.
[IpenmecTBamio TpeTupane ¢ NPOTUBOBB3NAIUTEIHN CPEACTBA MOXKE a IPUUMHH JOIIBIHUTEIHN HITH
MOBHILIEHN HEONArONPHATHN peakIMK U chOOpa3Ho ¢ TOBa TPsAOBa /1a ce cra3y Neproi, CBOOOIEH OT
MIpUJIaTaHeTo Ha TaKMBa BETEPUHAPHH JIEKaPCTBEHHU MPOIYKTH, Hali-Malko 24 yaca Mpeau 3alioyBaHe Ha
neuyenueto. [Ipu nepuona, cB00OJeH OT TpeTHpaHe TpsiOBa J1a ce B3eMat npeaBH (papMaKOIOTHUHUTE
CBOICTBA Ha MPOIYKTUTE, U3MOI3BAHN IIPEIU TOBA.

IIpenosupane:
B cnyuait Ha ipeno3upane TpsAOBa Ja ce 3aloYHe CHMIITOMATUYHO JICUCHHE.

OCHOBHH HECHBMECTHUMOCTH:
He ca u3BecTHH.

1. HeOnaronpusiTHu peakuuu

Kyuera u xoTku:

MHOTO pefikH 3ary0a Ha anetut!, netaprust

IMospbmane!, quapus’, KpbB B U3NIPaKHEHUATA 2,
XEMOparuyHa JIuapus’, xemaremesal, racTpOMHTECTUHAIHA
yiuepanus’,

SI3Ba Ha THHKMTE YepBa’
[ToBHIIEHN YEPHOAPOOHU EH3UMH
BbB0peuna HeOCTaThYHOCT!
AHaQUIAKTOMIHA PEaKIUS’

(mmo-mamko ot 1 mHa 10 000 TpeTupanu
’KHBOTHU, BKJIFOUUTEITHO U30JUPAHH
CHOOIIICHHUS):
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! Te3u HeOIAaroNpUATHU PEaKLUH ce ABABAT OOMKHOBEHO MpE3 IbPBATA CEMMIIA HA JICUCHHE U B IOBEYETO
CJIydYau ca MPEeXOHH U M34Ue3BaT Cie]| MPUKIIIOYBAHE Ha JICYCHUETO, HO B MHOTO PEJIKU CITyYadn MOTar Jia
O0BaaT cepro3HH WK (haTaaTHu

2 CkpHTO

3 Tps6Ba 1a ce IeKyBa CUMIITOMATUYHO.

B cnydaii Ha HEOIArOMPHUSITHU PEaKIMK JICUCHUETO TPSIOBA /1a ce MPEKPATH U J1a CE TIOTHPCH CHBET OT
BETEPUHAPEH JIeKap.

Cro0miaBaHeTo Ha HEOIATONPUSATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€lIenTe HIKAKBU HEOJArONMPUsATHN PEAKITUH, BKIIOUUTEITHO 1
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MIJIM MUCITUTE, Y€ BETEPUHAPHIS JIEKAPCTBEH MPOAYKT He
JleficTBa, CBBPIKETE Ce IIBPBO ¢ Bammus BeTepuHapeH jJekap. MoxeTe ChIo Ja ChoOIIaBaTe
HEOJIArONPUSATHYU PEaKIIUU Ha IPUTEXKATEIS Ha PA3PEIICHUETO 32 ThPrOBUS WIA HA MECTHUS MPECTABUTE
HA TPUTEKATEINS HA Pa3PEIICHUETO 3a THPrOBUS, KaTO M3I0JI3BaTe JJAHHUTE 32 KOHTAKT B Kpast HA Ta3u
JUCTOBKA WK Ype3 Baiara HarmoHa Ha cucTeMa 3a ChOoOIaBaHe:

https://kvmp.bfsa.bg/phv

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/ HA MPUJI0KCHUE

Jlo3upoBKa 32 BceKH BHJI JKUBOTHO

Kyuera: eqnokparno npuinarane Ha 0.2 mg meloxicam/kg tenecna maca (t.e. 0.4 ml/10 kg tenecna maca).
Korku: EnnokpatHo mpuiarane Ha no3a ot 0,2 mg menokcukam/kg tenecna maca (t.e. 0,04 ml/kg), koraro
NpUJIaraHeTo Ha MEJIOKCHKaM TpsOBa Jia MPOJIBDKH KaTO MepopaiHa mocjieBamnia tepanus. ExHokpaTtHo
npuiarane Ha no3a ot 0,3 mg menokcukam/kg TemecHa maca (t.e. 0,06 ml/kg), korato He € BB3MOXKHO
TIOCJIE/IBAILO TIEPOPAITHO JICYCHUE, HATIP. TIPH JAUBU KOTKH.

HauuH 1 MeTO HA NPHJIOKEHHE

Kyuera:

Myckynno-ckenemuu HapyuieHusL:

EnHOKpaTHO MOKOXHO HHXKEKTHpaHe Ha j03a oT 0.2 mg menokcukam/Kg TenecHa maca (T.e.

0.4 ml/10 kg Tenecna maca).

Meloxidyl 1.5 mg/ml mepopannua cycrnensust Moxke 1a ObJIe M3II0JI3BaHA 3a MPOABIDKABAHE HA JIEYEHHETO B
mo3a ot 0.1 mg menokcukam/Kg TemecHa mMaca, 24 Jaca ciiell IpujlaraHe Ha HHYKEKITUATA.

Hamanseane na cnedonepamusnama 6oiaxa (3a nepuood nogewe om 24 uaca):

EMHOKpATHO MHTPABEHO3HO WITH MOJKOKHO WHXKEKTHpaHe Ha 03a oT 0.2 mg menokcukam /Kg TenecHa
maca (1.e. 0.4 ml/10 kg TenecHa mMaca) ipein XUpyprudHa Iporeaypa, HapuMep 10 BpeMe Ha BhBEKIaHE
B aHECTE3HSI.

Korku:

Hamanssane na cieoonepamuena 601xa u 6vb3naienue, KO2amo NpuiaeaHemo Ha MeloKCUKam mpsoea oa
NPOOBINCU KAMO NEPOPATHA NOCAEO8AUA THEPANUSL:

EnHOKpaTHO MOAKOKHO MHXKEKTUpaHe Ha fo3a oT 0,2 mg menokcukam/kg tenecna maca (t.e. 0,04 ml/kg
TeJleCHa Maca) MPeAn XUPYPrHs, HAalpHMep 0 BpeMe Ha BhBEXK/IaHE B AHECTE3HA.

3a mpoabiDKaBaHe Ha JICYCHUETO 10 5 THH, Ta3H ITHPBOHAYATHA 1032 MOXKe J1a Ob/e TTocieaBana 24 1mo-
KbCHO ¢ mpuiiarade Ha Meloxidyl 0,5 mg/ml nepopasina cycrnensust 3a KoTkH B j03a 0,05 mg
menokcukam/kg TenecHa maca. [lepopanHara mocnenBaiia jg03a MOXKe Jia ce puiiara 10 oomo 4 1031 Ha
WHTEpBaIM OT 24 Jaca.


https://kvmp.bfsa.bg/phv

Hamanasane na cneoonepamusna 601ka u 6v3nanenue, K02amo He e 8b3MOUCHO NOCIe08aU0
nepopanHo nevenue, Hanpumep npu OUGU KOMKIU:

EnHoxpaTHO MOAKOXXHO WHXKEKTUpaHe Ha fo3a oT 0,3 mg menokcukam/kg tenecna maca (t.e. 0,06
ml/kg TenecHa Maca) npeau Xupyprusi, HaIPUMED 0 BpeMe Ha BBBEKIaHEe B aHECTe3ns. B To3u
Clly4aii 1a He ce IpuJIara repopasrHa IocieBama Teparusl.

Jla ce u30srBa 3aMbpCsIBaHe MO0 BpeMe Ha yrnoTpeoa.

9. CbBeTH 32 IPaBUJHOTO MPUJIATAaHE HA MPOAYKTA

OcobeHo TpsOBa J1a ce BHUMAaBa 3a TOYHOCTTA Ha JI03UpaHe.

3a rapaHTHpaHe Ha MPaBUJIHA JO3UPOBKA TeJIeCHATa Maca TPsiOBa Jia ce OMpeed Bh3MOXKHO Hali-
TouHo. [IpernopbuBa ce U3MON3BAHETO HA MOIXOIAIIO0 KATHOPUPAHO U3MEPBATEIIHO 00OPYABAHE.

10. KapenTHu cpokoBe

He e npunoxxumo.

11. Coenuajnu ycJIoBHS 32 ChbXpaHeHHe

Ja ce cpxpansiBa fjaned OT MOTJieAa W Ha HEAOCTHITHH 32 JIeTla MECTa.

[a He ce cpxpansiBa npu Temneparypa nag 25 °C.

Jla He ce M3M0I3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIEA N3TUYaHE CPOKa Ha TOTHOCT,
MMOCOYEH BHPXY €THKETAa Ha KapToHa U ¢urakoHa cief ,,EXP.“. CpoksT Ha TOAHOCT OTroBaps Ha

IMOCJICAHHUA IC€H OT TO3U MECCII.

CpoK Ha TOTHOCT CJIe TEPBO OTBApsIHE HA IIbPBUYHATA OITAKOBKA: 28 THH.

12. ChenmnajHu npeanasHu MEPKH NMPH YHUILOKABAHe

BerepunapuuTe nexapcTBEHH MPOIYKTH HE TPAOBa 1a ObAAT U3XBBPISTHHU Ype3 OTIIaHU BOIU HITU
OWTOBHU OTHAIBIIN.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHe IPU YHAIOKABAHETO HA HEU3ITOJI3BAHN BETepUHAPHU
JIEKapCTBEHHU MPOAYKTH WM OCTATHIHU OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO M C BCHYKH MPUIOKUMHU HAIIMOHAIHU CHCTEMU 3a ChOupaHne. Te3n Mepku 1ie
MIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA Cpelia.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCaHunC.

14. Homepa Ha pa3pelieHHETO 32 THPIOBUS 1 Pa3MepPH ONAKOBKHU
EU/2/06/070/004

Pa3M€DI/I OITaKOBKH:
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Besuseren cTekien ¢uakon tui I ot 10 ml, 3arBopen cse cua EPDM (Ethylene Propylene Diene
Monomer) wiu (irypoTek ryMeHa 3aryiiaika i IIOKPHUT C BUOJIETOBO AlyMHHHEBO (DOJIHO, TIOCTABEH B
KapTOHEHA KYTHSL.

15. JlaTta Ha mocjegHaTa peJaKlUUs HA TEKCTA
01/2026

IMoapoOHa uHpOpMAIIKs 32 TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE /]a HAMEpHUTE B Oa3ara
nmanan Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. /JaHHH 3a BpB3Ka

HDI/ITC)KaTeJ'I Ha paspCIiCHUCTO 34 ThPIrOBHA M JTAHHHW 34 BPH3Ka 34 C’BO6]J_IaBaHC Ha npéanojgaracMu
He6J’IaFOHDI/I${THI/I PCAKIINN

Ceva Santé Animale,

8 rue de Logrono, 33500 Libourne, France
Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

IIpou3BOANTEN, OTTOBAPSII 32 OCBOOOKIABAHETO HA MAPTHIN:
Ceva Santé Animale,
10 av. de La Ballastiére, 33500 Libourne, France
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JIUCTOBKA

1. HaumeHoBaHue HA BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Meloxidyl 20 mg/ml umxekIoHeH pa3TBOpP 3a rOBEa, CBHHE M KOHE

2. ConcraB

Enun ml ceappika:
AKTHBHO BeIECTBO:
Meloxicam 20 mg

HOMOII.IHP[ BeELIECTBA:
Ethanol anhydrous 150 mg

buctbp, 6€31BETEH 0 XKBIAT Pa3TBOP.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHaveH BJIII

FOBCZ[a, CBHHC M KOHC.

| @

4, Iloka3anus 3a ynorpeda

T'oBena:
3a ymoTpeba Ipu OCTPH PECIUPATOPHH 3200 IIBAHUS C TIOIXOIAIIA AHTHOMOTHIHA TepaITHs 3a

HaMaJsBaHe Ha KIMHUYHUTE TIPU3HAIIH.
3a ynorpeba npu auapust B KOMOMHALIMS C IepopaliHa pEeXHIpaTUpaIla Teparus 3a HaMaJisBaHe Ha
KIIMHUYHUTE MPU3HAIY [P TEJIeTa HaJl €IHOCEIMUYHA Bh3PAcT U MJIAJU HEJaKTHUPAIIH KUBOTHHU.
3a forrpIiBala Tepanys Mpy JISYSHUETO Ha OCTHP MACTUT B KOMOWHAIIMS C aHTHOMOTUYHA TepaItusl.
3a obnexvyaBaHe Ha OoyKaTa ciies] 00e3pOroBsSBaHE MPH TEIICTA.

Caune:

3a ynorpeba npu HeMH()EKIMO3HU IBUTATEITHN HAPYIICHUS 32 HAMAJIIBaHe Ha CUMIITOMUTE Ha KyI[0Ta
U Bb3MaJICHHUE.

Karo nombinHuUTETHA Tepanus Npy JICUSHNUE Ha CICAPOIMITHA CENTHIIEMUS U TOKCEMUS (CHHAPOM
MaCTUT-METPUT-arajakcus) ¢ MOAXO0/Is1Ia aHTHONOTHYHA TEPaIIHsl.

Komne:

3a obOnekyaBaHe Ha BH3MAICHUETO M HAMAISIBaHe Ha 00JIKaTa KaKTo IMPHU OCTPH, TaKa U XPOHUIHH
MYCKYJIHO-CKEJICTHU HAPYIICHHUS.

3a HaMasiBaHe Ha OOJIKa, CBbpP3aHa C KOJUKU NPU KOHE.

5. I[poTnBonmokazaHust

I[a HEC CC U3M0JI3Ba IMMPU KOHEC IO 6- CCIMHUYHA Bb3pacCT.
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Jla He ce m3MmoI3Ba IPH KUBOTHH, CTPAIAINN OT HapyIlleHa YepHOAPOOHA, ChpaedHa Wi ObOpeTHa
(GyHKIHS ¥ XeMOparuIHU HapyIICHUS WIH KBICTO UMa JIAaHHU 32 YIIIEPO3HU TaCTPOUHTECTHHAITHU
MOPAKCHUSL.

Jla He ce M3MOo3Ba MPU CBPHXUYBCTBUTEIIHOCT KbM aKTHBHOTO BEIIECTBO MIIM KbM HSIKOE(H) OT
TIOMOIITHHUTE BEIECTBA.

[Ipu neyeHne Ha nuapus Mpy TOBe/Ia J1a He ce Mpuiiara Ha >KUBOTHH Ha Bb3pacT 1oj 1 ceaMuiia.

6. CrneunuajaHu npenynpexaeHust

CrienuaiHy NpeayNPEeKICHUS

[Ipu Tenerara npunaraHeTo Ha BeTEpUHAPHHUS JIEKAPCTBEH MPOAYKT 20 MUHYTH TIpeIn
00€e3pOoroBsIBaHETO HaMaJIsABA CleAoNIepaTHBHATA OOJIKa.

CaMo BeTepUHApHUSAT JISKAPCTBEH MPOAYKT HE OCUTYPsiBa TIOJIXOSAIN0 00€300sIBaHE IO BpeMe Ha
mpoleaypara 3a 00e3poroBsBane. 3a Ja ce MOoIyYH MOIX0AII0 00e300IIsIBaHe 10 BpeMe Ha
orepanusiTa, € Heo0X0UMO €HOBPEMEHHO MPUJIaraHe Ha IOAXO IS aHAJITEeTHK.

CrenyaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0a py BUIOBETE )KUBOTHH, 34 KOUTO €
npegHaszHaucH BJIIT:

Ja ce m30sTBa yrioTpebdara npu JAeXUAPaTUPAHH, XUTIOBOJICMUYHH WU XUIIOTCH3UBHH KUBOTHH, KOUTO
M3UCKBAT MapeHTepaIHa pexuapaTanus, Thil KaTo ChIIECTBYBA MOTEHIIMANICH PUCK OT pEHAIHA
TOKCHYHOCT.

B ciry4aii Ha He3aI0BOJIMTETHO HaMaJlsIBaHEe Ha OOJIKaTa MPH JICUCHUETO HA KOJIMKHU IIPH KOHE TPsIOBa 1a
ce HaIlpaBW BHUMATETHA MPEOIICHKA Ha TUarHo3aTa, Thid KaTo TOBA MOXKE N1a ObJIc MHANKAIINS 32
HEOOXOJUMOCTTA OT XUPypPriudHa HHTESPBCHIIUA.

CrelmanHy Ipeana3H MEPKH, KOUTO TPsiOBa Ja B3eMe JHIIETO, IPHJIATalo BETepUHAPHNUS JIEKapCTBEH
IPOAYKT Ha )KUBOTHHTE!

Cay4aiiHOTO CAaMOMHKEKTHPaHE MOXKE Ja MPeAn3BUKa OOJKa.

Xopa ¢ ycTaHOBEHA CBPBbXIYBCTBUTEIIHOCT KbM HECTEPOUHH IIPOTUBOBB3NAIUTEIIHH CPEICTBA
(HCIIBC) Tpsi6Ba 1a n30srBaT KOHTAKT C BETCPUHAPHUS JICKAPCTBEH MPOAYKT.

[Ipu ciyuaiiHo camouH)XeKTUpaHe, He3a0aBHO /1a ce MOTHPCH MEIULMHCKU ChBET, KaTo Ha JeKaps ce
IPEJOCTaBU JINCTOBKATA WM €TUKETa Ha POJIYyKTa.

To3u BeTepUHApEH JICKapCTBEH IPOILYKT MOXKE Jja IPUUIMHU JIpa3HeHe Ha ouyute. [Ipu KoHTaKT ¢ ouure
He3a0aBHO U cTapaTesTHO TH MPOMUITE C BOJA.

bpeMeHHOCT M TaKTaIMsA:

T'oBena u cBUHE:

Moske aa ce mpuara 1o BpeMe Ha OpeMEHHOCT U JIAKTaIlHsl.
Komne:

Jla He ce mpwtara npu OPeMEHHU U JaKTUPAIIH KOOWITH.

BsaumoneiicTBue ¢ Apyru BeTEpUHAPHU JICKAPCTBEHU NPOAYKTH B ApyTH (DOPMHU Ha B3aMMOJCHCTBHE!
Ja He ce mpuara CbBMECTHO C TITIOKOKOPTHKOCTEPOUAN, APYTH HECTEPOUIHH MTPOTHBOBB3MATUTEITHU
MPOAYKTH WIA aHTHKOATYJIaHTH.

IIpenosupane:
B cnyuaii Ha ipeno3upane TpsAOBa Ja ce 3aloYHe CHMIITOMATUYHO JICUCHHE.

OCHOBHH HECHBMECTHUMOCTH:
He ca u3BecTHH.
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1. HeOnaronpusiTHu peakuuu

T'oBena:

MHOr0 peaKu IToxyBaHe B MACTOTO Ha HEXKEKTHPaHE *

2
(mo-manko ot 1 Ha 10 000 TpeTpanu AnaduiakToua peaxuus

JKUBOTHH, BKITFOUUTEITHO M30JIUPAHU
CBHOOIICHHUS):

! Cnen moaxoskHO MHKEKTHPaHE: €l1ab0 ¥ BPEMEHHO.
2 Mosxe 1a e cepro3Ha (BKIFOYHTENHO U ¢ (haTajaeH U3X0/) M TpA0BaA J1a Ce JIEKyBa CHMIITOMATHYHO.

CBune:

MHOT0 pesKHu AHauUIaKTOMIHA PEaKIus

(rmo-mamko ot 1 mHa 10 000 TpeTupanu
YKUBOTHH, BKJITFOUUTEITHO H30JIUPaHU
CHOOIECHUS):

! Moxke Aa € CCpruo3Ha (BKJ'IIO‘H/ITCJ'IHO nc (l)aTaJ'ICH I/I3X0)1) nu Tpﬂ6Ba Ja C¢ JICKYBa CUMIITOMAaTUYHO.

Komne:

MHOr0 peaKu IToxyBaHe B MACTOTO Ha HE)KEKTHPaHE *

2
(mo-manko ot 1 Ha 10 000 TpeTupanu AnaduiakTouua peauus

JKUBOTHH, BKITFOUUTEITHO M30JIUPAHU
CBHOOIICHHUS):

Ipexomno, HaGMIOIABAHO B H30JIMPAHK CITy4ad B KIMHUYHH IPOYYBAHHMSL.
2 Mose J1a ¢ cepro3Ha (BKIIOUUTEIHO U ¢ (aTalleH U3X0J) U TPAOBa J1a ce JIEKyBa CUMITOMATHYHO.

HpI/I mosiBa Ha HC6J’Ial"OHpI/I$ITHI/I peaKknuu, JICUYCHUCTO Tp}16Ba Ja €€ INPEKpaTu U J1a C€ NOTbPCHU CHBCT
OT BETCPpUHAPCH JICKAp.

Cro0miaBaHeTo Ha HEOJIATONPUSATHHU PEaKIUU € BakHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0eNIeKnTe HIKAKBU HEOIAroNMpUsATHN PEaKITUH, BKIIOUUTEITHO 1
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3W JINCTOBKA MIJIM MUCITUTE, Y€ BETEPHUHAPHUS JIEKAPCTBEH MPOIYKT
HE JeCTBa, CBBPXKETE Ce MEPBO ¢ Bammst BeTeprHapeH jiekap. MoeTe ChINo 1a cholmaBare
HEOJIArONPUSATHYU PEaKIUU Ha TIPUTEKATEIS Ha Pa3pelICHUETO 32 ThPrOBHS WM HA MECTHUS
MIPEJICTABUTEI HA MTPUTEKATEIIS Ha Pa3pellICHUETO 32 ThProBHS, KaTO U3IOJI3BATE JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3 JINCTOBKA WK Ype3 Banrara HanmoHaHa cuctemMa 3a choOIaBaHe:
https://kvmp.bfsa.bg/phv

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE

T'oBena:
EHOKpATHO MOAKOKHO WM HHTPABEHO3HO MHKEKTHPaHe Ha o3a oT 0.5 mg menokcukam/Kg TenecHa

maca (T.e. 2.5 ml/100 kg TenecHa maca) B KOMOWHAIHS C aHTUOMOTUYHA TEPAITHSI WITH C TIEpOpaHa
pexuapaTHpalia Tepanus, Cliopes Ciydasl.

Caune:

EfHOKpaTHO MHTPaMyCKyITHO HEKEKTHpaHe Ha fo3a ot 0.4 mg menokcukam/Kg Terecua maca (T.€. 2
ml/100 kg TenecHa Maca) B KOMOMHAIHS € TIOAXOSIA AHTHOHOTHYHA Tepans. AKO ¢ He0OX0IUMO,
MOBTOPHO MpWJIaraHe Ha MEJIOKCUKAM MOXe Jla Ce HanpaBu cief 24 yaca.
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https://kvmp.bfsa.bg/phv

Komne:

EnHOKpaTHO MHTPAaBEHO3HO WHXKEKTUpaHe Ha 1o03a ot 0.6 Mg menokcukam /Kg TenecHa maca (T.e.

3 ml/100 kg T.m.).

3a ynorpeba npu o0JiekuaBaHEe Ha BH3MAJICHUETO U HAMAJIIBaHE HA 0OJIKaTa KaKTO MPU OCTPH, Taka U
MIPU XPOHUYHHU MYCKYJIHO-CKEJIETHH HapyIIEHHUs, 32 MPOIbIDKaBaHe Ha TPETHPAHETO MOXKE J1a Ce
M3I10JI3Ba TTepopajHa CycrieH3us B 1o3a ot 0,6 mg menmokcukam/kg TemecHa Maca, 24 Jaca cien
WH)XEKTHPaAHETO.

9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

Jla ce m30sTBa 3aMBPCABaHE 110 BpeMe Ha yroTpeda.

3a ;a ce rapaHTHpa MPaBUITHO JIO3UPAHE, TeJIeCHAaTa Maca TpsiOBa Ja ce U34YHCIN Bh3MOXHO Haii-
TOYHO.

10. KapenTHH cpokoBe

l'oena:

Meco u BbTpelHu opranu: 15 nau; Misiko: 5 1HA

Caune:

Meco 1 BBTpEIIHN OpTraHu: 5 JTHU

Kone:

Meco u BbTpEIIHU OpraHu: 5 JHHU.

He ce pa3pemasa 3a ynorpe6a npu >KMBOTHH, YUETO MIISIKO € MIPEAHA3HAYEHO 38 KOHCYMAIHsl OT X0pa.

11. Coenuajnu ycjIoBHS 32 ChbXpaHeHHe

Ja ce cpxpaHsBa janed OT MorJieaa U Ha HeJJOCTHITHY 3a Jiella MecTa.

To3u BeTeprHApEH JICKapPCTBEH MPOAYKT HE U3MCKBA HUKAKBYU CIICIIUAIHU YCIIOBHS 32 ChXpaHCHHE.
Jla He ce M3M0JI3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe]] U3TUYaHe CPOKA Ha TOJIHOCT,
MOCOYEH BhPXY €THUKETa Ha KapToHa u (hrnakoHa cien ,,EXP.*. CpokbT Ha TOAHOCT OTTOBAps Ha

MMOCJICIAHHUA IC€H OT TO3U MECCII.

CpoK Ha TOTHOCT CJIe TEPBO OTBApsIHE HA IIbPBUYHATA OITAKOBKA: 28 THH.

12. ChenmnajHu npeanasHu MEPKH NMPH YHUILOKABAHe

BerepunapHuTe nexkapcTBEHH MPOIYKTH HE TPAOBa 1a ObAT 3XBBPISTHU Ype3 OTIIaHU BOIH HITH
OWTOBHU OTHATBIIN.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHe IPY YHAIOKABAHETO HA HEU3ITOJI3BAHN BETepUHAPHU
JIEKapCTBEHU MPOAYKTH HITH OCTAThIH OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOATEJICTBO U C BCHYKH MPUIOKUMHU HAIIMOHATHU CHCTEMU 3a ChOupaHne. Te3n Mepku 1ie
MIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CpeJia.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCaHnC.
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14. Homepa Ha pa3pellieHHETO 32 THPTOBUS U Pa3MepH ONAKOBKHU

EU/2/06/070/005
EU/2/06/070/006
EU/2/06/070/007

Pasmepu OIaKoBKH:
Kapronena xytus, chabpskaiia 1 6e3msered crekieH daakod ot 50 ml, 100 ml u 250 ml.
Bceku (pi1akoH € 3aTBOpEH ¢ TyMEHa 3allyInaiKka U AlyMHHHEBO (OITHO.

He Bcuukn PasMCpu Ha OIMTAaKOBKATa MOrat Ja 6’L,I[aT npeajlaranv Ha 1masapa.

15. [lara Ha mocjegHaTa peJaKkUUs HA TEKCTA

01/2026
[TonpoOHa nHpOpMAaNHS 3a TO3H BETEPUHAPCH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B Oa3ara
nmannan Ha Chro3a oTHOCHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHu 3a BpBb3Ka

IIpurexaren Ha pa3pelIeHUETO 3a THProBYsl, M JJAHHU 33 BPH3Ka 33 ChOOIIAaBaHe HA IIPEAI0IaracMu
HEOJIarONpUITHHA PEAKIIUHN:

Ceva Santé Animale,
10 av. de La Ballastiére, 33500 Libourne, France
Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

IIpon3BoAUTEIl, OTTOBAPSILL 32 OCBOOOXKIABAHETO HA MTAPTHJIN:
Ceva Santé Animale, 10 av. de La Ballastiére, 33500 Libourne, France
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JIUCTOBKA

1. HaumeHoBaHue HA BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Meloxidyl 0.5 mg/ml mepopanta cycrnensus 3a KOTKH

2. ConcraB

Beexku ml cpabpika:
AKTHBHO BelIeCTBO:
Meloxicam 0.5 mg

HOMOII.IHP[ BelgecrBa:
Sodium benzoate (E211) 2 mg

biienoxpnra cycneHsus.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHaveH BJIII

KoTtkmn.

4, Iloka3anus 3a ynorpeda

O6nexkyaBaHe Ha JIeKa 0 yMEPEHO CHITHA TIOCTOTIEpaTHBHA OOJIKA M BB3MAJICHHUE CIIE]l XUPYPTUIHH
MIPOLEAYPH MIPHU KOTKH, HAIPUMEP OPTONENNIHH OTIEPAIMH WIH XUPYPIHs HA MEKUTE ThKaHH.
Oo6ekuaBaHe Ha OOJIKaTa U BH3MAICHUETO MIPU OCTPU U XPOHUYHH MYCKYJTHO-CKEIETHU HApyIICHUS
TP KOTKU.

5. IIporuBonokazanus

[a He ce u3nona3Ba Npu KOTKU, CTPAJAIU OT FAaCTPOMHTECTUHAIHNA CMYILICHUS KaTO Bh3MaJICHUE U
XeMoparus, HapyIleHa YepHOIpoOHa, ChpcuHa WU ObOpevHa (DYHKITHS MU XEMOParuyHu
HapyIICHHUS.

Jla He ce M3IO0I3Ba MPH CBPBXIYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MIIM KbM HAKOE(H) OT
ITOMOIIHUTE BEICCTBA.

Ja He ce m3mo3Ba Mpu KOTKH MO 6- CeIMUYHA BB3PacT.

6. CrnenmaJHu npegynpexIeHus

CroenuanHy NpeaynpeskIcHus
Hama.

CrenuajaHy Opeana3sHu MEPKH 3a 0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

Jla ce u30sTBa ynorpedara mpu JeXuapaTUPaHU, XUTTOBOJICMUYHH WA XUIIOTCH3UBHY KUBOTHU, ThI
KaTo CHINECTBYBA IMOTECHITHAICH PUCK OT peHATHA TOKCHYHOCT.
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Ilocmonepamusna boaxa:
B ciryqaii ge ce Haylara TOIBJIHATETHO 00JIeKUyaBaHe Ha OoikaTa, TpsSOBa 1a ce TIOMUCIIH 3a
JIOITBTHUTEITHA TEPAIUs C IPYT MPOIYKT.

XPOHUYHU MYCKYIHO-CKelemMHU HAPYVUEHUS.
OTroBopbT Ha ABATOCPOYHA T€paHs TPsIOBa Ja ce MpocieAsiBa Ha PeJOBHA HHTEPBAIH OT BETEPHUHAPEH
nekap.

CrenuanaHy npeAna3Hy MEpPKU, KOUTO TpsOBa Ja B3eMe JIUIIETO, NIPUJIArallo BeTeprHapHUs JEKapCTBEH
IPOAYKT Ha JKUBOTHHTE!

Xopa ¢ ycTaHOBEHA CBPbXUYBCTBUTEITHOCT KbM HECTEPOUIHHU NPOTUBOBB3NAINUTEIHU CPEICTBA
(HCIIBC) Tpsi6Ba na n30srBaT KOHTAKT C BETEpUHAPHHS JIEKAPCTBEH MPOIYKT.

[Ipu ciryuaiino noreiiane, He3a0aBHO Ja ce MOThPCH MEAULIMHCKH CHBET, KaTO Ha JIEKapsi ce
IPEJOCTABU JINCTOBKATA WM €TUKETa HA IPOJIYKTa.

To3u BeTepUHApPEH JICKApCTBEH IPOILYKT MOXKE Jja IPUYIMHU JIpa3HeHe Ha ouute. [Ipu KoHTaKT ¢ ouure
He3a0aBHO U cTapaTesTHO TH MPOMUITE C BOJA.

bpeMeHHOCT M TaKTaIMA:
Jla He ce m3mos3Ba Ipyu OPEMEHHH WJIH JIAKTUPAIITH )KHBOTHH.

BsaumoseiicTBue ¢ APYry BeTepUHAPHHM JIEKAPCTBEHN NPOAYKTH U IPYTU (OPMHU Ha B3aUMOJICHCTBHE:
Hpyru HCIIBC, auypeTuiin, aHTHKOAryJaHTH, aMUHOTIIMKO3UIHA aHTUOMOTUIN U BEILIECTBA C
rojsiMa CTETNeH Ha CBBP3BaHE C MPOTEHHUTE MOTaT J1a ce KOHKYPUPAT 32 CBBP3BAHE U Taka Jja JOBEJaT
JI0 TOKCUYHU ehekTH. BeTepuHapHUAT JIekapCTBEH MPOLYKT He TpsiOBa J1a ce mpuiiara eIHOBPEMEHHO
¢ apyru HCIIBC wima rIroKOKOPTHKOCTEPOUIH.

IpemaurecTBaiio TpeTHPaHe ¢ MPOTHBOBB3MAIMTEIHN CPEACTBA, pasiuyaan ot Meloxidyl
MHXEKIMOHEH pa3TBOp IpH eJHOKpaTHa 1032 ot 0.2 mg/Kg Moxke 1a 10Bejie 10 JOIBJIHUTEIHHU UITH
MOBEIICHN HEOMAronpHUsATHU PeaKkIMu 1 ChoOpa3Ho ¢ TOBa TPsiOBa Aa ce crasu Mepuo], CBOOOIEH OT
NpUIaraHeTo Ha TaKMBa BETCPUHAPHOMEIUIIMHCKHY MPOAYKTH, Hail-Mallko 24 Jaca Mpeay 3aroyBaHe
Ha nedeHueTo. [Ipu onpenensiHe Ha eproaa, CBOOOIEH OT TpeTHUpaHe, TPsOBa 1a ce B3eMaT MPEIaBHI
(hapMaKOKMHETUYHHUTE CBOMCTBA HA BETEPUHAPHUTE JIEKAPCTBEHU MPOIYKTH, U3IIOJI3BAHU IIPEIH TOBA.

IIpenosupasne:
MenokcukaMbT MMa TECCH JHAIa30H Ha JICKapCTBeHA 0€30MacHOCT MPU KOTKH U KIMHUYHY [TPU3HAIH

Ha Tpefo3upaHe MOXKe Ja ce 3abemnexaTr Ipy CpaBHUTEIIHO HUCKH HUBA Ha MPEI03NpaHe.

B cnyuait Ha mpeno3upane HEOIArOMPHUATHUTE PEAKIIUK, OTIMCAaHU B TOYKA ,,HeOmaronpustHu
peaknuu ce ouakpa Ja ObJIaT MO-CEPUO3HU U T0-4ecTu. B ciyuail Ha mpeqo3upaHe TpsaOBa 1a ce
3aIM0YHEe CUMITOMATHYHO JICUCHUE.

OCHOBHH HECHBMECTHUMOCTH:
He ca usBectHH.

7. HebsaronpusiTHu peakumun
Korku:
MBHoro peaku 3ary0a Ha aneTuT!, neraprus’
(mo-manko ot 1 Ha 10 000 Tpetupann | [ToBpbunane’, nuapus’, KpbB B H3NpPaKHEHUATA 2,
YKUBOTHH, BKJITFOUUTETHO U30JIMPaHU XeMOparv4Ha auapus’, xemaremesal,
CHOOLICHUS): A3Ba Ha CTOMaxal, 38 Ha THHKUTE YepBal
[MoBuIIEHN YEPHOAPOOHH EH3UMH®
BE0pedna HeJOCTaTEYHOCT!

'Te3u HeOMArONPHUATHY PEaKIMK Ce ABSABAT OOMKHOBEHO IPE3 MbPBATa CEIMHIIA Ha JICYCHHUE U B
TIOBEYETO CITydaM Ca MPEXOIHH M H34YE3BAT CJIe] IPUKIFOYBAHE Ha JIEYEHUETO, HO B MHOTO PEIKH
Cilydau Morar Ja ObJaT Cepuo3HU Wi paTaaHu

2Ckputo
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HpI/I mosiBa Ha H€6HaFOHpI/I$ITHI/I peaKknuun, JICYCHUCTO Tp$16Ba Ja CC INPCKpaTu U 1a CC MOTbPCHU CHBCT
OT BETCPUHAPCH JICKAp.

Cro0maBaHeTo Ha HEOIATONPUATHHN PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe30macHOCTTa Ha MPOAYKTa. AKO 3a0e/Ie)KUTe HAKAKBU HEOIATONPUSATHH PEAKIINU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3H JINCTOBKA MJIM MHUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JCICTBa, CBBPXKETE ce MMEPBO ¢ Bamms BeTeprHapeH jiekap. MoeTe ChINo /1a cholIaBare
HeOMaronprATHU Peakiliy Ha TIPUTEXATENs Ha Pa3pelIeHNeTo 3a ThPTOBHUS WIM HA MECTHHUS
MPEACTABUTEI HA IPUTEKATENS HA Pa3PEIICHUETO 32 ThPTrOBUs, KaTO U3MO0JI3BATE TaHHUTE 32 KOHTAKT
B Kpas Ha Ta3 JINCTOBKA WK Ype3 Banrara HanroHaHa cuctema 3a choO0IaBaHe:
https://kvmp.bfsa.bg/phv

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA NMPUJIOKCHUE

TlepopanHo npusioxeHue.

AOBI/I[ZOBKa

Tocmonepamusna 6onka u gv3nanenue cied Xupypeuuti npoyeoypu:

Cren mepBoHauanHoTo jeueHne ¢ Meloxidyl nrxexironen pa3tBop ¢ HavanHa j03a ot 0.2
mQg/Kg,npoabinKeTe JieueHreTo 24 Jaca Mo-KbCHO C BETEPHHAPHHSI JIEKAPCTBEH MPOIYKT B JO3UPOBKA
or 0.05 mg memoxcukam/Kg TenecHa maca. IlepopasnHara mocieaBaia 103a MOKe Jia Ce TpHiIara eIuH
BT JTHEBHO (HA MHTEPBAIX OT 24 Yaca) 10 MAaKCUMyM YEeTHPH JTHH.

Ocmpu MycKyIHO-CKeIemHU HAPYWeHUs.

IIspBOHAYATTHO CE TpUIIara epopanHo eauHryHa 103a ot 0.2 mg menokcukam /KQ TenecHa maca npes
mepBUS AcH. JIedenuneTo TpsaOBa 1a IpoABIIKH SIWH ITHT JHEBHO Upe3 IepopaiiHo npuiarane (Ha 24
YaCOBHM MHTEPBAIIN) Ha MmoaabpiKaina mo3a ot 0.05 mg memokcukam/Kg TenecHa Maca_3a TOJIKOBA
IBJITO, KOJIKOTO MPOBIKABAT OCTpaTa 00JIKA U Bh3MAJICHHUE.

XPOHUYHH MYCKYJTHO-CKEICTHU HAPYIIICHYSI:

[IspBOHAYATTHO Cce TpUIIara rnepopanHo equanyna g03a ot 0.1 mg memokcukam/Kg TenecHa Maca mpe3
mepBUS AcH. JleuenneTo TpsOBa na MpOABIIKH SIWH ITHT JHEBHO Upe3 TepopaitHo npuiarane (Ha 24
YaCOBHM MHTEPBAIIN) Ha moaabpikaina xo3a ot 0.05 mg memokcukam/Kg TenecHa mMaca.

Kinnanuen OTTOBOp OOMKHOBEHO C€ Ha6J’I}OI[aBa B paMKHUTC Ha 7 JHH. JleueHuerto TpSI6Ba Ja ce
IMpeKpaTu Hal-KbCHO CIICO 14 JHH, aKO JIMIICBA ABHO KIMHHUYHO HO,E[O6pCHI/Ie.

HauwH 1 MeToJ1 Ha IPHIIOKEHUE
Ja ce npunara cMeceHo ¢ XpaHaTa WX IMPEKTHO B yCTAaTa.

CycrieH3usaTa MOKE J1a Ce MpUJIara 4ype3 U3MoJI3BaHe Ha MEPUTETHUTE CIIPUHIIOBKH, MPUIIOKEHH B
onakoBkaTa. Te ce MpUKpensT KbM (IiaKoHa U MMaT pasrpadeHa ckaia Ha Kg TenecHa Maca

(ot 1 kg no 10 KQ), unuTo HeneHnst OTroBapsAT Ha TOYHOTO KOJMYECTBO MOIbprKalia 103a (Harp.
0.05 mg meloxicam/kg t.m.). KoinuecTtBoTO, HEOOXOAMMO 3a ITHPBUS JICH, CE PaBHSABA Ha JABOIHA
HOUThpIKAIIA J1034.

[a ce n30srBa 3aMBpCsBaHE 10 BpeMe Ha yHoTpeoa.

9. CbBeTH 32 IPaBUJHOTO MPWJIATAHE HA MPOAYKTA

Ocobeno TpSI6Ba Jla C€ BHMMaBa 3a TOYHOCTTA Ha JO3UPAHC. 3a rapaHTUpaHC Ha MPpaBUJIHA JO3UPOBKaA
TCICCHaTa Maca TpSI6Ba Ja CC OoIpeaAciin Bb3MOXKHO Hai-TOYHO.

HpenoquBa CC M3IIOJI3BAHCTO Ha IIOAXO0AA1I10 Kam/l6p1/1paﬂo HU3MCPBATCIIHO 06opy):[BaHe.
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Ja ce paskiamma qodpe npeau yrnorpeoa.

10. KapenTHu cpokoBe

He e npunoxumo.

11. Crheumnajnu yc/0BHS 32 ChbXpaHeHHe

Ja ce cbpxpaHsBa Jajed OT IOTJIea U Ha HEJOCTBITHY 32 JIela MecTa.

To3u BeTepuHapeH JIeKapCTBEH MPOIYKT HE M3UCKBA HUKAKBH CIICIIHAIHY yCIOBHSA 32 ChXpaHEHHE.
[la He ce U3MOM3Ba TO3HU BETEPHHAPEH JIEKAPCTBEH MPOLYKT Cle]] U3TUYaHE CPOKA Ha TOIHOCT,
MOCOYEH BHPXY €THKETa Ha KapToHa U ¢uiakoHa cien ,,EXP.”. CpokbT Ha rOTHOCT OTrOBaps Ha

IIOCJICAHUA JICH OT TO3U MECCII.

CpOK Ha TOJAHOCT CJIC I'bpPBO OTBAPAHE HA ITbPBUYHATA OIIAKOBKaA: 6 Mecena.

12. Chnenuajnu npeanasHd MEPKH NMPH YHUILOKABaHe

BerepunapuuTe nekapcTBEHU MPOIYKTH HE TPSOBA 1a ObJaT 3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBHU OTHAIBIIN.

W3nomspaiite ImporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTU UK OCTATHLU OT TAX B CbOTBETCTBUEC C U3UCKBAHUATA HA MCCTHOTO
3aKOHOJATECJICTBO U C BCUYKHU IPUIIOXKUMHU HAITUOHATIHU CUCTEMU 3a C’L6I/IpaHe. Tes3un MECPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHATa cpcaa.

13. Kaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IrcaHue.

14. Homepa Ha pa3pellieHHETO 32 THPTOBHUS U Pa3MepH ONAKOBKHU

EU/2/06/070/008
EU/2/06/070/010

Pa3mepu onakoBku:

Kapronena kyTus, chabprkama 15 ml miactmacoBa (MoJHETHIICH BHCOKA TUTBTHOCT) OYTHIIKA C €IHA
MEpUTEHA CIPUHIIOBKA.

Kapronena kyTtus, chabprkaina 5 ml crekieHa OyTuika ¢ eiHa MepUTeIIHA CIIPHHIIOBKA.
MepurenHara COpUHIIOBKA MMa pa3rpadena ckana 3a Kg .M npu kotku (1 1o 10 Kg).

He Bcuuku pasMepn Ha OmmakoBKaTa Morar fa Ob/aT NpeAsiaraHy Ha masapa.

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa

01/2026
[ToapoOHa uHOpMaLKs 3a TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEPHUTE B 0a3ara
nannau Ha Chro3a oTHOcHO mpoayktute (https://medicines.health.europa.eu/veterinary).
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16. /JlaHHH 3a Bpb3Ka

HDI/ITC)KS.TCJ'I Ha paspCIiCHUCTO 34 ThpPIroBHA M JAHHHW 34 BPH3Ka 34 C’BO6]J_IaBaHC Ha npéanojgaracMu
He6J’IaFOHDI/I${THI/I PCAKIINN

Ceva Santé Animale, 8 rue de Logrono, 33500 Libourne, France
Tel: +800 3522 11 51
E-mail: pharmacovigilance@ceva.com

[Ipou3BOIUTE, OTTOBAPSIIL 33 OCBOOOKTABAHETO HA IAPTHIN:
Ceva Santé Animale, Z.1. Trés le Bois, 22600 Loudéac, France
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