HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Meloxoral 1,5 mg/ml nepopaita cycreH3us 3a Kydera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexu ml cpappika:

AKTHBHO BellIeCTBO:

Menokcukam 1,5mg

ITomolHu BemecTBa:

KadecTBeH ¢bCTaB Ha MOMOIIIHUTE BelIeCTBA
U IPYTUTE CbCTABKHU

KonnyecTBeH cbeTaB, ako Tazu nHGpopManus
€ BaJKHa ¢ OrJieJ Ha IPABUJIHOTO NPHJIaraHe
HA BeTePUHAPHUS JeKAPCTBEH MPOAYKT

Hatpues 6enzoat

1,75 mg

Copbuton

I'muuepon

[Tonmucop6ar 80

Hunarpuer gocdar noaekaxuapar

CunuuueB THOKCHI, KOJIOUAEH 0e3BOIeH

XUIPOKCUETUIILIETYI032

JIMMOHEHa KuceIruHa MOHOXUApPAT

Harpues nukiamar

Cyxkpanosa

ApOMaT Ha aHaCOH

IIpeuncrena Boja

JKbnra/3eneHa cycreHsusl.

3. KIIMHHUYHA UH®OPMALMUA

3.1 BuaoBe :KMBOTHH, 32 KOUTO e npeaHa3znaven BJIII

Kyuera

3.2 Tloxa3anus 3a ynorpeda 3a BCeKH BHJ ;KMBOTHH, 32 KOWTO e MpeAHa3HAYEH NPOAYKTHT

ObnexyaBaHe Ha BH3MAICHUETO U HAMaJsiBaHe HA OONKaTa KaKTo MPU OCTPH, TaKa U MIPHU XPOHUIHHU

MYCKYJHO-CKCJICTHH HAPYIICHUS IIPHU KydCTa.

3.3 IIporuBomoxa3zanus

I[a HC CC U3M0JI3Ba IMPU Ky4€Ta, CTpaAallid OT TaCTPOMHTCCTUHAJIHU CMYILICHUS KAaTO Bb3IMAJICHUC U

XeMoparusi, HapylleHa YepHoApoOHa, Chp/ieuHa Wik Ob0pedHa QYyHKIMS U XeMOParHyHH HapyIIeHUsI.




Jla He ce M3M0JI3Ba IPU CBPbXYYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MJIH KbM HAKOHU OT
IIOMOIITHUTE BEIIECTBA.

Jla He ce M3MOoI3Ba MPU KydyeTa Ha Bh3pacT MoJ| 6 CEIMUITH.

Buxre Touka 3.7.

3.4 CrneumnajHu npegynpexIeHns

Hswma.

3.5 Crneunajnu npeana3sHu MepKU Npu ynorpeda

CrenmaiHy mpeara3Hu Mepku 3a 6e301macHa ynoTpeda mpu BUIOBETE JKUBOTHH, 32 KOUTO ¢
npeanazHayexn BJIIT:

I[a ce n30srBa yHOTpe6aTa IIpU BCAKO ACXHUAPATUPAHO, XUTTOBOJIECMUYHO WIN XUIIOTCH3MBHO
KHNBOTHO, TBU KaTo CbhIIECTBYBA IOTCHIMAJICH PUCK OT INOBHUIIICHA p€HAJIHA TOKCUIHOCT.

To3u npoaykT 3a Kyuera He TpAOBa Ja ce M3I0JI3Ba IIPU KOTKH, Thil KaTO HE € MOAXO/SIN 3a ynoTpeda
pu TO3U BUJ *kuBOTHU. [Ipu koTKM TpsiOBa ma ce m3non3Ba Meloxoral 0,5 mg/ml nmepopanza
CYCTICH3USI 32 KOTKH.

CrenMaiHy NpeAna3Hy MEpKH 3a JIMIaTa, Ipuarally BeTepuHApHUs JeKaPCTBEH MPOIYKT Ha
KHBOTHHTE:

Xopa ¢ ycTaHOBEHa CBPBXUYBCTBUTEITHOCT KbM HECTEPOUIHH TIPOTHBOBB3MANUTEHH CPECTBA
(HCTIBC) Tpsi6Ba na n30srBaT KOHTAKT C BETEpUHAPHUS JIGKAPCTBEH MPOYKT.

[Tpu ciryyaitHo norapIane, He3a0aBHO J1a Ce MOTHPCH MEAUIIMHCKH CHBET, KaTo Ha JIeKaps ce
NPE/IOCTaBH JINCTOBKATA HJIM €TUKETA HA MPOIYKTA.

CroenuanHy npeAna3Hu MEpKHY 3a 3aIlUTa Ha OKOJIHATa cpeja:
He e mpunoxxumo.

3.6 He6aaronpusiTHu peakuuu

Kyuera:
MHoro peaku 3ary6a Ha aneTuT?, anarus’
(mo-mainko ot 1 ma 10 000 [Mospbmanel, quapus’, KpbB B U3NpaskHeHUATa?,
TPETUPAHHM KUBOTHH, BKIIIOYNTEIHO | XEMOpAaruyHa auapus’, xemaremesal, yuepanus Ha
W30JMPaHU CHOOIIEHNS): cromaxal, yiepanus Ha THHKUTE YepBal, yiuepanus Ha

1e6eoTo 4epBo’

BrOpeyHa HEJOCTaTBYHOCT®

[ToBHIIEHN YEPHOAPOOHHU EH3UMU’

! Tesu peakuuu ce ABIBAT OOGMKHOBEHO MPE3 MbPBATA CEJMMUIIA HA JIEYEHHE M B IOBEYETO CIIyYau ca
IPEXO/HY U U34E€3BAT CJIEJ IPUKIIOUBAHE HA JICYEHUETO, HO B MHOTO PEJIKH CIIyYan MOXKE Jia Ob1aT
cepuo3HH MK (aTalHU. AKO ce MOSBAT HEOIATONPUATHI PEaKIMH, JIEIEHUETO TPAOBa 1a ce
IPEYCTAHOBH U JIa CE TIOTHPCH ChBET OT BETEPMHAPEH JIEKap.

2 OKyJITHO

C’LO6H.[aBaHeTO Ha He6J'IaFOHpI/I$ITHI/I PpCaKnum € BaXXHO. ToBa no3BossiBa HCMPCKBbCHAT MOHUTOPUHT
Ha 0e30macHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT. C’LO6H.[€HI/I$IT3 Tpﬂ6Ba JAa C€ u3nparar, 3a
IpEANTOYNTAHE YPE3 BETCPHUHAPEH JICKAP, UM Ha IPUTECKATCIIA HA pa3spClICHUCTO 3a ThbpTrOBUA, WX Ha
HalMOHAJIIHUA KOMIICTCHTCH OpraH 4pE3 HallMOHAJIHATA CUCTEMA 3a CT:O6IIIaBaHe. 3a CbOTBETHUTE
JaHHU 3a Bpb3Ka BUKXTE JIUCTOBKATA.



3.7 VYmnorpeda no Bpeme Ha GPeMEHHOCT, JAKTAIUS N STi{IleHOCEHEe

BpeMeHHOCT M JIaKTALUA

BeszomnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € I0OKa3aHa 10 BpeMe Ha OPeMEHHOCT U
JIaKTaIus.

Jla He ce u3mo3Ba Npy OPEMEHHU WU JIAKTHPAIIY )KUBOTHH.

3.8 B3aumopeiicTBue ¢ Ipyru BeTepHHAPHH JIEKAPCTBEHH MPOAYKTH U Apyru popmu Ha
B3auMojelicTBue

Hpyru HCIIBC, nuypeTnny, aHTUKOATryJIaHTH, aMUHOTJIMKO3U/THN aHTUOMOTHUIIN U CyOCTaHIINH C
rojsiMa CTEIICH Ha CBbpP3BaHE Ha MPOTEUHUTE MOTaT J1a A0BEIAT 10 CBbP3BaHE, a CJCI0BATEIIHO U 10
tokcuuHm edextr. Meloxoral ne Tps6Ba na ce npunara exnoBpemento ¢ apyra HCTIBC nnu
TJTFOKOKOPTHKOCTEPOUIH.

[penmiecTBaro TpeTupaHe ¢ MPOTUBOBB3MATUTEIIHN CPECTBA MOXKE a IPUYMHU JOBIHUTEITHU WIN
MOBUILICHN HEOJIArONpUsTHY PeaKkUu U cboOpa3Ho ¢ TOBa TPsIOBa J1a ce CIa3u NepuoJ, CBOOOIEH OT
NpWIAraHeTo Ha TAaKWBa BETEPUHAPHH JICKApPCTBEHH MPOAYKTH, Haii-MaJko 24 yaca mpeau 3aroYBaHe
Ha sedenneTo. [Ipu mepuoma, cBOOOIEH OT MeTMKaMeHTH, o0ade, TpAOBa /1a ce B3eMarT MpeIBU]
(hapMaKOKMHETHYHUTE CBOMCTBA HAa MPOAYKTHTE, U3IION3BAHH MPEIH TOBA.

3.9 HauuH HAa NpWIOKeHUE U T03HPOBKA
IIepopanHo npunoxeHue.

Ja ce mpumara cMEceH C XpaHa WIH HalpaBo B ycTaTa.
Ha ce paskamia 1o0pe mpeau ynorpeoda.

[IspBOHAUamHO ce mpuiiara equHEUYHA 1032 oT 0,2 mg Menokcukam/kg TermecHa Maca mpe3 bpBUs
neH. JledeHuero TpsOBa a MPOABIDKH €IMH BT JTHEBHO Ype3 NepopaiHo npuiiarade (Ha 24 4acoBu
WHTEpBaJN) Ha mojrbpxkama no3a ot 0,1 mg menokcukam/kg TenecHa maca.

3a mo-npoIBIDKUTENTHO JISYeHHE, KOTaTo Beue € HaOIoJaBaH KJIMHUYEH OTToBOp (cien > 4 THH),
no3ara Meloxoral moxe fa ce perynupa 10 Hai-HUCKaTa epeKTHBHA HHANBHAyaTHA 7034,
oTpa3siBaliku (axTa, 4e cuaara Ha O0JIKaTa U Bb3MAJICHUETO, CBbP3BaHU C XPOHUYHHU MYCKYJIHO-
CKEJICTHHM HapyLICHUs, MOXKe J]a ce IPOMEHSI C BPEMETO.

Oco0GeHo TpsiOBa 1a ce BHIMaBa 32 TOYHOCTTA Ha JO3HUpaHe.

CycneH3usiTa MOe Jja ce Jajie C MEepUTeIHaTa CIPUHIIOBKA, I0CTAaBEHA B OITAKOBKATa.
CrpuHIIOBKaTa ce cjlara Ha KalkoMepa Ha OyTHJIKaTa U MMa CKaJla 3a TelecHaTa Maca B kg, KosTo
CHOTBETCTBA Ha MOAbpIKaIIaTa 03a. Taka 3a 3aro4yBaHe Ha TeparusTa pe3 MbPBUs JIeH €

HE0O0XOIMM J[Ba ITBTU TIOIBPIKAIIHS 00eM.

Knuangen otroBop oOMKHOBEHO ce HabmoAaBa B pamkute Ha 3—4 nHu. Jleuenuero TpsOBa aa ce
IpeKpaTu Hal-KbcHO cief 10 1Hu, aKko JHUICBA SIBHO KIMHUYHO MO00peHue.

Ja ce n30sTBa BHBEXK/IaHE HA 3aMbPCIBaHe 110 BpeMe Ha yrnoTpeoda.

3.10 CumnTomMu Ha mpeao3upaHe (M KOraTo e NPUJIOKUMO — MPOIEeyPH Ha JelicTBHE PH
CTIeIIHU CIYy4Yau U AHTHI0TH)

B cnyqaﬁ Ha Opeao3rupaHe Tp$[6Ba Ja C€ 3al104YHC CUMIITOMAaTH4YHO JICUYCHUC.



3.11 CrnenuajaHH orpaHUYEHMS 32 YIOTPeda U CeHHATHH YCJIOBHS 32 yoTpeoa,
BKJIIOUHTETHO OTPAHUYEHHUS 32 YNIOTPe6aTa HA AHTUMUKPOOHHU U MPOTHBONAPA3UTHH
BETEPUHAPHH JIEKAPCTBEHN MPOIYKTH, ¢ I[eJI 1a Ce OTPAHNYH PUCKBT OT Pa3BHTHE HA
Pe3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHH cpOKoOBe

He e npunoxumo.

4.  D®APMAKOJIOI'MYHA UHO®OPMALUSA
4.1 Berepunapet jexkapcTBeH aHaTomMo-TepaneBTu4eH kojx (ATCvet Code): QM01ACO6.
4.2 ®apmakoguHAMHKA

MenokcukaMm e HecTepouaHo npoTrBoBb3nanuTenHo cpeactso (HCIIBC) ot ki1aca Ha OKCHKaMUTe,
JelcTBaIo Ype3 NHXUOMpaHe Ha CHHTE3a Ha MIPOCTArJIAHINH, TIPH KOSTO MPOsBsIBa
MPOTHUBOBB3MNAIUTCIIHN, aHAJIITCTUYHU, aHTUCKCYJAaTUBHU 1 aHTUIIUPETUYHU cBoiicTBa. Hamansasa
JICBKOIIMTHATa I/IH(bI/IJ'ITpaHI/IH BBLB BBb3MajieHaTa ThKaH. B mo-majka crerneH ChIIIO I/IHXI/I6I/Ipa KoOJ1arcH-
npean3BUKaHaTa TpoMOonuTHa arperanus. [IpoyuBanusita in Vitro u in vivo mokassar, 4e
MEJIOKCHKaMbT UHXHOMpa uKI00KkcureHasa-2 (COX-2) B mo-rossiMa CTENeH OTKOJIKOTO
nuknookcurenasa-1 (COX-1).

4.2 ®apMakoKHHETHKA

Pe3opOuus
MeokcrkaM ce pe3opOupa HaIbIHO CJIC IePOPATHO MPUIaraHe ¥ MaKCHUMaJIHH TUIa3MEHH

KOHIICHTPAIIUH CE TOCTUTAT Mpubau3uTenHo cuex 4,5 yaca. Korato mpoayKThT ce U3IM0JI3Ba CIIOpe]]
MPENOPbUYAHHS PEKHUM Ha JO3UPOBKA, CTAOUITHO ChCTOSHUE HA MJIa3MEHUTE KOHIICHTPAIIUN Ha
MEJIOKCHKAM C€ JJOCTHTAT Ha BTOPHSI JIEH OT JICYCHUETO.

Pasnpenenenue
CrInecTByBa IMHEITHA 3aBICUMOCT MEX]Ty MPUIIOKEHATA /1032 M HAOJI0jaBaHaTa Iuia3MeHa

KOHIEHTpAIUs B TEPANEeBTUYHMS JUAa30H Ha no3upane. [Ipubmuzurtentno 97% ot Merokcukama ce
CBBP3Ba ¢ MazmMeHute nporennu. O6embT Ha pasnpenenenue e 0,3 L/Kg.

MeTtab0sm3bM

MemokcHKaM ce OTKPHBA MPEAMMHO B TIa3Mara M ChIO Ce eKCKPETHPA TIaBHO Ype3 JKITbUKATa,
JIOKaTO yPHUHATA ChABPKA CAMO CIISIH OT U3XOJHOTO CheMHEeHHE. MEeOKCHKaMbT Ce METabO0IM3Hupa
Ha aJIKOXO0JI, KUCCJIIMHCH JACPUBAT U HAKOJIKO IIOJAPHU MeTaGOHI/ITI/I. Bcnuku riiaBHu MeTa6OJII/ITI/I ca
mokasajau (papMaKoJOTHYHa HEAKTUBHOCT.

Enumunupane
MernokcHukaM ce eIMMUHMPA C IEPHOJl Ha noypasnaz ot 24 yaca. [Ipubnusurenno 75% ot

MIPpUIIOKEHATa 103a CC CJIIMMUHUPA YPE3 USNPAKHCHUATA, @ OCTATBbKBT YPE3 YpUHATA.

5. DOAPMAIIEBTUYHU JAHHHA
5.1 OcHOBHM HECHLBMECTHMOCTH

He ca uzBectHu.



5.2 Cpok Ha rogHocT

Cpok Ha TOHOCT Ha KpailHUs BETCPUHAPEH JICKAPCTBEH MPOIYKT: 3 TOJAUHU.
Cpok Ha TOIHOCT CJelT TbPBO OTBapsSIHE HAa IMbPBUYHATA OMIAKOBKA: 6 Mecera.

5.3 CrneumajHu ycjI0BHS 32 ChbXpaHeHHe
To3u BeTeprHAPEH JICKAPCTBEH MPOJIYKT HE M3UCKBA HUKAKBY CIICIIATHN YCIOBHSI 32 ChbXpaHECHHUE.
5.4 Buau cbCTaB HA MbPBHYHATA ONAKOBKA

Kapronena kytus ¢ 1 momueTuneHoBa OyTHIIKA, 3aTBOPEHA ChC 3aITyIaNIKa, 3allIUTCHA CPEILy
OTBapsiHE OT JIella, C MOJUIPONIIICHOBA MEPHUTETHA CIIPUHITOBKA.

Pasmepu Ha onakoBkara:

Kapronena kytus ¢ enna 6ytuika ot 10 ml
Kapronena kytus ¢ enna 6ytuika ot 25 ml
Kapronena xytus ¢ enna 6ytuika ot 50 ml
Kapronena kyTus ¢ eana oytmika ot 125 ml
Kapronena kyTus ¢ eana oytuika ot 180 ml

He Bcuuku pa3Mepu Ha OnakOBKaTa MOTat Ja ObJaT MpeajiaraHy Ha masapa.
5.5 CrhenuajaHu MepKH 32 YHUIOKABAHE HA HEM3MOJ3BAaHU MPOAYKTH HJIH OCTATBHIHU OT TAX

BerepuHapHuTe IEKapCTBEHU TPOYKTH HE TPAOBA Ja ObJAaT U3XBHPISHH Ype3 OTIMAHHA BOU HITH
OUTOBHU OTIIAIBIIN.

W3znomn3Baiite mporpamMu 3a BpbIIaHe IPY YHHUIIOKABAHETO HA HEU3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MIPOAYKTH HIIM OCTATBIIX OT TSX B ChOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH HAI[MOHAIHYM CUCTEMH 33 ChOMpaHe, IPUII0KUMHU 33 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOTYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUSA

Dechra Regulatory B.V.

7. HOMEP(A) HA PASPEHIEHHUETO 3A ThbPI'OBUS

EU/2/10/111/005 10 ml
EU/2/10/111/001 25 ml
EU/2/10/111/002 50 ml
EU/2/10/111/003 125 ml
EU/2/10/111/008 180 ml

8. JATA HA I'bPBOTO U3IABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

JlaTa Ha TBPBOTO M3/IaBaHe Ha pasperreHnero 3a Thproeus: 19/11/2010.



9. JATA HA NIOCJEJHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

{(MM/TTTT}

10. KIIACHO®UKAIUA HA BETEPUHAPHUTE JIEKAPCTBEHHU ITPOAYKTHU
Jla ce oTIrycka caMo IO JIEKapCKO MPEIITUCAHNE.

[Honpo6na mH(OpMans 3a TO3U BETEPUHAPEH JEKApCTBEH MPOIYKT MOXKE Ja HaMmepuTe B 0azara
nanHu Ha Chro3a otHOcHO npoaykrute (https://medicines.health.europa.eu/veterinary).



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

1. HAMMEHOBAHHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Meloxoral 0,5 mg/ml nepopainta cycrneH3ust 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Bcexu ml cpappika:
AKTHBHO BellIeCTBO:
0,5mg

Menokcukam

ITomolHU BemecTBa:

KauecTBeH chCTaB HA MOMOIIHUTE BeIeCTBA
U IPYTUTE CbCTABKHU

KosmyecTBeH cbeTaB, ako Ta3u nHGopManus
€ BaJKHa ¢ OrJieJ Ha IPABUJIHOTO NPHJIaraHe
HA BeTEPUHAPHMUS JIeKAPCTBEH NPOLYKT

Hatpues 6enzoar

1,75 mg

Cop0Outon

I'muuepon

[Momucopbar 80

Hunatpuer gocdar noxekaxuapar

CunuiueB JUOKCHI, KOJIOUAEH Oe3BOIEH

XHIPOKCUETHIILIEITYIIO3a

JImMoHeHa KucearHa MOHOXUAPAT

HanI/IeB OUKJIaMaT

Cyxkpanosa

Apomar Ha aHaCOH

Hpe‘lHCTeHa BOJa

JKbnra/3eneHa cycrneHsusl.

3. KIIMHUYHA UTHOOPMALUSA

3.1 BuaoBe :KMBOTHH, 32 KOUTO e peaHa3nayen BJIII

Kotku

3.2 Tloxa3anus 3a ynorpeda 3a BCeKH BHJ ;KMBOTHH, 32 KOWTO e MpeAHa3HAYEH NPOAYKTHT

OO6aekuaBaHe Ha OOJIKATA U BH3MAJICHUETO IIpu XpOHUYIHU MYCKYJIHO-CKCJICTHU HAPYUICHUSA IIPU

KOTKH.

3.3 IIporuBomoxa3zanus

213 HE C€ MU3II0JI3Ba IPU KOTKHU, CTPpadall OT raCTPOUHTECCTUHAIIHU CMYIICHUA KaTO BB3MIAJICHUE U

XeMoparusi, HapylleHa YepHoApoOHa, Chp/ieuHa Wik Ob0pedHa QYyHKIMS U XeMOParHyHH HapyIIeHUsI.




Jla He ce M3M0JI3Ba IPU CBPbXYYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MJIH KbM HAKOHU OT
IIOMOIITHUTE BEIIECTBA.

Jla He ce M3MoI3Ba NPU KOTKH MO/ 6-CeMUYHA Bh3PACT.

Buxre Touka 3.7.

3.4 ChnenmnajiHu mpexynpe:kaeHus

Hswma.

3.5 Crneunajnu npeana3sHu MepKU Npu ynorpeda

CrenmaiHy mpeara3Hu Mepku 3a 6e301macHa ynoTpeda mpu BUIOBETE JKUBOTHH, 32 KOUTO €
npeanazHayexn BJIIT:

Z[a ce n30srBa yHOTpe6aTa IIpU BCAKO JCXHUAPATUPAHO, XUITOBOJICMHUYHO WKW XUIIOTCH3MBHO
KHNBOTHO, TBU KaTo CbIIECTBYBA IOTCHIHAJICH PUCK OT pE€HaJIHAa TOKCUIHOCT.

OTroBopbT Ha IBITOCPOYHA Teparnus TPSAOBA 1a ce MpociieisiBa Ha PEJOBHI HHTEPBAIU OT
BETEPUHAPEH JIEKap.

CHG]_[I/IaJIHI/I OpearnasHiy MCPKHU 3a JIMIiaTa, Impujaraiy BETCPpUHApPHUA JICKAPCTBCH ITPOAYKT Ha
KHUBOTHUTC:

Xopa c ycranoBeHa cBpbxuyBcTBUTENHOCT KbM HCIIBC TpsiOBa a m30srBaT KOHTAKT C
BETEpUHAPHUS JIEKAPCTBEH IIPOLYKT.

ITpu cnyuaiiHo norsinane, He3a0aBHO Jja Ce HOTHPCU MEIUIIMHCKY ChBET, KaTo Ha JIeKaps ce
MIPEJOCTaBH JINCTOBKATA WM €THKETa HA MPOIYKTA.

CrenmaiHy npeanasHy MEPKU 3a 3allliTa Ha OKOJIHATa cpejia:
He e mpunoxxumo.

3.6 HebGaaronpusiTHu peakuuu

Kotkwn:
MHoro peaku 3ary0a Ha aneTuT!, anarus’
(mo-masiko ot 1 ua 10 000 [Mospbmane?, nuapus’
TPETHPAHHU KUBOTHM, BKIIIOUMTENHO | bBrOpeuna Hemocrarbynoct!
W30/MPaHU ChOOIIEHNS): [ToBHIIIEHH YEPHOAPOOHU EH3UMU'
C neomnpe/esena 4yectora (0T KpbB B n3npaxkneHusra?
HaJIMYHUTE JAHHU HE MOXeE /1a Objie
HaIpaBeHa OLIEHKA)

! Tesu HeOnaronpuATHY PEAKIUHU B OBEYETO CIIydaH ca MPEXOIHN U M34e3BaT Cile/l IIPUKIII0YBAHE Ha
JIEYEHUETO, HO B MHOTO PEJKHU CITydaH MOYE J1a ObJIaT CEPHO3HH MM (aTalHh. AKO Ce MOSBAT
He6JIAroNpUATHN PEaKIUH, JICYEHHETO TPSOBa J1a ce IPEYCTAHOBH M J1a CE TIOTHPCH CHBET OT
BETEPUHAPEH JIEKaP.

2 OKynTHO

Cno0I11aBaHeToO Ha HEOJArONPHUATHH PEaKIUH € BaxKHO. ToBa MO3BOJISIBA HEITPEKBCHAT MOHUTOPHHT
Ha 0€30IacHOCTTa Ha BETEPUHAPHUSA JIEKapCTBEH MPOAYKT. ChoOIeHusATa TPsIOBa Aa ce U3MpaIiar, 3a
IpEaANTOYNTAHE YPE3 BETCPHUHAPEH JICKAP, UM Ha IIPUTECKATCIIA Ha pa3spCIICHUCTO 3a ThbprOBUA, NJIX HAa
HAI[MOHAIHHS KOMIIETCHTEH OpPraH Ype3 HallMOHAIHATa CUCTeMA 33 ChOOIaBaHe. 3a ChOTBETHUTE
JTAaHHM 32 BPh3Ka BUKTE JIMCTOBKATA.



3.7 Ynorpeda mo Bpeme Ha GpeMEHHOCT, JIAKTALUS WJIH AiilleHOCEeHe

BpeMeHHOCT M JIaKTAIA !

Be3zomnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € I0OKa3aHa 10 BpeMe Ha OPeMEHHOCT U
JIaKTaIus.

Jla He ce u3Mo3Ba Npy OPEMEHHH WJIH JTAKTHUPAIIH KHUBOTHH.

3.8 BzammopeiicTBHeE C APYTH BeTePHHAPHH JIEKAPCTBEHU MPOAYKTH U Apyru ¢popmu Ha
B3auMoJeiicTBue

Hpyru HCIIBC, nuypeTnny, aHTUKOATryJIaHTH, aMUHOTJIMKO3U/THN aHTUOMOTHUIIN U CyOCTaHIINH C
rojsiMa CTEIICH Ha CBbpP3BaHE Ha MPOTEUHUTE MOTaT J1a A0BEIAT 10 CBbP3BaHE, a CJCI0BATEIIHO U 10
TokcuuHm edextr. Meloxoral ne Tps6Ba na ce npunara exnoBpemento ¢ apyru HCTIBC unu
[IIFOKOKOpTHKOCTepouan. TpsiOBa f1a ce n30sArBa eJHOBPEMEHHOTO NPUJIAraHe ¢ MOTCHI[UATHO
HE(PPOTOKCHYHH BETCPUHAPHU JICKAPCTBEHH TIPOTYKTH.

HpeIlIHCCTBaIlIO TPETHUPAHE C IPOTUBOBB3NAJIUTCIIHN CPEACTBA MOXKE J1a IPUIYUHU JOIIBJIHUTCIHN UIIN
MTOBUIIIEHU HEOIATrONPUATHA PEAKINH U ChOOPa3HO ¢ TOBA TPAOBA JIa CE CIa3| MEePUO/I, CBOOOIEH OT
NpUJIaraHeTo Ha TaKWBa BETEPUHAPHHU JICKAPCTBEHH MPOAYKTH, Haii-MaJko 24 yaca mpeiu 3aroYBaHe
Ha jedenuero. [Ipu nepuoaa, cBo0OEH OT MeTUKaMEHTH, o0aue, TpsioBa 1a ce B3eMaT IIPEABU
(hapMaKOKMHETHYHHUTE CBOMCTBA HAa MPOILYKTUTE U3MION3BaHH MTPEH TOBA.

3.9 Hauun Ha npUIOKeHHe U 103HPOBKA
ITepopanHo npunoxeHue.

Jla ce mpuiara CMECeH ¢ XpaHa WM HalpaBo B ycTara.
Ja ce pazkmama nobpe npenu yrnorpeoa.

[TspBOHAUATIHO CE MpUIIara nepopaiHo exuHnyHa 103a ot 0,1 mg menokcukam/kg TenecHa mMaca mpes
nbpBust AeH. JledyeHneTo TpsOBa aa MPOIbKK €MH [T JHEBHO Ype3 MEePOpaHO Mpuiiarane (Ha

24 yacoBu MHTEpPBAIN) Ha MoAbprkaia no3a ot 0,05 mg menokcukam/kg TenecHa maca.

Oco0eHo TpsIOBa J1a ce BHUMaBa 3a TOYHOCTTA Ha Jlo3upaHe. [Ipernopryanara no3a He TpsOBa aa ce
NpPEBHUILABA.

CycreH3usaTa MOXe J1a Ce J1aJie ¢ MEpUTETHATA CIPUHIIOBKA, IOCTaBeHa B onakoBKkaTa. ClpuHIIOBKaTa
ce crara Ha KarmkoMmepa Ha OyTHiIKaTa ¥ MMa CKaJia 3a TelecHara Maca B kg, KoSATo ChOTBETCTBA Ha

o IbpKaliaTa /1o3a. Taka 3a 3all0YBaHe HA TepanusITa MPe3 MbPBUS JICH € HEOOXOMM J[Ba IIBTU
MIOAABPOKAIINS 00eM.

KnuHu4eH oTroBop OOMKHOBEHO ce HAOJI01aBa B paMKKTe Ha 7 JHU. JleueHunero TpsOBa 1a ce
MpeKpaTH Hal-KbCHO ciiefl 14 THU, aKo JIUICBA SIBHO KIIMHUYHO MO00pEHUE.

I[a ce n30sarBa BBBCIKIAHC Ha 3aMBbPCABAHC I10 BPEMC Ha yHOTpe6a.

3.10 CumnTomu Ha mpego3upane (M KOraTo e NPUJIOKAMO — MPOLETYPH HA JielicTBHE MPH
CTICIIHY CJIy4Yau U aHTHI0TH)

MenokcukamMbT UMa TECCH AWaria3oH Ha JICKapCTBCHA 0e30IMmacHOCT IIPpU KOTKU U KIIMHUYHU IIPU3HAIIN
Ha Opea0o3npaHe MOXKE 1a C€ 3a0esexar IpU CPAaBHUTECIIHO HUCKW HUBA Ha IPEI03NpaHE.

B cnyqaﬁ Ha Opeao3rupaHe H€6J'IaI‘OHpI/IHTHI/ITC pcaKknuu, MOCOYCHHU B TOUKA 36, CC O4YakKkBa aa 6’B,I[aT
MMO-CCPHUO3HU U IMO-YCCTHU. B cnyqaﬁ Ha Opeao3upaHe Tpﬂ6Ba Ja C€ 3all09YHC CUMIITOMAaTH4YHO JICYCHUC.
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3.11 CuoenuaJJHu OrpaHMYeHHsI 32 YIOTPeda M CHeIHATHH YCJI0BHA 32 yIoTpeoa,
BKJIIOUHTETHO OTPAHUYEHHUS 32 YIIOTPedaTa HA AHTUMMKPOOHU ¥ MPOTHBONAPA3UTHH
BETEPUHAPHH JIEKAPCTBEHN MPOAYKTH, ¢ 1eJI 1a ce OTPAHUYM PUCKBT OT Pa3BHTHE HA
PE3UCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHH cpokoBe

He e npunoxumo.

4, DAPMAKOJIOI'NMYHA UHO®OPMAIUA
4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTH4YeH Koja (ATCvet Code): QMO1ACO6.
4.2 dapmakoaMHAMHKA

Menokcrkam e HecTepouaHo nmpotuBoBb3nanmuTenHo cpeactso (HCIIBC) ot kiaca Ha OKCHKaMUTe,
JIeiCTBAIO Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTarjlaH iH, TIPH KOETO MPOsIBsBa
MPOTUBOBB3MAINTEIHHU, aHAJITCTUYHH, aHTHEKCYIATUBHU U aHTHITUPETUYHU CBOMCcTBA. HamarnsBsa
JIeBKOIIMTHATa MHQUITpAIMs BHB Bb3NaJICHaTa ThKaH. B 1mo-mMaika cTeneH MHXHOUpa U KOJIareH-
MHIyHpaHaTa TpoMOonuTHa arperanus. [IpoyuBanusta in Vvitro u in vivo mokassar, 4e
MEJIOKCUKaMbT UHXHOMpA 1HKI00KcureHasza-2 (COX-2) B mo-rojisMa CTENeH OTKOIKOTO
muknookcurenasa-1 (COX-1).

4.3 dapmMakoKUHETHKA

Pe3opOmus
AKO JKUBOTHOTO € ITOAJIOKECHO Ha rjajg HpI/I I[O3I/IpaHeTO, MAaKCHUMAJIHHU I1J1Ia3MCHU KOHHCHTpaIH/II/I Cce

JOCTHTaT MPUOIN3UTEIHO el 3 yaca. AKO JKMBOTHOTO C€ XPaHH 10 BpEMe Ha JI03UPAHETO,
pe3opOumsTa Moke 1a Objie B N3BECTHA CTETICH 3a0aBeHa.

Paznpenenenue
ChlriecTBYBA JIMHEIHA 3aBUCUMOCT MEX]Ty MPUIIOKEHATA /103a M HAOJI0JaBaHaTa Iia3MeHa

KOHIEHTpAIUs B TEPAEeBTUYHMS JUAa30H Ha no3upane. [Ipubmuzurtentno 97% ot Meaokcukama ce
CBBP3Ba C IUIA3MEHUTE IPOTEHHH.

Meraboau3sm

MernokcHkaM ce OTKpHBa MPEAMMHO B TIa3Marta M ChIO Ce EKCKPETHPa TIABHO Ype3 JKITbUKAaTa,
JIOKAaTO YpHHATA CHIIbpPKA CAMO CJIETH OT U3XOAHOTO ChelnHeHne. MeIOKCHKaMbT ce MeTa0oIr3upa
Ha AJIKOXOJI, KUCEIMHEH JISPUBAT M HAKOJIKO MOJISIPHU MeTabomuTH. JlokazaHo e, 4e BCHYKH OCHOBHH
MeTa0ONUTH ca (papMaKOJIOrHYHO HEAaKTUBHH. KakTo Ipu Ipyry BUIOBE )KMBOTHH, OCHOBHHSAT ITBT Ha
6uoTtpanchopMalus Ha METOKCHKAM MIPH KOTKH € OKCHAAIINS.

Enumunupane
MenokcrkaM ce eTMMHUHEpPA C TIEPUOJ Ha ToTypa3nan ot 24 yaca. OTKpUBAaHETO HA METAOOIHUTH OT

M3XOAHOTO ChEeIMHEHNE B yprUHATa U (EeKATMUTE, HO HE M B TIa3MaTa € IMOKa3aTelHO 3a TIXHOTO
0bp30 oTnensHe. [IpubamsutenHo 75% OT mpuito’keHaTa 103a ce eTUMUHUPA B H3NPAKHCHAAITA, a
OCTAaThKbT B YpUHATA.
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5. OAPMALIEBTUYHU JAHHHU
5.1 OcCHOBHH HECHLBMECTHMOCTH

He ca u3BecTHu.

5.2 Cpoxk Ha rogHOCT

Cpoxk Ha TOZIHOCT Ha KpaiHUs BeTepUHAPEH JIEKapCTBEH MPOJYKT: 3 TOIUHH.
CpoK Ha TOHOCT el IFPBO OTBApsHE Ha MbPBUYHATA OMAKOBKA: 6 Mecela.

5.3 CnenmajiHu ycj10BHs 32 CbXpaHeHHe
Toszu BeTepuHapeH JeKapCTBEH NPOIYKT HE N3MCKBA HUKAKBY CIEIMAIIHU YCIOBHS 32 ChbXpaHEHHE.
5.4 Buau cbcTaB HA TBPBUYHATA OMAKOBKA

Kapronena kytus ¢ 1 noiaueruneHoBa OyTuika, 3aTBOPEHA ChC 3aIlyLIalIKa, 3al[UTeHa CPELLy
OTBapsiHE OT JIela, C MOJUIPONHUICHOBA MEPUTETHA CIIPUHIIOBKA.

Pasmepu Ha onakoBkara:

Kapronena kyTus ¢ eana OyTmika ot 5 ml

Kapronena kyTus ¢ eana oytuika ot 10 ml

Kapronena kyTus ¢ eana Oytuika ot 25 ml

He Bcuukm pasmepu Ha onmakoBKaTa MoraT Jia ObJaT npeajaraHy Ha rasapa.

5.5 CroenuajaHu MepKH 32 YHHIIOKABaHE HA HEM3MOJI3BAaHU MPOAYKTH HJIH OCTATBHIM OT TAX

BerepunapHuTe JeKapCTBEHHU NMPOIYKTH HE TPOBa 1a ObJaT U3XBBPJISHU Upe3 OTIAIHU BOJIU WU
OUTOBH OTITAIbBIIH.

M3non3BaiiTe mporpaMu 3a BpbIllaHE IIPU YHUILIOKABAHETO HA HEU3IMOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHU NPOLYKTH WM OCTATBLHU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO

3aKOHO/IATEJICTBO M C BCUYKH HAIMOHAJHY CUCTEMH 3a ChOWMpaHe, MPUI0KIMH 32 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOTYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUSA

Dechra Regulatory B.V.

7. HOMEP(A) HA PABPEIIEHHUETO 3A ThbPI'OBUS
EU/2/10/111/007 5 ml

EU/2/10/111/006 10 ml
EU/2/10/111/004 25 ml

8. JATA HA II'bPBOTO U3JIABAHE HA PASPELHIEHUETO 3A ThbPI'OBUSL

JlaTa Ha TBPBOTO M3/[aBaHe Ha pa3pelieHneTo 3a Thprovus: 19/11/2010
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9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

{(MM/TTTT}

10. KIIACHO®UKAIUA HA BETEPUHAPHUTE JIEKAPCTBEHHU ITPOAYKTHU
Jla ce oTIrycka caMo IO JIEKapCKO MPEIITUCAHNE.

HOHpO6Ha I/IH(i)OpMaHI/Iﬂ 3a TO3U BETCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1a HAMCPUTEC B 6a3aTa JaHHU
Ha Cpro3a otHocHO mpoaykrure (https://medicines.health.europa.eu/veterinary).
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1. HAMMEHOBAHUE HA BETEPUHAPHUS JTIEKAPCTBEH ITPOJIYKT
Meloxoral 1,0 mg TabneTku 3a AbBUCHE 3a KydeTa

Meloxoral 2,5 mg TabneTku 3a AbpBUCHE 3a KydeTa

Meloxoral 4,0 mg TabieTku 3a TbBYCHE 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Bcesika TabneTka 3a TbBUCHE ChIBPIKA:

AKTHBHO BellleCTBO:

Meloxoral 1,0 mg TaGneTky 3a ALBYECHE
Memnokcukam 1,0 mg

Meloxoral 2,5 mg TabneTky 3a FbBUEHE
Menokcukam 2,5 mg

Meloxoral 4,0 mg TaGneTky 3a FbBUEHE
Menokcukam 4,0 mg

ITomolnHHu BemiecTBa:

KoJsmuecTBeH cbCcTaB, aK0 Ta3u HH(OPMALUS
¢ Ba:KHa ¢ OIJie] Ha IPABMJIHOTO NPUJIaraHe
HA BeTePHHAPHMNSA JIeKAPCTBEH MPOAYKT

KauecTBeH chCTaB HA MOMOIIHUTE BeIleCTBA
U IPYTUTE CHCTABKHU

Hatpues nutpar

JlakTo3a MOHOXHIpAT

Ienyio3a, MUKpOKpPUCTAJIHA

Bxkyc na nune

Jpoxmu (M3cymieHn)

Kpocnosuaon

CuyMiMEB TUOKCHL, KOJIOUAEH 0€3BOIEH

Marsne3ues creapar

Meloxoral 1,0 mg TabneTku 3a AbBUCHE

CaetriokadsiBa ¢ KahsBH NeTHA, KPbIUla U M3ITbKHAIA TabJIeTKa 3a AbBUeHE ¢ pasmep 11 mm, ¢
JIeJIMTEITHA JIMHKS BbB (JopMara Ha KPbCT OT €[HaTa CTpaHa.

Tabnerkara 3a JbBUECHE MOYXKE JIa CE Pa3Ieliv Ha 2 WK 4 paBHH YaCTH.

Meloxoral 2,5 mg TabieTku 3a TbBYCHE

CaemiiokadsiBa ¢ KadsBY METHA, KPbIVIa M U3ITbKHAA TabJeTKa 3a JIbBUYCHE ¢ pa3Mep 16 mm, ¢
JeNTUTEHA JIMHUSI BbB (JOpMaTa Ha KPBCT OT €IHaTa CTpaHa.

TabneTkaTa 3a THBUEHE MOXKeE JIa CE pa3Aeny Ha 2 uiu 4 paBHU YacTH.

Meloxoral 4,0 mg TaGueTKy 3a JLBYEHE

CaemiiokadsiBa ¢ ka(siBY METHA, KPbIIa U U3MTbKHANA TAOJIETKA 3a AbBUCHE ¢ pasMep 19 mm, ¢
JeTUTETHA JINHUS BBB (JopMaTa Ha KPBCT OT €IHaTa CTpPaHa.

TabrneTkaTa 3a AbBUYCHE MOXKE JIa CE PA3IENId HA 2 WK 4 paBHH YaCTH.
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3. KJIMHUYHA UH®OPMALIUA

3.1 BwupaoBe :KMBOTHH, 32 KOUTO e npenHazHavyen BJII

Kyuera

3.2 Iloka3aHus 3a ynorpeda 3a BCeKH BHU/I ’KUBOTHH, 32 KOITO € MpeIHa3HAYEeH MPOAYKTHT

ObnexyaBaHe Ha BB3MAIEHUE U OOJIKA, KAKTO MPH OCTPH, TaKa U MPU XPOHUIHU MYCKYITHO-CKEJIETHI
HapyIICHUS.

3.3 IIporuBomokazanus

Ha He ce u3mon3Ba npu OpeMeHHN )KUBOTHH HMJIH 110 BpeMeE Ha JIAKTallHs.

Jla He ce M31o3Ba P KUBOTHH, CTPAJAIIN OT FACTPONHTECTUHAIHN CMYIIEHHS, KaTO BB3MAIICHNE U
XeMoparusi, HapylleHa YepHoIpoOHa, ChpAeUHa Wi Oh0pedHa (GYHKIHUS U XeMOPATHYHU HAPYIIICHISL.
Jla He ce U3M0JI3Ba IIPU Ky4eTa Ha Bb3pacT 1o 6 ceIMULIM WX C TelecHa Maca rnof 1,7 kg.

Jla He ce M31o3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MM KbM HIKOHU OT
MIOMOIIIHHUTE BEIIECTBA.

3.4 ChnenmnajiHu mpexynpe:xaeHus
Hswma.
3.5 CrhenuajaHu npeana3Hu MepKH MpH ynorpeda

Coenpaniy npeanasHd MEpKH 3a 0e30IMacHa yroTpeda Ipy BUAOBETE KUBOTHH, 34 KOUTO €
npeaaazHaged BJIIT:

Ja ce u3bsrBa ynorpebdara npu BCIKO IEXUAPATHPAHO, XUTIOBOJIEMUYHO HITH XHUITOTEH3UBHO
JKUBOTHO, Thi KaTo ChIIECTBYBA MOTSHIIMAJICH PUCK OT MIOBUIICHA PEeHATHA TOKCUYHOCT.

To3u BeTeprHApEH JISKAPCTBEH NPOAYKT 3a KydeTa He TpsiOBa Ja ce M3I0J13Ba IPU KOTKH, Thil KaTo HE
€ MOJXO/AII 32 yIoTpeda MpH TO3M BUJ XKHUBOTHU. [Ipy KOTKM TpsOBa Ja ce u3noy3Ba menokcukam 0,5
mg/ml nepopaiiHa cycrieH3ust 32 KOTKH.

CrenmaHy npeanasHy MEpPKH 3a JIMIATA, IpUIaraiy BETEpUHAPHHS JEKapCTBEH MPOIYKT Ha
XKHUBOTHHTE:

To3u BeTeprHApEH JIEKapCTBEH MPOAYKT MOXKE J1a MPUYMHN PEaKIIMK Ha CBPBXYYBCTBUTEIHOCT. X0pa
C YCTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM HECTEPOUIHHU MpoTHBOBB3Nanutennu cpeactsa (HCIIBC)
WX KbM HSAKOM OT IIOMOLIHUTE BELIECTBa TPsIOBa J1a U305IrBaT KOHTAKT C BETEPUHAPHUS JICKAPCTBEH
MIPOJYKT.

Ciy4alfHOTO TOTJIBIIIAHE, OCOOCHO OT JIeTla, MOKE JIa IPHYMHN HEOIAarONPUSTHH PEaKIIHH.
Hewusnomns3sanute yactu ot TabaeTku TpsOBa Aa ObAAT MOCTaBEHH 00paTHO B OMcTepa U KapTOHEHATa
OTIAKOBKAa M BHUMATEIIHO /1a Ce Ma3sT Jajed ot aeua. llpu cioyvaiiHo norimpLiane ot neTe, He3abaBHO
Jla ce MOThPCH MEAUIIMHCKU ChBET, KaTO Ha JIEKapsl ce PEe0CTaBy JINCTOBKATa WIIM €THKETa Ha
MPOAYKTA.

W3muBaiite pwiieTe cu ciies ynorpeoa.

CrienmaiHy Ipeana3sHy MEPKH 3a 3allliTa Ha OKOJHATa cpesia:
He e npunoxunmo.
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3.6 He6saronpusiTHA peakuuy (4ecTOTa U BasKHOCT)

Kyuera:
MHoro peaku 3ary6a Ha anetut!, anatus’
(mo-manko ot 1 ma 10 000 [Mopbmane!, quapus’, KpbB B U3NpaskHeHUATa?,
TPETUPAHM KUBOTHH, BKIIOYHUTEIHO | XEMOpAaruyHa Auapus’, xemaremesal, yamepanus Ha
M30JIMPaHK ChOOIIEHHs): croMaxal, yinepanus Ha THHKUTE YepBal, yiuepanus Ha

ne0enoTo uepBot

Br0peuna HeOCTaTHYHOCT!

[ToBHIIEHH YEPHOAPOOHU EH3UMUL

! Tesn peakuuu ce sBSIBaT OGMKHOBEHO NPE3 IIbPBATA CEIMUIIA HA JIEYEHHE U B IOBEYETO CIydYau ca
MPEXOJIHU ¥ M3YE3BAaT CJIE]] MPUKIIOYBAHE HA JICYCHUETO, HO B MHOTO PEJIKH CIIy4and MOXKE J1a ObJaT
Cepuo3HH WX (haTaaHH. AKO ce MOSBAT HEOIArOMPHUATHH PEAKITAH, JICUSHUETO TPSOBa 1a ce
MPEYCTaHOBH U JIa CE MOTHPCU ChBET OT BETCPUHAPEH JICKap.

2 OKyITHO.

CroOIaBaHeTo Ha HEOIATOMPUATHH PEAKIIHH € BakHO. TOBA MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT
Ha 0€30MacHOCTTa Ha BETEPUHAPHUS JIeKapcTBeH MPoayKT. ChoOIeHusTa TpsiOBa a ce u3mpariar, 3a
MPEANOYNTaHEe Ype3 BETEPUHAPEH JIeKap, WIIK Ha IPUTEXATEN s Ha pa3pelieHHeTo 3a ThPTrOBHS, HJIH Ha
HAI[MOHATHHS KOMIICTCHTEH OpPTaH upe3 HallMOHATHATA CHCTEeMa 3a ChOOIaBaHe. 3a ChOTBETHUTE
JIAHHU 32 BPB3Ka BHXKTE JINCTOBKATA.

3.7 Ymnorpeb6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe
BpeMeHHOCT U TakTanus:

BesonacHocTTa Ha BeTEpUHAPHHUSI JIEKAPCTBEH MPOAYKT HE € J0Ka3aHa 10 BpeMe Ha OPEMEHHOCT U
nakTanus (Bxk. Touka 3.3).

3.8 B3ammopneiicTBHe ¢ APYT¥ BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH U APYTH (OPMH HA
B3auMoJeiicTBHe

Hpyrun HCIIBC, auyperuiin, aHTUKOAryjJaHTH, aMUHOTIIMKO3UAHNA aHTUOMOTUIN U CYOCTaHIINH C
rojsiMa CTEIeH Ha CBbP3BaHE HAa IPOTEMHHUTE MOTaT Ja JOBEAAT J10 CBbP3BaHe, a CJIEI0BATEIIHO U JI0
TokcHYHH edexTr. To3u BeTepuHapeH JeKapCTBEeH NMPOJAYKT He TPOBa Ja ce Mpujiara eJHOBPEMEHHO
¢ npyru HCIIBC unu riitoKOKOpTUKOCTEPOUTH.

[IpenmecTBamio TpeTupane ¢ NPOTUBOBB3NANMUTEHH CPEACTBA MOXKE 12 IPUUMHH JOIBIHUTEIHU UIIH
MOBHIICHN HEOJIArONPUSITHU peakiuy cChoOpa3HO ¢ TOBa TPsIOBa Jla ce Cra3y Mepro, CBOOOACH OT
MIPUJIaTraHeTO Ha TaKMBa BETEPUHAPHU JIEKAPCTBEHU MPOAYKTH, Hali-MaJIko 24 yaca npeau 3aroyBaHe
Ha nedeHuero. [Ipu nepruona, cB0OOOJEH OT MeIUKaMEHTH, o0aue, TpsOBa Ja ce B3eMaT NpeiBU
(hapMaKOKMHETHYHHUTE CBOICTBA HAa MPOILYKTUTE, N3MOI3BAHH IPEIH TOBA.

3.9 HauyuH Ha NpUJIOKeHHe H 103MPOBKA
IIepopanHo npunoxeHue.

[IbpBOHavanHO ce mpwiiara exuHUYHa 103a oT 0,2 mg Menokcukam/kg TerecHa Maca rmpes mbpBUs
JIEH.

Jleuennero TpsOBa Ja NPOABILKH €AMH BT JHEBHO Ype3 IEepopaiHo npuiarade (Ha 24 yacoBu
WHTEpBaJN) Ha nmojgabpxama no3a ot 0,1 mg menokcukam/kg Tenecna maca.

BerepuHapHUAT JIeKapcTBEH MIPOAYKT € apOMaTU3UpaH U MOXKE J1a Ce Ipuiara ¢be win 0e3 XpaHa.
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Bcska tabnerka 3a gpBueHe chabpka 1,0, 2,5 wim 4,0 mg MemokcukaMm, KOETo ChOTBETCTBA Ha
THEeBHATa MOIbprKalia 103a 3a Kyde ¢ tenecHa maca 10, 25 nim 40 kg.

Bcsika TabneTka 3a ABBUCHC MOXKE [1a C€ pa3[cC/ii Ha MOJIOBUHKHU W YCTBBPTHUHKU 3a TOUYHO JO3UPAHEC
CIIOp€a UHAMBHUAYalIHATa TCJICCHA Maca Ha JXUBOTHOTO.
ITocraBete TabneTkara 3a ABBUCHC BBPXY paBHA IMOBBbPXHOCT, C O6’BpHaTa Harope cTpaHa ¢ ACJIMTCIIHA

JIUHUS, 1 00BbpHATA KbM MMOBBPXHOCTTA U3ITbKHANA (3200JICHA) CTpaHa.

7

"""\/

‘3?\"/\/ [ © <H[D

=
:

.

{.(
3

U SB

an
v IO

J

ITonoBHHKY TaOJICTKH 32 ABbBYCHE: HATUCHETE C MMaJIMUTE CU BBPXY ABETC CTPAHU Ha TabIIeTKaTA.

UeTBbPTUHKH TA0JICTKH 3a IbBUYCHE: HATUCHETE C MMajiella CH B cpejiaTa Ha TabJieTKaTa.

Cxema Ha go3upane 3a moagbpkamara no3a ot 0,1 mg/kg (nBoitHa 1032 MbPBUA JCH):

Tenecna maca Bpoii TabneTku 3a TLBYEHE, KOUTO IIIE Ce
(kg) MPHJI0KAT Jo3a B mg/kg
1 mg 2,5mg 4 mg

1,7-32 Ya 0,15-0,1
3,3-5,0 Y 0,15-0,1
5,1-7,5 Ya 0,15-0,1
7,6-10,0 1 0,13-0,1
10,1-12,5 1Y 0,12-0,1
12,6-15,0 1% 0,12-0,1
15,1-20,0 2 0,13-0,1
9,0-12,5 Y% 0,14-0,1
12,6-18,7 Ya 0,15-0,1
18,8-25,0 1 0,13-0,1
25,1-31,2 1% 0,12-0,1
31,3-37,5 1% 0,12-0,1
37,6-50,0 2 0,13-0,1
15,0-20,0 Y% 0,13-0,1
20,1-30,0 Ya 0,15-0,1
30,1-40,0 1 0,13-0,1
40,1-50,0 1% 0,12-0,1
50,1-60,0 1% 0,12-0,1
60,1-80,0 2 0,13-0,1

Cropen TenecHaTa Maca Ha Ky4eTo MOXe J1a ce 0OMHUCIH KOMOWHALKS OT Pa3iNuYHUTE KOJINYEeCTBa
aKTHBHO BEUIECTBO B Ta0ieTkuTe 3a abBueHe Meloxoral 3a kyuera (1,0 mg, 2,5 mg u 4,0 mg).

Knuanden otroBop 0OMKHOBEHO ce HaboAaBa B paMkuTe Ha 3-4 quu. JleueHuero TpsaOBa aa ce
MpeKpaTu Hail-kbCHO cien 10 1HuM, ako JIMICBa IBHO KIMHUYHO Mo100peHue.
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3.10 Cumnromu Ha mpeqo3upane (M KOraTo e NPUJIOKAMO — MPOLETYPH HA JielicTBHE NPH
CHEUIHU CJIy4Yan U AaHTHI0TH)

B cnyuaii Ha npeno3upane TpsAOBa Aa ce 3amouyHe CUMIITOMATHYHO JICYCHHE.

3.11 CnenmnajiHu orpaHuYeHus 32 yNoTpeda U cCeNHATHU YCJIOBHS 32 yNOTpeda,
BKJIIOUHTEIHO OTPAHUYEHHUS 32 YIIOTPedaTa HA AHTUMHMKPOOHU ¥ MPOTHBONAPA3UTHHU
BeTepUHAPHM JIEKAPCTBEHH NMPOIYKTH, € LieJI 1a ce OTPAHMYM PUCKBT OT Pa3sBHTHE HA
Pe3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHH CpOKOBe

He e npunoxumo.

4. DPAPMAKOJIOI'NYHA UHO®OPMALIUA
4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTu4eH ko1 (ATCvet Code): QMO1ACO06
4.2 dapmakoguHAMUKA

MenokcukaM e HecTepouaHo npoTruBoBb3nanuTenHo cpeactso (HCIIBC) ot knaca Ha okCUKaMuTe,
JelcTBaIo Ype3 NHXUOMpaHe Ha CHHTE3a Ha MIPOCTArJIAaHINH, IPH KOSTO MPOsBsIBa
MPOTUBOBB3NAINTEIHH, aHAITSTUYHH, aHTHEKCYIaTUBHU U aHTHITUPETHYHY cBolicTBa. HamasBsa
JICBKOIIMTHATa I/IH(I)I/IJ]TpaHI/Iﬂ BBLB Bhb3MajieHaTa ThKaH. B mo-majka crerneH ChIIIO I/IHXI/I6I/Ipa KOJIar¢H-
npean3BUKaHaTa TpoMOonuTHa arperanus. [IpoyuBanusita in Vitro u in vivo mokassar, 4e
MEJIOKCHKaM HHXHOMpa mukiookcurenasa-2 (COX-2) B mo-rossima CTeeH, OTKOJIKOTO
nukookcurenasa-1 (COX-1).

5.2 ®apMaKkOKHHETHYHH 0COOEHOCTH

Pe3opOrus
MernokcukaM ce pe3opOrpa HAbIHO CJIE]| IEPOPATHO MpHUIaraHe ¥ MaKCUMAITHH TUIa3MEHH

KOHICHTpAaHK €€ JOCTUTaT HpI/I6J'II/I31/ITeJ'IHO CIICQ 4,5 gaca. Koraro IMPOAYKTBHT CC U3IIOJI3Ba CIIOPE/
npernopbYaHrd PEKUM Ha JO3UPOBKaA, CTaOMIIHO CHCTOSHUE HA IJIa3MEHNTE KOHOCHTpAlu Ha
MCJIOKCHUKaM C€ JOCTUTaT HAa BTOPHA JICH OT JICUCHHUCTO.

Pasnpenenenue
ChliecTBYBA JIMHEIHA 3aBUCUMOCT MEX/1y MPUIIOKEHATA J103a M HA0JI0JaBaHaTa IIa3MeHa

KOHIIEHTpALHsI B TEPAeBTUUHM JUana3oH Ha fo3upane. [Ipubimsutento 97% ot menokcukam ce
CBBP3Ba ¢ MazmMeHute nporennu. O6embT Ha pasnpeneneHue e 0,3 L/Kg.

MeTaboau3pM

MenokcrkaM ce OTKpHBA MPEAUMHO B IJIa3MaTa U ChIIO C€ eKCKPETHpPa TJIABHO Ype3 XKIThUKaTa,
JIOKATO YPUHATA ChIbPrKa CaMO CJICIU OT U3XOJHOTO CheauHeHHE. MeJIoKCuKaM ce MeTadoIu3upa Ha
AJIKOXOJI, KUCEJIUHEH JepUBaT M HAKOJIKO MOJSAPHA MeTa00IMTH. BCHUKHU TJIaBHM MEeTa00IMTH ca
rokazaiu (papMaKoJIOTUYHA HEAKTUBHOCT.

Enumunupane
MernokcHukaM ce eTMMUHNPA C IEpHOJT Ha noypasnaz ot 24 yaca. [Ipubnuszurenno 75% ot

MPpUIIOKCHATA 103a CC CJIIMMUHUPA YPEC3 UBMNPAKHCHUATA, A OCTATBKBT YPE3 YpUHATA.

18



5. OAPMALIEBTUYHU JAHHAN
5.1 OcCHOBHH HECHLBMECTHMOCTH

He e npunoxumo.

5.2 Cpoxk Ha rogHOCT

Cpok Ha TOZIHOCT Ha KpaiHUs BeTepUHAPEH JICKapCTBEH MPOJYKT: 3 TOAWHH.
Cpok Ha TOAHOCT Ha pa3/IeiCHH TaOJCTKH CIIe/ TbPBO OTBAPSIHE HA ITbPBUYHATA OMAKOBKA: 3 JTHHU.

5.3 CnenmajiHu ycj10BHs 32 CbXpaHeHHe

To3u BeTepUHAPEH JEKAPCTBEH MPOAYKT HE U3MCKBAa HUKAKBU CIICIIUATHH YCIOBHS 32 ChbXpaHEHHE.
Benuky Hem3noa3BaHW 9acTH OT TaOJIeTKH TPIOBa Ja ce BPBIIAT B OTBOPEHUS OICTEp U KapTOHEHA
OITaKOBKa.

5.4 Buau cbcTaB HA TBPBUYHATA OMAKOBKA

Meloxoral 1,0 mg TaGneTku 3a TbBYCHE

Meloxoral 2,5 mg TabneTku 3a TbBYCHE

bructepn ot OPA/amymuanii/PVC//PVC-PVDC/anymunnii, cpaspkamm 10 TabneTkn B KapTOHEHA
KyTHSL.

Meloxoral 4,0 mg TabieTKu 3a AbBYCHE
Biuctepu ot OPA/anymunnii/PVC//PVC-PVDC/anyMunuii, chbabpkaiim 5 Ta0JIETKH B KAPTOHEHA
KyTHSL.

Pa3mepu Ha onmakoBKaTa:
Kapronena xyrtus ¢ 30, 50 wnu 100 Tabnetku.

He Bcuuku pa3mepu Ha OlakOBKaTa MOrat jJa ObJIaT MpejiaraHy Ha masapa.
5.5 CrhenuajaHu MepKH 32 YHHIIOKABaHE HA HEM3MOJI3BAHH MPOIYKTH HJIH OCTATHIH OT TAX

BerepunapHuTte jekapCcTBEHH MPOIYKTH HE TPAOBa J1a ObJaT U3XBBPJISTHY YPEe3 OTITAJHU BOJIU MU
OUTOBH OTIIAIbBIIN.

M3non3BaiiTe mporpaMu 3a BpbIllaHE IPU YHUILIOKABAHETO HA HEU3IMOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHU NPOLYKTH WM OCTATBLHU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO

3aKOHO/IATEJICTBO M C BCHYKH HAIMOHATHH CUCTEMH 3a ChOMpPaHe, IPUIIOKIMH 332 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOTYKT.

6. UME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A ThPT'OBUA

Dechra Regulatory B.V.

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

Meloxoral 1,0 mg TabiaeTku 3a AbBYEHE 34 Ky4eTa:
EU/2/10/111/009 30 tabieTku
EU/2/10/111/010 50 tabneTkn
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EU/2/10/111/011 100 TaGnerkn

Meloxoral 2.5 mg TabieTKH 32 JbBYEHE 3a KyYeTa:
EU/2/10/111/012 30 TabneTtku

EU/2/10/111/013 50 Tabunerku

EU/2/10/111/014 100 tabnerku

Meloxoral 4,0 mg TabieTKH 32 JbBYEHE 33 KyUeTa:
EU/2/10/111/015 30 Tabunerku

EU/2/10/111/016 50 tabneTtku

EU/2/10/111/017 100 Tabnerku

8. JATA HA IbPBOTO U3JABAHE HA PAPEIHIEHUETO 3A ThbPI'OBUS

JlaTta Ha TEPBOTO W3/1aBaHe Ha pa3pemieHneTo 3a Trpropus: 30.11.2022

9.  JIATA HA OCJIEJHATA PEJAKLMS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJYKTA

{(MM/TTTT}

10. KIIACU®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTH
Ja ce oTIrycka caMo I10 JIEKapCKO MPEIITUCAHNUE.

[MoapobHa uHpOpMAIIKs 32 TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOKE J]a HAMEpHUTE B Oa3ara JaHHH
Ha Cpro3a otHocHO mpoaykrure (https://medicines.health.europa.eu/veterinary).
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INPUJIOXKEHHUE |1

APYI'UN YCJIIOBUSA N UBNCKBAHUSA KBM PASPEHIEHUETO 3A ThPI'OBUSL

Hsawma.
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HNPUJIOKEHHUE I11

ETUKET U JINCTOBKA
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A. ETUKETH
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HHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena xkyrus

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxoral 1,5 mg/ml nepopasna cycreHsus

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcexu ml cpappika:

Menokcukam 1,5mg

3. PASMEP HA OITAKOBKATA

10 ml
25 ml
50 ml
125 ml
180 ml

4. BUJOBE ) KUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kydera /”

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHHUE

ITepopanHo npunoxeHue.
Ha ce paskiamia 1oope npeau ynorpeoa.

| 7. KAPEHTHM CPOKOBE

8.  CPOK HA TOJIHOCT

Exp. {mm/rrrr}

Crnen oTBapsiHe, H3MOI3BAlTE B paMKUTE Ha 6 Mecera.
Crnen mpoOuBaHe, H3MOI3BANTE MPEIH. ..
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‘ 9. CIIEIIMAJIHU YCJIOBUSA 3A CBXPAHEHUE

‘ 10. HAIANUCDHT ,,IPEAN YIIOTPEBA NPOYETETE JJUCTOBKATA*

[penau ynotpeba nmpoyereTe JIUCTOBKATA.

‘ 11. HAJANUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIUIIMHCKA yIIOTpeOa.

12. HAJIUCHT “JIA CE CbXPAHSIBA JAJIEY OT MOTJEJA M HA HEJOCTBITHA
3A JIELIA MECTA”

Ja ce cexpansBa ganed OT Morjie/ia U Ha HEOCTHITHY 3a JIella MeCTa.

13. HWME HA IIPUTEXATEJISA HA PASPEINEHUE 3A ThbPI'OBUS

Dechra Regulatory B.V.

14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUSA HA BJIII

EU/2/10/111/005/10 ml
EU/2/10/111/001 25 mi
EU/2/10/111/002 50 ml
EU/2/10/111/003 125 mi
EU/2/10/111/008 180 ml

15. TAPTHUJAEH HOMEP

Lot {momep}
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HHOOPMAIMSA, KOATO TPABBA 1A BbJIE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

Byruiaka ot 125 uim 180 ml

1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Meloxoral 1,5 mg/ml nepopainna cycnensus

2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

Menokcukam 1,5 mg/ml

3. BUJOBE ) KMBOTHMH, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kyuyera /”

4. HAYYHU HA TPUJIOKEHUE

[TepopanHo npunoxeHue.
[Ipenu ynotpeba mpoyeTH TUCTOBKATA.

| 5. KAPEHTHHM CPOKOBE

| 6. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}

Crnen oTBapsiHe, U3NON3BATE B paMKUTE Ha 6 Mecela.
Crnen nmpoOuBaHe, U3MOI3BANUTE MPEH. . .

‘ 7. CIIEHHUAJIHHN YCJIOBUS 3A CbXPAHEHHUE

‘ 8. UME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A THPT'OBUA

Dechra Regulatory B.V.

9. MAPTHJEH HOMEP

Lot {Homep}
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MHUHHMUMYM UHO®OPMALIMSA, KOATO TPABBA A BBbJAE U3IIMCAHA BBPXY MAJIKN
OIIAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

Byruaka ot 10, 25 wau 50 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxoral

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Meiokcukam 1,5 mg/ml

| 3. MAPTHMJEH HOMEP

Lot {HOM™mep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrTr}

Crnen oTBapsiHE, U3NON3BATE B paMKUTE Ha 6 Mecela.
Crnen npoGuBaHe, U3M0I3BAlTE IPEAN. ..
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HHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena xkyrus

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxoral 0,5 mg/ml nepopasna cycreHsus

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcexn ml cpabpika:

Memnokcukam 0,5 mg

3. PASMEP HA OITAKOBKATA

5ml
10 mi
25 ml

4. BUJIOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BJIII

Kotkn (‘
(

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 6. HAYYHU HA TPUJIO)KEHUE

ITepopanHo npuioxeHue.
Ja ce pa3knama 106pe mpean ynorpeoda.

‘ 7. KAPEHTHH CPOKOBE

He e npunoxumo.

8.  CPOK HA TOJIHOCT

Exp. {mm/rrrr}

Crnen oTBapsiHe, U3NON3BANTE B paMKUTE HA 6 Mecela.
Crnen mpoOuBaHe, H3MOI3BANTE MPEIH. ..
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|

9. CIIEHHUAJIHH YCJIOBUs 3A CbXPAHEHHUE

|

10. HAANUCHT ,,IPEAU YIIOTPEBA TIPOYETETE JTUCTOBKATA*

[Ipenu ynotpeba nmpoyereTe NUCTOBKATA.

11. HAIIMUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEAMIIUHCKA yoTpeoa.

12. HAIIMUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

Jla ce cpxpaHsBa Jaed OT IMOTJie/ia U Ha HeAOCTHITHY 32 JIella MecTa.

13. HWME HA IIPUTEXATEJISA HA PASPEINIEHUE 3A ThbPI'OBUS

Dechra Regulatory B.V.

14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUSA HA BJIII

EU/2/10/111/007 5 ml
EU/2/10/111/006 10 ml
EU/2/10/111/004 25 mi

15. TMAPTHUJAEH HOMEP

Lot {Homep}
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MHUHHMUMYM UHO®OPMALIMSA, KOATO TPABBA A BBbJAE U3IIMCAHA BBPXY MAJIKN
OIIAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

Byruiaka ot 5,10 wiau 25 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Meloxoral

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Memokcukam 0,5 mg/ml

| 3. MAPTHMJEH HOMEP

Lot {Homep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrTr}

Crnen oTBapsiHE, U3NON3BAKTE B paMKUTE Ha 6 Mecela.
Crnen npoGuBaHe, U3M0I3BAlTE IPEAU. ..
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HHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BBHIIHATA OITAKOBKA

Kapronena kytus

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Meloxoral 1,0 mg TabieTku 3a AbBUEHE
Meloxoral 2,5 mg TabieTku 3a AbBUCHE
Meloxoral 4,0 mg TabieTku 3a AbBUCHE

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Memnoxkcukam 1,0 mg
Menokcukam 2,5 mg
Menokcukam 4,0 mg

3. PASMEP HA OITAKOBKATA

30 TalyeTKH 3a IbBUECHE
50 Ta0seTKY 33 IbBYEHE
100 TabneTKy 3a IbBUYEHE

4. BUJIOBE )KMBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BJIII

Kyuera 1”

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA NTPUJIOKEHUE

[lepopanHo npunoxxeHue.

7. KAPEHTHM CPOKOBE

8.  CPOK HA FOJIHOCT

Exp. {mm/rrrr}

Cpox Ha TOTHOCT Ha pa3AeiieH! TaOJIETKH CIIe ITEPBO OTBApsHE HA IBPBUYHATA OITAKOBKA: 3 JTHHU.

9. CIIEHUAJIHHU YCJIOBUs 3A CbXPAHEHHUE
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Benuky Hem3noa3BaHM 9acTH OT TaOJIETKU 3a AbBUEHE TPsiOBa Jja ce BPhIIAT B OTBOPEHUS OIIUCTED U
KapTOHEHA OMaKOBKa.

10. HAIANUCHT ,,TIPEAN YIIOTPEBA TIPOYETETE JIMCTOBKATA*

[Ipenu ynotpeba nmpoyereTe NUCTOBKATA.

11. HAIIMUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a.

12. HAIIUCBHT “JA CE CBXPAHABA JAJIEY OT IIOT'JIEJA U HA HEJOCTBIIHU
3A JEIIA MECTA”

[a ce cpxpansBa ganed OT Morjie/ia U Ha HEIOCTHITHY 3a JIella MeCTa.

13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A THPT'OBHUSA

Dechra Regulatory BV

14. HOMEPA HA PAPEHIEHUETO 3A THPT'OBUSA HA BJIII

EU/2/10/111/009 30 tabnerku
EU/2/10/111/010 50 TaGuerku
EU/2/10/111/011 100 TtaGneTkn

EU/2/10/111/012 30 tabneTku
EU/2/10/111/013 50 taGuerku
EU/2/10/111/014 100 tabieTku

EU/2/10/111/015 30 tabneTku
EU/2/10/111/016 50 tabnetku
EU/2/10/111/017 100 tabneTku

15. IHAPTUAEH HOMEP

Lot {Homep}
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MHUHHMUMYM UHO®OPMALIMSA, KOATO TPABBA A BBbJAE U3IIMCAHA BBPXY MAJIKN
OIIAKOBKM BJIII, KOUTO CBABPKAT EJUHUYIHA 103A

AJIYMHUHUEB BJINCTEP

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Meloxoral
Meloxoral
Meloxoral

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Memnokcukam 1,0 mg
Memnokcukam 2,5 mg
Menoxkcukam 4,0 mg

3. MAPTHJEH HOMEP

Lot{Homep}

‘ 4. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cpok Ha TOHOCT Ha Pa3jIeiCHH TaOJETKH CJIe/ IIbPBO OTBAPSIHE HA ITbPBUYHATA OMAKOBKA: 3 JTHHU.
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B. IJUCTOBKA
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JIMCTOBKA

il HaumeHnoBanue Ha BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Meloxoral 1,5 mg/ml nepopaita cycreH3us 3a Kydera

2. CncraB
Bcexu ml cpappika:

AKTHBHO BellIeCTBO:
Menokcukam 1,5 mg

ITomo1nHu BemiecTBa:
Hatpues 6enzoar 1,75 mg

Kwnra/3eneHa cycrneH3us.

3. Bupnose :knBoTHH, 32 KOUTO € npeaHasHaued BJIII

Kyuyera

¢ U

4. Tloka3anmus 3a ynorpeda

Ob6nex4aBaHe Ha BH3MAIICHHETO U HAMAJIsIBaHe HA OOJIKaTa KaKTO MPU OCTPH, TaKa U MPH XPOHUIHU
MYCKYJHO-CKEJIETHU HapyLIEeHUs MPHU KydeTa.

5. IIpormBomoxa3zanus

Jla He ce M3MOI3Ba MPHU KydeTa, CTPAJAIlN OT TACTPOMHTECTUHAIHN CMYIIICHHS KaTO Bb3MaJIeHUE U
XeMoparusi, HapylleHa YepHOApoOHa, Chp/ieuHa Wik Ob0pedHa QyHKIMS U XeMOparnyHH HapyIIeHUsI.
)Ia HE C€ U3M10JI3Ba IMMPU CBPBXUYYBCTBUTCIIHOCT KbM aKTUBHOTO BEIIECTBO MJIU KbM HAKOU OT
ITOMOIITHHATE BEIIECTBA.

[la He ce u3mo3Ba mpy KydeTa Ha Bb3pacT Mo 6 CEIMUIIH.

6. CrnenunaJiHu npeaynpe:RIeHus

CrenumanHy nperna3sHi MepKy 3a Oe3omnacHa yrnorpeba npu BUIOBETE KUBOTHH, 38 KOHTO €
npeanaszHayed BJIIT:

Jla ce u3bsrBa ynorpedara mpH BCSKO ACXUAPATHPAHO, XUITOBOJIEMHYHO WITH XUITOTCH3UBHO
’KMBOTHO, ThI KaTo CHIIECTBYBA MOTCHIHAICH PHCK OT MOBUILICHA PEHAIHA TOKCUYHOCT.

To3u MpoayKT 3a KydeTa He TpsiOBa Ja ce U3IM0JI3Ba MPU KOTKH, Thil KATO HE € MOAXO/IAII 32 yIoTpeba
TIpH TO3HW BUJI )KMBOTHU. [1pn koTkM TpsiOBa na ce uznon3sa Meloxoral 0,5 mg/ml nepopaina
CYCIICH3UsI 32 KOTKH.
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CrienmaHy Ipeana3sHu MEPKHU, KOUTO TPsOBa Ja B3eMe JHIIETO, MPIJIAraiio BeTepuHaAPHUS
JIEKapCTBEH NPOAYKT Ha JKUBOTHHUTE:

Xopa ¢ ycraHoBeHa cBpbXxuyBcTBUTETHOCT KbM HCITIBC TpsiOBa 1a M30sSrBaT KOHTAKT C
BETCpUHAPHUS JIEKAPCTBEH MPOIYKT.

[Ipu cnywaitHo normpinane, He3abaBHO J1a ce MOTHPCH MEAULIMHCKY CHBET, KaTO Ha JIEKaps ce
MPEAOCTAaBU JTUCTOBKATA WM €TUKETA HA IPOYKTA.

bpeMeHHOCT 1 JTaKTaITHS.

BeszomacHocTTa Ha BeTeprHAPHUS JIEKAPCTBEH MPOIYKT HE € TOKa3aHa 110 BpeMe Ha OpeMEHHOCT U
JTIaKTaIus.

Jla He ce m3mo3Ba mpu OPEMEHHHU WM JIAKTHPAIITH )KHBOTHH.

BsanMoseiicTBre ¢ ApYru BeTEpUHAPHHU JIEKaPCTBEHH NPOIYKTH U APYTrU GOpPMHU Ha B3aUMOJCHCTBHE:
Hpyru HCIIBC, anypeTuiin, aHTUKOaryJaHTH, aMUHOTIIMKO3UAHN aHTUOMOTUIIN U CyOCTaHLIUH C
rojsiMa CTEIIeH Ha CBbP3BaHE HAa IPOTEMHHUTE MOTraT Jia JJOBEAAT 10 CBBbP3BaHE, a CIEI0BATEIIHO U 10
tokcuuHu edextu. Meloxoral e TpsioBa aa ce npmiara exnospemento ¢ apyru HCIIBC wiu
TIIOKOKOPTUKOCTEPOUIN.

[IpenmecTBamio TpeTupane ¢ NPOTUBOBB3NAIUTENHHI CPEACTBA MOXKE A3 IPUYMHH JOIIBIHUTEIHN HIIH
MTOBUIIIEHU HEOIArONPUATHA PEAKIMH U ChOOPa3HO ¢ TOBa TPSOBA /1a Ce CIa3H NMePUoJI, CBOOOIEH OT
MPUIaraHeTo Ha TAaKMBa BETEpPUHAPHH JICKAPCTBEHH MPOAYKTH, Hali-MaJKo 24 yaca mpeau 3aloYBaHe
Ha jedenuero. [Ipu nepuoaa, cBo0OEH OT MeTUKaMEHTH, o0aue, TpsioBa 1a ce B3eMaT IIPEABU
(hapMaKoJIOrMYHUTE CBOICTBA HA MPOLYKTUTE U3II0JI3BAHH IIPEIH TOBA.

IIpenosupane:
B cnyuait Ha ipego3upane TpsiOBa Aa ce 3aroYHe CHUMIITOMATHYHO JICYCHHUE.

7. HebaaronpusiTHu peakuun

Kyuera:
MHoro peaku 3ary6a Ha aneTuT, anarus’
(mo-mainko ot 1 ma 10 000 [Mospbmanel, quapus’, kpbB B U3NpaskHeHUATa?,
TPETUPAHHM KUBOTHH, BKIIIOYUTENHO | XEMOpAaruyHa auapus’, xemaremesal, yiuepanus Ha
W30JIMPaHU ChOOIIEHNS): cromaxal, yiepanus Ha THHKUTE YepBal, yiuepanus Ha

1e6eoTo uepBo’

Br6peuna HepocTarbyHOCT!
1

[MoBumieHn yepHOPOOHN EH3UMH

! Tesn peakuuu ce ABABAT OOGMKHOBEHO MPE3 ITHPBATA CEJIMHUIIA HA JIEYEHHE U B TIOBEYETO CITydau ca
TIPEXO/IHA M U3Y€3BAT CJIe/l NPUKIIIOYBAHE HA JICYEHUETO, HO B MHOTO PEJIKH CITydad MOXKe J1a ObaT
cepuo3HH MM (aTaHu. AKO ce MOSBAT HEOIATONPUATHI PEaKIMH, JICYIEHUETO TPAOBA 1a ce
IPEYCTAHOBH U JIa CE TIOTHPCH ChBET OT BETEPMHAPEH JIEKap.

2 OKyJITHO.

Cro0maBaHeTo Ha HEOIArOIPUSATHY PEAKIIUH € BaxkHO. ToBa MO3BOJISIBA HEITPEKHCHAT MOHUTOPUHT
Ha 0€30I1acHOCTTa Ha MPOAyKTa. AKO 3a0eNIe)KUTe HIKAKBH HEOJIArONPUATHU PEaKI[UH, BKITFOUUTEITHO
Y TaKUBA, KOUTO HE Ca OTMKCAaHU B Ta3W JIUCTOBKA WJIM MUCIIUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH
MPOJYKT HE JICHUCTBA, CBhPIKETE ce MbPBO ¢ Barus BerepuHapeH jiekap. MoKeTe ChIIo J1a
ChOOIaBaTe HEOIArONPHUATHN PEAKIIMH Ha MIPUTEIKATEIIS Ha pa3pelICHUETO 3a ThPrOBUS KaTo
M3M0JI3BaTe JaHHHUTE 32 KOHTAKT B Kpasi Ha Ta3u JINCTOBKA WJIK upe3 Bailiata HalipmoHaaHa cucTeMa 3a
choOImaBane: <{moapoOHOCTH 3a HAI[MOHATHATA CHCTEMA }

8. ﬂompomca 3a BCEKM BH/I )KUBOTHO, HAYMUHHU U METO/ HA NMPUJIOKCHUEC

36



ITepopanHo npunoxeHue.

Z[a CC IMpuJjiara CMECCH C XpaHa WJIM HAaIIpaBO B yCTaTa.

EO3I/IQOBK3

[IspBOHAUaTHO ce mpuiiara equHUYHa 103a oT 0,2 mg Menokcukam/kg TenmecHa Maca 1pe3 MbPBUS
neH. JleaeHneTo ce MpoabIDKaBa eauH BT JHEBHO Ype3 TIEPOPATHO MpriIarane (Ha 24 9acoBu
WHTEPBaJN) Ha moAabpkama go3a ot 0,1 mg menokcukam/kg TenecHa maca.

3a mo-TIPOIBDKATETHO JICUCHHE, KOraTo Beue ¢ HaOIoaBaH KIMHAYEH OTTOBOp (ciaen > 4 aHm),
no3ata Meloxoral moxe ma ce peryupa 10 Hai-HHCKaTa eheKTHBHA HHINBHIyaHA 1034,
oTpa3sBaiiku (hakTa, 4ye cuiiaTa Ha OOJIKaTa U Bh3MAJICHUETO, CBbP3BaHU C XPOHUYHU MYCKYJIHO-
CKEJICTHU HapyIICHUs, MOXKE Jia C€ TIPOMEHSI C BPEMETO.

Knmanden otroBop 0OWKHOBEHO ce HaOMro1aBa B paMkuTe Ha 3—4 nHuU. Jledennero TpsOBa aa ce
MpeKpaTu Hali-KbecHO ciefl 10 1HU, aKo JUICBa SIBHO KITMHUYHO MOoJ00peHue.
9. CbBeTH 32 IPAaBUJIHOTO NMPUJIATaHE HA MPOIYKTA

Ja ce paskmama nobpe npenu yrnorpeoa.
CycrnieH3usiTa MOXe J1a ce 1aJie ¢ MepHuTelIHaTa cripuHIoBKa Ha Meloxoral, mocraBena B omakoBkara.

CrnpuHIIOBKATA Ce cllara Ha KarkoMepa Ha OyTHIIKaTa M UMa cKaja 3a TelecHaTa Maca B kg, KosTo
CHOTBETCTBA Ha MOJIbpIKaIaTa 03a. Taka 3a 3a[l0YBaHE Ha TEparusiTa npe3 MbpBUs JIcH, €
HEOO0XOIUM J[Ba ITBTU TOIBPIKAIIHSI 00eM.

Cren Bcsika 7103a BBPXBT Ha CIIPHHIIOBKATA TPsiOBa J1a ce M30bpCBa M Karavkara Ha OyTHIKaTa Jia ce
3aBUHTBA IUITETHO 00paTHO. CIpUHIIOBKATA TPSIOBa JIa CE ChXPaHABA B KAPTOHEHATA KyTHS MEXKIY
MIPWIOKEHUSTA.

3a 5a ce n30erHe BHBEXKIAHETO HAa BHHIITHA 3aMbPCUTENN TI0 BpeMe Ha yrmoTpeda, 3amas3ere
MPEIOCTABEHUTE CIIPUHIIOBKH CaMO 33 TO3M MPOJYKT.

Oco06eHo TpsiOBa /1a ce BHIMaBa 3a TOYHOCTTA Ha J03upane. Mosisi, BHUIMATEIHO ClIeIBalTe
WHCTPYKIMUTE Ha BETCPHUHAPHUS JIeKap.

10. KapeHTHH cpoKoBe

He e npunoxumo.

11. CpnenmnaJHu ycJIOBUS 32 CbXpaHeHHe

Ha ce cpxpaHsiBa faned OT NorJieAa U Ha HEJOCTHITHY 3a JIela MeCTa.

Tosu BETCPUHAPCH JICKAPCTBCH MPOAYKT HE N3MCKBA HUKAKBH CIICIMAJIHU YCJIOBHUS 3a CbXPaHCHUC.
Jla He ce U3MoII3Ba TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT CJIE U3TUUAHE CPOKA Ha TOIHOCT,
MIOCOYEH BHPXy KapTOHEHAaTa OMaKoBKa M OyTwikaTa ciel Exp. CpokbT Ha TOIHOCT OTTOBaps Ha

IIOCJICOHUA IC€H OT TO3H MECCII.

CpOK Ha rOAHOCT CJICA MBPBOTO OTBAPAHE HA OIIAKOBKATA!: 6 Mecea.
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12. Crnenmnajnu npeana3Hd MEPKH MPH YHUIIOKABaAHE

BerepunapHuTe jgekapCcTBEHH MPOIYKTH HE TPAOBA J1a ObJAT U3XBBPIISHU Ype3 OTIIAJHU BOJIU WU
OUTOBH OTIIAIbBIIH.

Wznomn3Baiite mporpamMu 3a BpbIIaHe IPY YHAIIOKABAHETO HA HEU3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOIYKTU WM OCTATHIM OT TSIX B CHOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH MPHJIOKUMU HAIIMOHATHU CHCTEMU 3a ChOupaHe. Te3n MepkH 1ie
IIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA CPeAa.

[NonuTaiite Bammst BeTepuHapeH jekap win ¢papMaleBT Kak A2 YHUILOKUTE HEHY>KHH BETCpUHAPHU
JIEKapCTBEHU MPOAYKTH.

13. Kuacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

Jla ce oTIycka caMmo 1O JIEKapcKO MpeANcaHue.

14. Homepa Ha pa3penieHHETO 32 THProOBUs H Pa3MepPH ONIAKOBKH

EU/2/10/111/005 10 ml
EU/2/10/111/001 25 ml
EU/2/10/111/002 50 ml
EU/2/10/111/003 125 ml
EU/2/10/111/008 180 ml

Kapronena kytus, chabpskaiia eana oyruika ot 10, 25, 50, 125 umm 180 ml.
He Bcuuku pa3mepu Ha omakoBKaTa MOTat Aa ObJaT MpeayiaraHy Ha masapa.

15. JlaTta Ha mocJie/IHATA PeJaKIUs HA TEKCTa
{MM/TTTT}

[Toapo6Ha uHpOpMAIKs 32 TO3H BETEPHHAPEH JIEKAPCTBEH MPOILYKT MOXKE Jla HaMepuTe B Oa3ara
nanau Ha Chro3a otHocHO npoayktute (https://medicines.health.europa.eu/veterinary).

16. lanHu 3a BpBb3Ka

IIpuTerxaren Ha pa3pellIEHUETO 3a THProBHs U JaHHU 32 BPBh3Ka 3a ChOOILIaBaHe Ha IIPEANOJaraeMu
HeOJIArONPUATHH PEAKIINN

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

Hunepnannus

Tem.: +31 348 563434

HDOI/BBO}.‘LI/ITCH, OTroBapsiIll 3a OCBO60)K,Z[aBaH€TO Ha DapTUOU.
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

Hunepnannus
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JIMCTOBKA

il HaumeHnoBanue Ha BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Meloxoral 0,5 mg/ml mepopainta cycrneH3ust 3a KOTKH

2. CncraB
Bcexu ml cpappika:

AKTHBHO BellIeCTBO:
Menokcukam 0,5mg

ITomo1HO BemiecTBo:
Hatpues 6enzoar 1,75 mg

JKbnra/3eneHa cycrneH3usl.

3. Bunose :kuBOoTHH, 32 KOUTO € npenHaznayen BJIII

Kotkn

4. Tloka3anmus 3a ynorpeda

Ob6nexuaBaHe Ha 0OJKaTa M BB3MAICHUETO NP XPOHUYHH MYCKYJIHO-CKEJICTHH HAPYIICHUS MIPH
KOTKH.

5. IIpormBomoxa3zanus

Jla He ce U3MoJI3Ba NpU KOTKH, CTPAAAIH OT TACTPOMHTECTUHAIHN CMYILEHHSI KaTo Bb3MaJICHNUE U
XeMoparusi, HapylleHa YepHOApOOHa, Chp/euHa Wik Ob0pedHa QyHKIMS U XeMOparnyHH HapyIIeHUsI.
)Ia HE C€ U3110JI3Ba MMPU CBPBXYYBCTBUTCIIHOCT KbM dKTUBHOTO BEIIECTBO MJIU KbM HAKOU OT
MOMOIITHUTE BEIECTBA.

Jla He ce u3M0a3Ba MpY KOTKH Ha BB3pacT MoJl 6 CEAMMUIIH.

6. CrnenunaJiHu npeaynpe:RIeHus

CroenuaiaHy npeana3Hyu MEPKH 3a Oe30lacHa ynoTpeda IpH BUIOBETE )KUBOTHH, 3a KOUTO €
npeanazHagen BJIIT:

Jla ce u3bsrBa ynorpedara IpH BCSKO ACXUAPATHPAHO, XUITOBOJIEMHYHO MITH XUITOTCH3UBHO
JKUBOTHO, THH KaTO CHITIECTBYBA MOTCHIIMAJIEH PUCK OT TIOBHIIICHA PEHATHA TOKCUIHOCT.
OTroBOpbHT Ha ABIATOCPOYHA Tepanus TPsiOBa Ja ce MpocieasiBa Ha PeIOBHH HHTEPBAIH OT
BETEpUHAPEH JIeKap.

CriennaJiHy pena3Hy MEPKHU, KOUTO TPsOBa Ja B3eMe JHIIETO, IPIJIAraio BeTepUHAPHUS
JICKAPCTBEH NMPOAYKT HA dKUBOTHHUTE:

Xopa ¢ ycraHoBeHa cBpbXxuyBcTBUTENHOCT KbM HCIIBC TpsiOBa 1a M30sIrBaT KOHTAKT C
BETEPUHAPHUS JIEKAPCTBEH MTPOAYKT.
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[Ipu cirygaitHo morpIane, He3abaBHO Ja ¢€ MOTHPCH MEAWIIMHCKY CHBET, KATO HA JICKaps ce
MIPEeIOCTaBH JIFICTOBKATA MIIM €TUKETa Ha MPOIYKTA.

BpeMeHHOCT U JIaKTalus:

BezonacHocTTa Ha BeTepUHAPHHUS JIGKAPCTBEH MPOAYKT HE € JIOKa3aHa 10 BpeMe Ha OPEMEHHOCT U
JIAKTAIHs.

Jla He ce M3MoJI3Ba MY OPEMEHHH WK JIAKTHPAIIX KUBOTHH.

BzanmopeiicTBre ¢ Apyry BETEpUHAPHU JEKAPCTBEHHU MIPOIYKTH U IPYrH HOPMHU Ha B3aUMOIEHCTBHUE:
Hpyru HCIIBC, anypeTuiin, aHTUKOaryjJaHnTH, aMUHOTIIMKO3UAHN aHTUOMOTUIIN U CyOCTaHLIUH C
royisiMa CTEIeH Ha CBhp3BaHe Ha MPOTEHHHUTE MOTaT Jia JOBEIAT 0 CBbP3BaHE, a CIEJOBATEIHO U 10
TokcnuHau edextr. Meloxoral He TpsiOBa fa ce mpuiara exnoBpeMenHo ¢ Apyru HCIIBC nmm
TIIIOKOKOPTHKOCTepouan. TpaoBa fa ce n30srea eTHOBPEMEHHOTO MIPHUJIaraHe ¢ MOTEHIIMATHO
HE(PPOTOKCUYHH BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH.

[penmrecTBaro TpeTupaHe ¢ MPOTHBOBB3MATUTEIHN CPECTBA MOXKE J1a TIPHYMHU JOITBIHUTEIHH WIN
MTOBUIIIEHN HEOIATOPUATHA PEAKIINH ChOOPa3HO C TOBa TPSAOBA Ja ce Cras3u MeproJ], CBOOOJCH OT
MPUIAraHeTo Ha TaKUBA BeTEpUHAPHH JIEKAPCTBEHH MPOAYKTH, Hali-Malko 24 yaca mpeau 3aloYBaHe
Ha nedenneTo. [Ipu mepuoaa, cBOOOIEH OT MeTMKaMeHTH, o0ade, TpAOBa /1a ce B3eMaT MpeIBU/L
(bapMaKkoJIOTHIHUTE CBOICTBA HAa MPOJYKTHTE U3IOI3BAHU MIPEAN TOBA.

IIpenosupane:
MenokcrukaM uMa TeCeH IMana3oH Ha JIEKApCTBeHA 0e301MacHOCT MPH KOTKU M KIIMHUYHU MPU3HALIN

Ha [pelo3upaHe MoXe Ja ce 3a0eekar Ipy CPaBHUTEITHO HUCKU HUBA HA NPEJ03UpaHe.

B cnyuaii Ha npeno3rpane HeOMArONPUSTHA PEAKIMH, IIOCOUYCHHU B ToUKa ,,HebnaronpustHu
peaknuu’”, ce o4akBa Ja ObJaT IMO-CepHO3HU U TI0-4ecTH. B ciydail Ha mpeno3upane TpsiOBa 1a ce
3all0YHe CUMIITOMAaTHYHO JICYECHHUE.

7. HebaaronpusiTHu peakuuu

Kotku:
MHoro peaku 3ary0a Ha aneTuT!, anarus’
(mo-masiko ot 1 ua 10 000 [Mospbmane?, nuapus’
TPETUPaHH KUBOTHHM, BKIIOUNTENHO | BpOpeuna nemocraTpunoct!
M30JIMPaHH ChOOIIEHHS): [TOBHIIIEHN YEPHOAPOOHH eH3UMH
C neomnpe/esena yectora (0T KpbB B nsnpaxknenusra?
HaIMYHHUTE JaHHU HE MOXe Jia Oble
HaIpaBeHa OIIEHKA)

! Te3n HeGIArONPUATHHI PEAKIIMK B IOBEYETO CIIyYay ca MPEXOIHH U M34€3BaT e/ IPUKIIOUBAHEe Ha
JIEYEHUETO, HO B MHOTO PEJKHU CITydaH MOYE JIa ObJIaT CEPHO3HH MM (aTaHu. AKO Ce MOSBAT
HeOIAroONpPUATHH PEaKIUy, JIEYEHUETO TPSAOBA J1a Ce MPEYCTAHOBH M J1a CE MOThPCH CHBET OT
BETEpPUHAPEH JIEKap.

2 OKyNTHO

Cno0I11aBaHeToO Ha HEOJArONPHUATHH PEaKIUH € BaxKHO. ToBa MO3BOJISIBA HEITPEKBCHAT MOHUTOPHHT
Ha 0€30I1acHOCTTa Ha MPOAyKTa. AKO 3a0eNIe)KUTe HIKAKBH HEOJIArONPUATHU PEaKI[UH, BKITFOUUTEITHO
Y TaKWBA, KOUTO HE Ca ONKMCAHU B Ta3W JIUCTOBKA WJIM MUCIIHUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH
MPOJYKT HE IEUCTBA, CBEPXKETE ce MbPBO ¢ Bamus BerepunapeH nekap. MoxeTe ChIno na
ChOOIaBaTe HEOIArONPHUATHN PEAKIIMH Ha MIPUTEIKATEIIS Ha Pa3pelICHUETO 3a ThPrOBUS KaTo
M3I0NI3BaTe JAHHUTE 332 KOHTAKT B Kpasi HA Ta3W JIMCTOBKA WK Ype3 BamaTta HanmoHa Ha cuctema 3a
choOInaBane: <{moapoOHOCTH 3a Hal[MOHAJIHATA CUCTEMA }
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8. ,[[ompomca 34 BC€KHA BU/A )KUBOTHO, HAYUHHU U METO/I HA IIPUJIOKECHUE

ITepopanHo npuoxeHue.
Ja ce mpunara nepopajHO CMECEH C XpaHa WU HAIlPaBo B yCTara.

EO3I/IQOBK3

[IppBOHAYaTHO ce Mpuiara nepopaiHo equHudHa 103a oT 0,1 mg Menokcukam/kg TenecHa Maca npe3
nbpBUs JieH. JledeHneTo TpsioBa Jia MPOABIKU €IMH BT JTHEBHO Ype3 MepopaTHO puiiarane (Ha
24 yacoBW MHTEpBAIN) Ha MO IbpaKaia no3a ot 0,05 mg menmokcukam/kg TenecHa Maca.

Kimmandgen otroBop 0OMKHOBEHO ce HabtomaBa B paMkuTe Ha 7 mHU. JleueHneTo TpsOBa aa ce
MIpeKpaTH Ha-KbCHO cien 14 qHu, ako JTUTICBA SBHO KIMHUYHO TT0100peHNe.

9. CbBeTH 32 NPAaBUJIHOTO NpPHUJIarane Ha NPOAYKTa

Ja ce paskamia no0pe npenu ynorpeoa.
CycnieH3usiTa MOKe J1a Ce Jajie C MepuTeNHarTa cpuHioBka Ha Meloxoral, moctaBeHa B orakoBKara.

CrpyHIIOBKAaTa Ce cjara Ha KarmkoMepa Ha OyTHIIKaTa ¥ UMa CKaJa 3a TeJiecHaTa Maca B kg, KosTo
ChOTBETCTBA Ha MOJIbPIKaIlaTa 103a. Taka 3a 3amo4yBaHe Ha TepanusTa npe3 MbPBUs JICH, €
HE0OXOIMM [[Ba ITBTU TOJIBPIKAIIHS 00eM.

Cnen Besika 103a BbPXbT Ha CIPUHIIOBKATa TPsIiOBa Ja ce M30bPCBa M KalaykaTa Ha OyTHIIKaTa Jia ce
3aBHUHTBA IUTTHO 00paTHO. CripUHIIOBKATa TPSIOBA J1a € ChXPaHsIBa B KAPTOHEHATA KYTHS MEXKIY
MPUITIOKCHUSTA.

3a j1a ce u30erHe BbBEXKIAHETO HA BHHIITHU 3aMbPCHUTEIH 110 BpeMe Ha yroTpeOa, 3amasere
MPEI0CTABEHUTE CIIPUHIIOBKH CaMO 3a TO3U MPOIYKT.

Oco0GeHo TpsiOBa /1a ce BHUMaBa 3a TOYHOCTTA Ha J03upaHe. MoJisi, BHUMATENHO Cie/IBaiTe
WHCTPYKIMUTE HAa BETEpUHAPHUS JIEKap.
10. KapenTHu cpokoBe

He e npunoxumo.

11. CrneumaJjHu ycj0BHS 32 CbXpaHeHUe

[a ce cpxpaHsBa aajged OT IOIVIea U HA HEJAOCTBIIHY 3a JIela MECTa.

To3u BeTeprHAPEH JIEKAPCTBEH NPOAYKT HE N3UCKBA HUKAKBYU CIIELIMAIHH YCIOBHS 32 ChXpaHEHHE.
Jla He ce M3M0I3Ba TO3M BETEPHUHAPEH JIEKapCTBEH MPOIYKT CIIE U3THYAHE HA CPOKA Ha TOAHOCT,
MIOCOYEH BhPXy KapTOHEHAaTa OMaKoBKa M OyTwmikaTa ciesx EXp. CpokbT Ha TOIHOCT OTTOBaps Ha
IIOCJIEHUA [IEH OT TO3U MECELL.

Cpok Ha TOAHOCT cJiesl bPBOTO OTBAapsIHE HAa IIBPBUYHATA ONIAKOBKA: 6 Mecena.

12. CrneumajHu npeanasHu MEPKH NPH YHULOKABAHE

BetepunapuuTe JIeKapCTBEHH MTPOIYKTH HE TPOBa /1a ObIaT N3XBBPIISHA Upe3 OTHATHN BOIN HUITH
OWTOBHU OTHAIBIIN.

M3non3BaiiTe mporpaMu 3a BpbIllaHE IPU YHUIIIOKABAHETO HA HEU3IMOJI3BAHU BETEPUHAPHU
JIEKaPCTBEHU NPOIYKTH WM OCTATBLHU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
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3aKOHOATCJICTBO U C BCUYKU IIPHUIIO)KUMH HAITMOHAJIHU CUCTEMHU 3a C'b6I/IpaHe. Tes3u MCPKH 1€
IIOMOr'HaT 3a OIla3BaHEC Ha OKOJIHaTa Cpeaa.

Ilonuraiite Bamus BCTCPUHAPCH JICKAP UJIN q)apMaueBT KaK Ja YHUIIOXUTC HCHYKHU BETCPUHAPHA
JICKApCTBCHU IMMPOAYKTHU.

13. Kuacupukanusi Ha BeTepUHAPHUTE JEKAPCTBEHH MPOAYKTH

I[a C€ OTITyCKa CaMoO II0 JICKapCKO NpEAINCaHUEC.

14. Homepa Ha pa3pellieHHETO 32 THPTOBUSI U Pa3MepH ONAKOBKH

EU/2/10/111/007 5 ml
EU/2/10/111/006 10 ml
EU/2/10/111/004 25 ml

Kapronena KyTusi, Chbpikaiia eana oytuika ot 5, 10 wim 25 ml.

He Bcuuku pa3Mepu Ha OnakOBKaTa MOTat Ja ObJaT MpejiaraHy Ha masapa.

15. /laTta Ha mocjieqHATA peIaKIis HA TEKCTa
{MM/TTTT}

[TogpoOna nHpOpMANHs 3a TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTe B Oa3ara
nanan Ha Chro3za otHOCcHO mpoxykTute (https://medicines.health.europa.eu/veterinary).

16. JlanHu 3a BpB3Ka

IIpuTekaTen Ha pa3spellicHUETO 33 ThProOBMS U JJAHHU 32 Bph3Ka 3a ChOOIIaBaHE Ha MPEANoaracMu
HeOJIArONPHUATHH PEAKIINN

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

Hunepnannus

Ten.: +31 348 563434

I[IpousBoauTes, OTroBapsILl 32 OCBOOOKIABAHETO HA HAPTHIIU,
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

Hunepnannus

Genera d.d.
Svetonedeljska cesta 2
Kalinovica

10436 Rakov Potok
XbpBaTus
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JIMCTOBKA

1. HanmeHoBaHHe HA BeTEPHHAPHHSI JIEKAPCTBEH MPOIAYKT
Meloxoral 1,0 mg TabieTku 3a TbBYCHE 3a KydeTa

Meloxoral 2,5 mg TabieTku 3a TbBUYCHE 3a KydeTa

Meloxoral 4,0 mg TabneTku 3a AbBUYCHE 3a KydeTa

3. ConcraB

Bcsika TabneTka 3a JbBUCHE ChIBPIKA:

AKTHBHO BellIeCTBO:

Meloxoral 1,0 mg TaGneTky 3a FbBUEHE
Menokcukam 1,0 mg

Meloxoral 2,5 mg TabneTku 3a AbBUECHE
Memnokcukam 2,5 mg

Meloxoral 4,0 mg TaGneTky 3a FbBUEHE
Menokcukam 4,0 mg

Meloxoral 1,0 mg TabieTku 3a AbBYCHE

TabneTka 3a TBUYCHE.

Ceeriokadsia ¢ kadsiBu eTHa, KpbIjla U U3IbKHANA TabaeTKa ¢ pazmep 11 mm, ¢ genuTenHa JUHUSL
BBB JOpMaTa Ha KPBCT OT eHaTa CTPaHa.

TabneTkaTa 3a TBBUCHE MOXE J1a CE pa3Aeny Ha 2 Wi 4 paBHU YacTH.

Meloxoral 2,5 mg TabieTku 3a AbBUCHE

TabneTka 3a 1bBUYCHE.

CaetiiokadsiBa ¢ Ka(siBH NETHA, KPbIJIa M U3IIbKHAIA TabJeTKa ¢ pazmep 16 mm, ¢ AeiuTeNHa JUHAS
BBB JOpMaTa Ha KPBCT OT €[HAaTa CTPaHa.

TabneTkaTa 3a TbBUEHE MOXKeE JIa C€ pa3Aeny Ha 2 Wi 4 paBHU YacTH.

Meloxoral 4,0 mg TabneTku 3a AbBUCHE

TaOneTka 3a 1bBUCHE.

CeetinokadsiBa ¢ kasiBU 1eTHa, KpbIjla U U3ITbKHANA TabneTKa ¢ pasmep 19 mm, ¢ genuTenHa TUHUSL
BBB (hopMaTa Ha KPBCT OT €HATa CTpaHa.

TabneTkaTa 3a TbBUEHE MOXKeE JIa C€ pa3Aeny Ha 2 Wi 4 paBHU YacTH.

3. BunoBe :xnBoTHH, 32 KOMTO e npegHazHaven BJIII
Kyuera
4, Iloka3anus 3a ynorpeoda

Ob6nexyaBaHe Ha Bh3NAIICHUE U 0OJIKA, KAKTO MPU OCTPH, TaKa U IPU XPOHUYHHU MYCKYJTHO-CKEJIETHU
HapyILIEHUS.
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5. IMpoTuBonokazanus

Jla He ce u3mos3Ba Npy OPEMEHHHU YKHUBOTHH HJIH 110 BpEMe Ha JIaKTaIlysl.

Jla He ce u3Mos3Ba MPH KUBOTHH, CTPAJAITU OT TACTPOMHTSCTUHAIIHU CMYIIICHUS KAaTO Bh3MAJICHUE U
XeMoparusi, HapyIieHa 4epHoIpoOHa, ChpAedHa Wi 0b0pedHa (GYHKIHMS U XeMOPATHIHU HAPYIIICHHS.
Jla He ce M3MOJI3BA IIPU KydeTa Ha Bh3PACT MoJ] 6 CEAMHUIM WK ¢ TenecHa Maca mox 1,7 Kg.

Jla He ce M3MoJI3Ba NPU CBPBXYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MU KbM HIKOU OT
ITOMOIITHATE BEIIECTBA.

6. CnenunaaHu npeaynpexieHus

CrnenmanHy npeanasHu Mepku 3a 6ezomnacHa ynoTpeda npu BUAOBETE KUBOTHHU, 3a KOUTO €
npeanasHayed BJIIL:

Ha ce n36srBa ynorpebara npH BCIKO I€XUAPATHPAHO, XUIIOBOJIEMHYHO MU XUIIOTEH3UBHO
XKHUBOTHO, ThH KaTO ChIIECTBYBA IIOTCHLHAJICH PUCK OT MOBHUILIEHA PEHAIHA TOKCUYHOCT.

Toszu BeTepuHapeH JeKapCTBEH MPOIYKT 3a KyueTa He TpsiOBa Jja ce M3I0JI3Ba IIPU KOTKH, Thil KaTo HE
€ MOAXOAAI] 3a ynmoTpeOa npu To3H BUJ KUBOTHU. [Ipr KOTKH TpsiOBa 1a ce u3non3sa Menokcukam 0,5
mg/ml mepopaiHa CycrieH3us 3a KOTKH.

CHe]_[I/IaJIHI/I npearnasiu MEpKu, KOUTO TDSI6BEI Ja B3E€MC JIMIICTO, ITpUJIaramnio BETCpUuHApHUA
JICKAPCTBCH IMPOAYKT HA )KUBOTHUTC.

To3u BeTeprHAPEH JICKAPCTBEH MPOJIYKT MOXKE JIa MPUYHHN PEaKIUK Ha CBPBXYYBCTBUTEIHOCT. X0Opa
C YCTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM HECTEPOHUIHHU poTHBOBB3nanmutenan cpenctea (HCIIBC)
HWJIN KbM HAKOU OT ITIOMOIITHUTE BCIIIECTBA TpH6Ba Ja I/1365[FB3T KOHTAKT C BETCPUHAPHUS JICKAPCTBCH
MPOAYKT.

Ciy4aifHOTO TOTIIBIIIAHEe, OCOOCHO OT JIeTa, MOKE Jla MPHYMHN HEONATONPUSITHN PEaKIIVH.
HewusnonsBanure 4acTu OT Ta0IeTKH TPIOBa 1a ObJaT MOCTAaBEHU 00OPAaTHO B OJIMCTEpa U KapTOHEHATa
OTIaKOBKa, U BHUMATEIHO JIa ce Ma3sT Aajied oT Aaena. [Ipu ciydaitHo morbLIane oT JeTe, He3abaBHO
Jla ce MOThPCH MEJUIMHCKY ChBET, KATO Ha JIEKaps Ce MPE0CTaBH JIMCTOBKATA WM €TUKETA Ha
MPOIYyKTA.

W3muBaiite pwlieTe cu ciies yrnorpeoa.

BpeMeHHOCT U JIaKTaIys:
be3onacHocTTa Ha BETEpHHAPHUS JICKAPCTBEH MPOAYKT HE € JJOKa3aHa M0 BpeMe Ha OPEMEHHOCT U
JIaKTaIus.

BzanMosieiicTBrE ¢ ApYTry BETEpUHAPHH JIEKAPCTBEHH NPOIYKTH U IPYTrU GOPMHU Ha B3aUMOJICHCTBHE:
Hpyru HCIIBC, anypeTuii, aHTUKOAryJaHnTH, aMUHOTIIMKO3UIHA aHTUOMOTUIIA U CyOCTaHIIUH C
rojsiMa CTEIEH Ha CBbp3BaHe Ha MPOTEHHUTE MOTaT J1a AOBEJAT IO CBbP3BaHe, a CI€A0BATEIHO H JI0
TOKCHYHU edekTh. To3u BeTepuHapeH JIeKapcTBEH NMPOAYKT He TPsAOBa Aa ce mpuiara eAHOBPEMEHHO
¢ npyru HCIIBC unu riitoKOKOpTUKOCTEPOUTH.

[IpenmecTBamo TpeTupaHe ¢ NPOTUBOBB3NAINTEIHN CPEACTBA MOXKE 1a IPUUUHU JOITBIHUTEIHN WIN
MOBULICHN HEOJIATONPHUATHU PeaKkyy, 1 CboOpa3Ho ¢ ToBa TPsiOBa J1a ce Cra3y Neproi, CBOOOAEH OT
MIPIJIaraHETO Ha TaKMBa BETEPHUHAPHU JIEKAPCTBEHU NPOAYKTH, HalH-MaJIKo 24 Jaca mpean 3arouBaHe
Ha siedenneTo. [Ipu nepuoaa, cBOOOIEH OT MeTMKaMeHTH, o0ade, TpA0Ba /1a ce B3eMart MpeIBU
(hapMaKOKMHETUYHHUTE CBOMCTBA HAa MPOILYKTUTE U3IION3BAHH MIPEIH TOBA.

IIpenosupane:
B cnyuait Ha ipego3upane TpsiOBa Ja ce 3aroYyHe CUMIITOMATHYHO JICYCHHUE.
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7 HebOnaronpusiTHu peakuuu

Kyuera:
Mmoro penxu 3ary6a na anertut’, anatus’
(mo-manko ot 1 Ha 10 000 [ospbmane’, auapus’, KpbB B H3NPAKHEHUATA?,
TPCTUPAHU KUBOTHH, BKIIIOIUTCIHO | xemoparnuna auapus’, xemaremesal, yinepanus Ha
M30JIUPAHH CHOOIICHNUS): cromaxal, yinepanys Ha THHKUTE YepBal, yiepanus Ha

ne6enoTo uepBot

Br0peuna HemocrarbyHOCT!

[ToBHILIEHY YEPHOAPOOHHU EH3UMU’

! Tesn peakumu ce ABABAT OOMKHOBEHO MPE3 ITHPBATA CEJIMHUIIA HA JIEYEHHE U B TIOBEYETO CITydau ca
TIPEXOIHA M U34€3BAT CIe/l MPUKITIOYBAHE HA JICYEHUETO, HO B MHOTO PEJIKH CIydan MOXKe 1a ObaaT
cepuo3HH MM (aTaHu. AKO Ce MOSBAT HEOIATONPUATHI PEAKIMH, JICIEHUETO TPAOBA 114 Ce
IPEYCTAHOBH U JIa CE TIOTHPCH ChBET OT BETEPMHAPEH JIEKap.

2 OKyNTHO.

Cro0maBaneTo Ha HEOIArOMPUATHH PeakluH € BakHO. ToBa MO3BOIsIBA HEMPEKHCHAT MOHUTOPHHT
Ha 0e30MacHOCTTa Ha MPOIyKTa. AKO 3a0eNeXuTe HIKaKBH HEOIaronprsiTHH PEaKIH, BKIFOUUTEITHO
" TaKWBa, KOUTO HE Ca OIMMCAaHU B Ta3u JIMCTOBKA WJIM MHUCIIMTE, Y€ BETCPHUHAPHUA JICKAPCTBCH
MPOIYKT HE AeHCTBa, CBbPKETE ce€ MBPBO ¢ Bamus BerepuHapeH Jekap. Mosere chIlo 1a
cboOIIaBaTe HEOIArONPHUATHY PEAKLUHU Ha IIPUTEXKATEIIS Ha Pa3peIICHUETO 3a ThProBUsL KaTo
M3I0JI3BaTe JaHHUTE 33 KOHTAKT B Kpasi Ha Ta3u JIMCTOBKA WM 4Ype3 Bamara HannoHanHa cucteMa 3a
choOInaBane: <{moapoOHOCTH 3a HaI[MOHAJHATA CUCTEMA }

8. I[OSI/IPOBKZI 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIO0KCHHUE

ITepopanHo npunoxeHue.

[IspBOHAvanHO ce npwiara exuHUYHa 032 oT 0,2 mg Menokcukam/kg TenecHa Maca rpes mbpBUs
JIEH.

Jleuenuero TpsiOBa J1a MPOBIDKU €AMH IBT AHEBHO Ype3 MEpOpaHO mpuiarate (Ha 24 4acoBH
WHTEpBaJN) Ha mojrbpxkama no3a ot 0,1 mg menokcukam/kg TenecHa maca.

BeTepHHapHI/ISIT JICKAPCTBCH MPOAYKT € apOMAaTHU3UPAH U MOKE a CC IIpujiara CbC UIIn 0e3 XpaHa.

Bcesika Tabnerka cpabpika 1,0, 2,5 unu 4,0 mg MEJIOKCHKaM, KOETO ChOTBETCTBA Ha JIHEBHATA
MOITbpKAIIA 1032 32 Kyde ¢ TenecHa Maca 10, 25 umm 40 kg.

Cxema Ha jfi03upaHe 3a nojabpkamara go3a ot 0,1 mg/kg (n1BoiiHa 103a MbPBUSI ICH):

Tesiecna maca Bpoii TadieTKN, KOUTO IIe ce MPHJI0KAT
(kg) 1 mg 2,5mg 4 mg Hlosa B mg/kg
1,7-3,2 Ya 0,15-0,1
3,3-50 Y 0,15-0,1
5,1-7,5 Ya 0,15-0,1
7,6-10,0 1 0,13-0,1
10,1-125 1Y 0,12-0,1
12,6-15,0 1% 0,12-0,1
15,1-20,0 2 0,13-0,1
9,0-12,5 Y 0,14-0,1
12,6-18,7 Ya 0,15-0,1
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18,8-25,0 1 0,13-0,1
25,1-31,2 1Y, 0,12-0,1
31,3-37,5 1% 0,12-0,1
37,6-50,0 2 0,13-0,1
15,0-20,0 Yo 0,13-0,1
20,1-30,0 Ya 0,15-0,1
30,1-40,0 1 0,13-0,1
40,1-50,0 1Y4 0,12-0,1
50,1-60,0 1% 0,12-0,1
60,1-80,0 2 0,13-0,1

Cnopen TenecHaTa Maca Ha Ky4eTO MOKE J1a c€ OOMHCIIN KOMOMHAIHS OT Pa3TMIHUTE KOJTHIECTBA
aKTHUBHO BEIIECTBO B TabieTkure 3a qpBueHe Meloxoral 3a kydera (1,0 mg, 2,5 mg u 4,0 mg).

Kimanden otroBop 0OMKHOBEHO ce HaOMronaBa B paMkutTe Ha 3-4 nau. Jledennero TpsOBa aa ce
MpeKpaTy Hai-KbCHO cien 10 mHu, ako JIMICBa SBHO KIMHUYHO MoI00peHwe.

9. CbBeTH 32 IPABUJIHOTO NPHJIATAHE HA MPOAYKTA

Besika TabnmeTka MOKe J1a ce pa3/Ie/id Ha TOJIOBHHKH WITH Y€TBBPTHHKHU 3@ TOYHO J03UpaHe, CIIope/
MHIUBH/yallHATa TeJICCHA Maca Ha JKUBOTHOTO.

IToctaBete TabieTKaTa BPXY paBHa MOBBPXHOCT, C 00bpHATA HATOPE CTpaHa C JCTUTEIHA JIUHUS, U
o0bpHATa KbM MMOBBPXHOCTTA U3ITbKHANA (3200JICHA) CTpaHa.
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[NonoBuHKYM TaONETKH: HATUCHETE C MAUTE CH BbPXY JIBETE CTPAaHH Ha TabJeTKaTa.
YeTBBPTUHKH: HATHCHETE C Tajiela CH B cpejara Ha TabieTkara.
10. KapenTHu cpoxoBe

He e npunoxumo.

11. CrnenuajaHu ycJI0BHUS 32 CbXpPaHeHue

Ha ce cbxpaHsiBa faned OT NorJieAa U Ha HEAOCTHITHH 32 JIela MeCTa.

Tosu BETCPUHAPCH JICKAPCTBCH MPOAYKT HE N3MCKBA HUKAKBH CIICIMAJIHU YCJIOBHUS 3a CbXPaHCHUC.
Jla He ce U3MoII3Ba TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT CJIE U3TUYAHE CPOKA Ha TOIHOCT,

[IOCOYEH BHPXY KapTOHEHAaTa OMaKoBKa u Onucrepa cies EXp. CpokbT Ha TOJHOCT OTroBaps Ha
MOCTIEHNA JIEH OT TO3U MECell.
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Cpok Ha TOOHOCT Ha pa3/eleHn TabJIeTKH cie/I MbPBOTO OTBAapsHE HAa MbPBUYHATA OMAKOBKa: 3 JTHU.
Bcuuky Hen3noa3BaHU YacTH OT Ta0JIeTKH TPIOBa Ja Ce BPBIAT B OTBOPEHUS OJIUCTEP M KApTOHEHA
OIIaKOBKa.

12. Crnenmnajnu npeanasHu MEPKH NPH YHULIOKABAHE

BerepunapuuTe jgexapcTBeHH MPOIYKTH HE TPAOBA 1a ObAAT N3XBBPIISTHH Upe3 OTIAaHU BOIH HITH
OWTOBHU OTHAIBIIH.

UznomnsBaiite mporpamu 3a BpbIlaHe PY YHUIIOKABAHETO HAa HEM3IOI3BaHN BETEpPUHAPHU
JIEKapCTBEHU MPOIYKTU WM OCTATHIM OT TSIX B CHOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH MPHIIOKUMU HAIIMOHAHU CUCTEMHU 3a chOupaHe. Te3u Mepku 11ie
ITOMOTHAT 3a OTIa3BaHE Ha OKOJIHATA Cpefa.

[NonuTaiite Bammst BeTepuHapeH jiekap win ¢papMaleBT Kak Jia YHHIIOKHUTE HEHYKHH BETEPHUHAPHU
JIEKapCTBEHU IPOAYKTH.
13. Kuacudpukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO II0 JICKApPCKO MMpEAIMCaHue.

14. Homepa Ha pa3pelnieHHETO 32 THProBUs H Pa3MepH ONMIAKOBKHU

Meloxoral 1,0 mg TabieTku 3a IbBUCHE 3a KydeTa:
EU/2/10/111/009 30 TabieTku

EU/2/10/111/010 50 tabnerkn

EU/2/10/111/011 100 Tabnerku

Meloxoral 2,5 mg tabieTku 3a IbBUCHE 32 KydeTa:
EU/2/10/111/012 30 TaGnerkn

EU/2/10/111/013 50 tabnerkn

EU/2/10/111/014 100 Tabnetku

Meloxoral 4,0 mg TabieTku 3a IbBUCHE 3a KydeTa:
EU/2/10/111/015 30 TaGnerkn

EU/2/10/111/016 50 tabnerku

EU/2/10/111/017 100 Tabnetku

Kapronena kytus ¢ 30, 50 win 100 tabneTku 3a IbBUYCHE.

He Bcuuku pa3Mepu Ha OnakOBKaTa MOrar ja ObJaT MpejjiaraHy Ha masapa.

15. laTa Ha moc/ieHATA peJaKLMsA HA TeKCTa
{MM/TTTT}

IMoapoOHa uHbopMaIKs 3a TO3M BETCPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0azata
nannau Ha Chro3a oTHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).
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16. laHHH 3a Bpb3Ka

HDI/ITC)KaTCJ'I Ha paspClICHUCTO 3a ThProBUsd U AaHHU 34 BPH3Ka 3a C’bO6IIIaBaHC Ha npearojgaracMmn
HebIar OIIPUATHU PCAKIINU:

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

Hunepnannust

Ten.: +31 348 563434

IIpousBoauTes, OTrOBapsIILl 32 OCBOOOKIABAHETO HA HAPTHIIN,
Genera d.d.

Svetonedeljska cesta 2

Kalinovica

10436 Rakov Potok

XbpBatus
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