MNPHJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Loxicom /JToxcuxom/ 0,5 mg/ml nepopaiHa cycrieH3us 3a Ky4yeta

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
Bcexu ml cpappika:

AKTHBHA cy0CTaHIUA:
Meloxicam 0,5 mg

ExcuunuenTn:
Harpues 6enzoar 1,5mg

3a MBJIHUSA CIOUCHK HA CKCIOUIIMCHTUTEC, BUXK T. 6.1.

3. GOAPMAIEBTUYHA ®OPMA

CycrieH3us 3a nepopajiHO NPUIIOKEHHE.
brenoxpara cycneH3us.

4, KIMHUYHU JAHHHA

41 Bujose ;KkuBOTHH, 32 KOMTO ¢ npexHasHayed BMII

Kyuera.

4.2 TepaneBTHYHYN OKA3aHUS, ONIPeAeIeHH 32 OTAEeJHUTE BUJ0BE )KUBOTHU

3a obiexuaBaHe Ha Bb3MajIeHUE W OOJIKA MPH OCTPH U XPOHUYHHM MYCKYJTHO-CKEJIETHH CMYIIEHUS IPU
Kyuera.

4.3 IIpoTuBomoka3zanus

Jla He ce m3Mo3Ba py OPEMEHHN WIIH JTAKTHPAIIH )KHBOTHH.

[a He ce u3mon3Ba MpH KydeTa, CTpajalid OT CTOMAITHO-UYPEBHHU PA3CTPOMCTBA, KATO BH3MAICHUS U
KPBBOM3JIUBYA, TPHU HYEPHOAPOOHA, ChpJEYHA WIM OBOpEYHAa HEJAOCTATHYHOCT M XEMOPAruYHH
CMYIIEHUS.

Jla He ce W3MON3Ba MPU CBPHXUYBCTBUTEIHOCT KBbM aKTHBHATa CyOCTaHIMSI WJIM KbM HSKOW OT
E€KCIIUITHEHTHTE.

[a He ce u3nomn3Ba nmpu Kydera rmoj 6 ceAMIUIHA Bh3PacT.

4.4 CneuuaJHu mpeana3Hu MePKH 3a BCeKU BHU]I (KMBOTHH, 32 KOUTO e npeaHasnayen BMII
Hama.

4.5 CrnenuajHu npeana3Hyu MepKH MpH ynorpeoda

CHC]_II/Ia.]'IHI/I Opeanas’ii MCPKH 34 ) KUBOTHUTEC MTPHU VHOTDe6aTa Ha IpOAYKTa

[Ipu mosiBa Ha HEOJATONMPHUATHU PEAKIIMHU, JICYCHUETO CjIe/Ba Ja ObJIe NPEKPaTeHO U JIa Ce MOThPCH
CBHBET OT BETEPUHAPEH JIEKap.



N36srBaiiTe mpunaraHeTo Npy AeXUAPATHPAHH, XUITOBOJIEMIYHHU U XUIIOTCH3UBHY KUBOTHH, THI KaTo
¥Ma TIOTEHITMAJIEH PUCK OT ObOpeYHAa WHTOKCHKAIIHSL.

To3u mpoayKT 3a KydeTa He TpsOBa Jla Cce M3IMOJI3BA NMPU KOTKHU TOPaay Pa3iudHUTE JO3UPOBHYHU
ycrpoiictsa. [Ipu koTkE TpsiOBa 1a ce u3monsBa Jlokcukom 0,5 mg/ml mepopasHa cycreHsus 3a KOTKH.

CHeHI/IaIIHI/I OpearnasHy MCPKHM 3a JIMIaTa, NOpujiaramy BETCPUHAPHOMCAMIIMHCKHA MNPOAYKT HaA
KHUBOTHHUTC

Xopa ¢ yCTaHOBEHa CBPBHXUYBCTBUTEIHOCT KbM HECTEPOUJIHUTE MPOTUBOBBIMAIUTEIHU CPEACTBA
(HCIIBC) TpsibBa 1a M305TBaT KOHTAKT C BETCPUHAPHOMETUITMHCKUS MTPOYKT.

[Ipu cmydaitHo moribiane, He3a0aBHO Ja C€ MOTHPCH MEIWIIMHCKA CHBET, KaTo Ha JIeKaps ce
MPEAOCTAaBU JTUCTOBKATA WM €TUKETA HA IPOYKTA.

To3u MPOIYKT MOXKeE Jla IPUYHMHY Apa3HeHe Ha ounTe. [Ipy KOHTAKT ¢ ounTe He3a0aBHO M CTApaTeIHO
T'Y IPOMUITE C BOJA.

4.6 HeOnaronpusATHU peakuuy (4€CTOTA U BAXKHOCT)

Nwma nabmronaBaHu coydyal Ha TUIUYHU HeOmaronpusTHU peakuuu rnpu nprmiarade Ha HCIIBC karo
3ary0a Ha afeTuT, MOBPBIIAHE, TUApUM, OKYJITHAa KpbB BbB (ekanmuure, anarus U ObOpeuHa
HEJIOCTaThbYHOCT. B MHOro penkm ciaydam ce cbhoOlaBa XeMOparmyHa JIUapus, XeMmaTeMesa,
racTpOMHTECTHHAIHA yJIIepalys U MIOBUILIEHN YEPHOIPOOHU EH3UMH.

Te3u HeOMAronpUATHU PEaKLUUH e MOABABAT OOMKHOBEHO MPE3 IbpBaTa CeAMHLA HA JIEICHUETO, CIIE]
KOETO OTUIYMSBAT U M34e3BaT MPH NMPEKpaTsBaHe Ha TPETUPAHETO, HO B MHOTO PEIKM CIIy4au Morat aa
ObIIaT cepro3HU WIH (aTaITHU.

AKO ce MosBAT HEONMaronpusATHU PeakLuH, JEUYCHUETO TPsOBa a ce MPEeyCTaHOBH M Ja C€ MOTHPCH
CBBET OT BETEPUHAPEH JIeKap.

YecroraTa Ha HEOIATOMPUATHUTE PEAKIMU CE ONIPENEIIs Ype3 cleqHaTa Kiacu(pukaus:

- MHOro uectu (rmoseue oT | Ha 10 TpeTupaHu >KUBOTHH, NPOSIBSIBALLYM HEOIArONPUATHH PEAKLIH )

- yectr (oBeye oT 1, HO mo-manko ot 10 xxuBoTHM Ha 100 TpeTHpaH KUBOTHN)

- He 4yecTH (moBede ot 1, Ho mo-Manko oT 10 xuBoTHHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaxu (moseue ot 1, HO mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peaku (mo-mainko ot 1 xuBotHO Ha 10,000 TpeTupaHW KUBOTHH, BKIIOYHTEIHO MU30JIUPAHU
CHOOIIECHU).

4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH siilleHOCeHe

Be3omnacHocTTa Ha BETEPUHAPHOMEIMIIMHCKUS MPOJAYKT HE € JIOKa3aHa 0 BpeMe Ha OpPEMEHHOCT U
nmakTanys (BK T. 4.3).

4.8 BzaumopeiicTBHEe C JPYrd BeTepPUHAPHOMEAWIMHCKH TPOAYKTH W Jpyrd ¢opmMu Ha
B3auMoeicTBHE

Uznonzsanero ¢ apyru HCIIBC, nuyperuiy, aHTHKOAryJlaHTH, aHTHOMOTHIM OT Tpymnara Ha
aMMHOIVIMKO3UIUTE U BELIECTBA C BUCOKA CTEIIEH HA CBBP3BaHE C IIPOTEMHUTE MOXKE Ja JIOBEIE IO
KOHKYPEHTO CBBP3BaHE U 10 TO3W HAYMH JIa NPEAU3BHKA TOKCHUHH edekTu. JIokcukom He TpsiOBa na
ce npuara 3aeHo ¢ Apyru HCIIBC nnu rirokoOKOpTUKOCTEPOUIH.

[Ipenxoxmamnio JyieueHre ¢ MPOTUBOBB3MAIUTEIHNA CPEACTBA MOXKE JIa JIOBEAE 10 JOIMBIHUTECITHN WU
MO-OCTPU HEOJIATONIPUSITHU PEaKIUU U TIOPaIy TOBA MEXAy MPUIAraHeTO Ha ropHUTE U JIOKCUKOM €
HeoOXoamM Tmepuona oT Hai-manko 24 dwaca. To3m mepuwox cieaBa nma Obae CboOpa3eH W C
(hapMaKoJIOTHYHUTE CBOMCTBA HA TPEIXOAHUS IPOAYKT.

4.9 Jlo3a ¥ HAYMH HA NPHJIOKEHHe



3a mepoparHo MPHUITIOKECHHUE.

JleueHneTO ClIe/IBA J1a 3aM04HE ¢ efHoKpaTHa f03a ot 0,2 mg menokcukam/Kg Temecna maca (4 mi/10 kg
TeJecHa Maca) Ipe3 MbPBUA JE€H W Ja NPOXBIDKM ¢ moambpskama go3a or 0,1 mg memoxcuxam/Kg
tenecHa mMaca (2 ml/10 kg Termecna maca) mepopaliHo enuH BT Ha IeH (Ha HHTEpBaa OT 24 vaca)

[Ipu mo-IpOABIDKUTENHO JIeYeHUe, CIIel YCTAaHOBABaHE HA KIMHWYHUS edeKT (ciem okojio 4 maHwm),
J103aTa MOXe Jia ObJie peryJimpana 10 Hali-HucKaTa e(peKTHBHA WHIMBH/yaTHA TI0 HAYHH, Y€ CTCIICHTa
Ha 0OJIKa U BB3MAJICHUE BBHB BPB3Ka C XPOHUYHUTE MYCKYJIHO-CKEJICTHU CMYIICHHS Jia Bapupa BHB
BPEMETO.

Crnienma HO BHUMaHHKE CIIe/IBa J1a ce OTAEH Ha MPELU3HOCTTa Ha J]03aTa.

Cycnensusra Moxe Ja ObJie MPUIOKEHA Upe3 €/IHA OT JABETC MEPUTEITHU CIIPUHIIOBKH KbM OTIAaKOBKATa.
CHpHHIIOBKUTE Ce 3aKpemnBaT 3a (IakoHA M MMaT ckaja B KJ TenecHa maca, KOSTO ChOTBETCTBA Ha
moameprkamara gosa (0,1 mg memokcukam/Kg TenecHa maca). Ilpes mbpBuUs IEH ce MprJIara JIBOMHA
nojbpkama no3a. Karo anrepHatuBa JedeHHETO Moke aa 3amouHe ¢ Jlokcukom 5 mg/ml
WHXCKI[UOHEH Pa3TBOP.

KnanyausT eeKT HOpMAIHO ce BUK/a B pakuTe Ha 3-4 nuu. JleueHuero cnenBa qa ObJe IPEKpaTeHO
Hal-KbCcHO ciie 10 qHm, B citydaid, ue He ce HaOJIro1aBa mojo0peHue.

CbBeT 32 NIPAaBUJIHO NPUJIOKEHHE
3a nepopaHo MPUIIOKEHHE Ype3 XpaHaTa MM TUPEKTHO B ycTara.

Paskmnarere mobpe npenu ymorpeda.

Jla ce n30sTBa KOHTAMHHAIKMS 10 BpEMe Ha IpUJIaraHe.

410 IIpeno3upane (CHMITOMHU, CIIEIIH MEPKHU, AaHTHI0TH), AKO € HE0OX0TUMO
B cnyuaii Ha npefo3upane J1a ce MPUIIOKH JedeHUe, Cb0OPa3eHO ChC CUMIITOMMUTE.

4.11 KapeHTeH cpok

He e npuiioxxumo.

5. OAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHyHa rpyna: [IpOTHBOBB3MAIMTENHM M NPOTHBOPEBMATHYHHM  MPOLYKTH,
HecTepouIHU (OKCHKaMH).

Berepunapnomenummacku Anatomo-Tepanesruuer Kox: QMO1ACO06
5.1 dapmakoaMHAMMYHH CBOIiCTBA

Meloxicam e nectrepounHo mportuBopb3nanutento cpeacrso (HCIIBC) ot kiaca Ha OKCHKaMmure,
KOETO JeHCTBA uYpe3 MHXMOMpaHe HA CHHTE3a Ha MPOCTAraHAMHM M IO TO3W HAYMH MNpPOSIBSBA
MPOTUBOBB3MAINTEIICH, AaHAJITeTHYCeH, AHTHEKCYJAaTHBEH U aHTUnuperndeH edekt. Pemymmpa
MHQUITPUPAHETO Ha JICBKOLMTUTE BBHB BB3MAICHUTE ThKaHU. B mo-Malika CTENeH, ChIIO Taka,
MHXHOMpa KOJAreHHO HHAYIHUPAHOTO TPOMOOIMTHO cTpymBane. M3cnmemsanust in Vitro u in vivo
mokasBar, ue Meloxicam wnHxubupa mmkmookcurenasa-2 (COX-2) B mo-roasiMa CTENeH OT
ukiookcurenasa-1 (COX-1).

5.2 dapMaKkOKHHETHYHHU 0COOEHOCTH

Pe3opOuus



Meloxicam ce pe3copOupa HAIBJIHO TPH TMEPOPATHO NPUIOKECHHE M MAKCHMAIHH IUIA3MEHH
KOHIICHTPAIMH CEe JOCTHTraT ciie npubnusutento 4.5 yaca. Korato mpoayKThT € MPUI0KEH ChITIACHO
MpeMopbhUYaHNUTE TO3H, CTAOWITHA TIOCTOSHHA IIa3MeHa KOHIeHTpanus Ha meloxicam ce goctura Ha
BTOPHSI JICH OT JICYCHUETO.

Pasnpenenenue
Hannie e nuueitHa Bpb3Ka MEXIy HPWIOKEHATa 033 M IUIa3MEeHaTa KOHIEHTpAalHs B PAMKUTE Ha

nuanasona Ha posupane. [Ipubmusurento 97 % ot meloxicam ce cBbp3Ba ¢ ITa3MEHUTE MPOTCHHH.
Oo6embT Ha pasnpeneneuue ¢ 0,3 L/Kg.

MeTaboau3sM

Meloxicam ce oTkprBa OCHOBHO B KphBHATA IJ1a3Ma U € CHIII0 OCHOBEH MPOAYKT OTACISH OT JKIbUYKATA,
JIOKAaTO ypHUHATA ChABPXKA caMo ciean ot Hero. Meloxicam ce metabomnusupa 10 alnKoXoJ, KHCETHMHEH
JICpUBaT M J0 HIKOJIKO IIOJAPHH MeTaboauTa. YCTaHOBEHO €, Y€ BCHYKH METa0OIUTH ca
(hapMaKoJOrMuYHO HEAKTUBHHU.

EnuMunupane
Meloxicam ce enumuHEpa ¢ TOMY)UBOT OT 24 yaca. Okoso 75 % OT MpHIIoKEeHAaTa 103a Ce STMMHHHIPA

4ype3 ekanunTe, a ocTaThbka — Upe3 ypHHaTa.

6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 Cnucbk Ha eKCHUIINEHTHTE

Hatpues 6enzoat

I'muuepon

IToBunon K30

Kcanranosa ryma

HunatpueB gocdar guxuapat

Hatpues nquxuaporendocdar quxuapar
Cyxa TMMOHEHa KHCEINHA

Emyiicust cMMETHKOH

Huctunupana Bozia

6.2 OCHOBHH HECHBMECTHMOCTH

[Ipu nurnca Ha AaHHU 32 CHBMECTHUMOCT, TO3H BETEPHHAPHOMEIULIMHCKH POAYKT HE TpsAOBa aa Oble
CMECBAaH C APYI'Y BETEPUHAPHOMEIULIUHCKY IPOLYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHHs BeTepUHAPHOMEINIIMHCKY POAYKT: 18 Mecena.
Cpox Ha TOAHOCT CJIeZl IbPBO OTBapsiHE Ha IbPBUYHATA OMAKOBKA: 6 Mecera.

6.4. CnenmaJiHu ycJI0BHS 32 CbXpPaHeHHE HA MPOIYKTA

To3u BeTepMHAPHOMEIUIIMHCKY TPOJYKT HE M3UCKBA HUKAKBH CIEIMATHU YCIOBHS 32 ChbXpaHEHHE.
6.5 BuauchbcTaB HAa MBPBUYHATA ONMAKOBKA

BerepuHapHUAT NIeKapCTBEH MPOJYKT ce mpejyiara B OyTHiku ¢ BUHT oT 15 ml u 30 ml monuerwiexn

tepedranatr ¢ HDPE/LDPE kanauku, ocurypeHu NpoTHB OTBapsiHe OT gena. KbMm Beeku (iakoH uMa
JIBE TIOJIMETUIICHOBH/TIOJIMIPOITMIICHOBH MEPHUTENHM crpuHIoBkH — 1 ml u 5 ml — 3a ocurypsiBane



Hpenr3Ha JO3UPOBKa MPH MaJKU M rojJieMH KydeTa. Beska cnprHIOBKa € opa3MepeHa B Kg TenmecHa
maca — 1 ml cnpunnoska — ot 0,25 kg o 5,0 kg, 5 ml cnipunnoBka — ot 1 kg mo 25 kg.

He Bcuuku pa3Mepu Ha orakoBKaTa MOrar Jia ObJaT MpeiaraHy Ha ra3apa.

6.6 CnenuajHH MepKH 32 YHULI0KaBaHe HA HEM3MOJI3BaH NMPOAYKT WIH OCTATHIH OT HEro
Bcexn Hem3mon3BaH BeTEPHHAPHOMEIMIIMHCKH TPOAYKT WIIM OCTATBHLIM OT HEro TpsAOBa ma Obaar
YHUILOKEHH! B ChOTBETCTBHE C M3MCKBAaHHUATA HA MECTHOTO 3aKOHOJATEIICTBO.

7. MMPUTEXXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. HOMEPA HA JIMINEH3A 3A YIIOTPEBA

EU/2/08/090/001

EU/2/08/090/002

9. JATA HA IbPBOTO MH3JABAHE/IIOAHOBSIBAHE HA JIMIEH3A 3A
YIIOTPEBA

Jlata Ha TEPBOTO W3/1aBaHe Ha JTHUIIEH3 3a ynorpeba: 10/02/2009

JlaTa Ha TOCJIETHOTO MOJHOBSIBAHE HA JIMIICH3 3a yroTpeda: 23/01/2019

10. JATA HA NOCJEJHATA PEJAKLUS HA TEKCTA

[HonpoOHa nH(pOpManHs 3a TO3H MPOIYKT MOXKE J]a HAMEPUTE HAa MHTEPHET CTpaHuIaTa Ha EBponeiickara
Arennus o Jlekapcrsata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHAB/ISBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


http://www.ema.europa.eu/

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Loxicom /JToxcuxom/ 1,5 mg/ml nepopainHa cycrensus 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
Bcexu ml cpappika:

AKTHBHA cy0CTaHIUA:
Meloxicam 1,5mg

ExcuunuenTn:
Harpues 6enzoar 1,5mg

3a MBJIHUSA CIOUCHK HA CKCIOUIIMCHTUTEC, BUXK T. 6.1.

3. GOAPMAIEBTUYHA ®OPMA

CycrieH3us 3a nepopajiHO NPUIIOKEHHE.
brenoxpara cycneH3us.

4, KIMHUYHU JAHHHA

41 Bujose ;KkuBOTHH, 32 KOMTO ¢ npexHasHayed BMII

Kyuera.

4.2 TepaneBTHYHYN OKA3aHUS, ONIPeAeIeHH 32 OTAEeJHUTE BUJ0BE )KUBOTHU

3a obsexuaBaHe Ha Bb3MajeHUe W OOJIKa IIPH OCTPH U XPOHHMYHH MYCKYJTHO-CKEJIETHH CMYIIEHUS IPU
KydeTa.

4.3 IIpoTuBomoka3zanus

Jla He ce m3Mo3Ba Ipy OPEMEHHN WIIH JTAKTHUPAIIH KHUBOTHH.

[a He ce u3mon3Ba MpH KydeTa, CTpajalid OT CTOMAITHO-UYPEBHHU PA3CTPOMCTBA, KATO BH3MAICHUS U
KPBBOM3JIUBU, TPH  YEPHOAPOOHA, ChpAeYHA WM OBOpPeYHA HEMIOCTATHUYHOCT M XEMOPAruyHH
CMYIIEHUS.

Jla He ce W3MON3Ba MPU CBPHXUYBCTBUTEIHOCT KBbM aKTHBHATa CyOCTaHIMSI WJIM KbM HSKOW OT
E€KCIIUITHEHTHTE.

[a He ce u3nomn3Ba nmpu Kydera rmoj 6 ceAMIUIHA Bh3PacT.

4.4 CneuuaJHu mpeana3Hu MePKH 3a BCeKU BHU]I (KMBOTHH, 32 KOUTO e npeaHasnayen BMII
Hama.

4.5 CrnenuajHu npeana3Hyu MepKH MpH ynorpeoda

CHC]_II/Ia.]'IHI/I Opeanas’ii MCPKH 34 ) KUBOTHUTEC MTPHU VHOTDe6aTa Ha IpOAYKTa

[Ipu mosiBa Ha HEOJATONMPHUATHU PEAKIIMHU, JICYCHUETO CjIe/Ba Ja ObJIe NPEKPaTeHO U JIa Ce MOThPCH
CBHBET OT BETEPUHAPEH JIEKap.



N36srBaiiTe mpunaraHeTo Npy AeXUAPATHPAHH, XUITOBOJIEMIYHHU U XUIIOTCH3UBHY KUBOTHH, THI KaTo
¥Ma TIOTEHITMAJIEH PUCK OT ObOpeYHAa WHTOKCHKAIIHSL.

To3u mpoayKT 3a KydeTa He TpsOBa Jla Cce M3IMOJI3BA NMPU KOTKHU TOPaay Pa3iudHUTE JO3UPOBHYHU
ycrpoiictsa. [Ipu koTkE TpsiOBa 1a ce u3monsBa Jlokcukom 0,5 mg/ml mepopasHa cycreHsus 3a KOTKH.

CHeHI/IaIIHI/I OpearnasHy MCPKHM 3a JIMIaTa, NOpujiaramy BETCPUHAPHOMCAMIIMHCKHA MNPOAYKT HaA
KHUBOTHHUTC

Xopa ¢ yCTaHOBEHa CBPBHXUYBCTBUTEIHOCT KbM HECTEPOUJIHUTE MPOTUBOBBIMAIUTEIHU CPEACTBA
(HCIIBC) TpsibBa 1a M305TBaT KOHTAKT C BETCPUHAPHOMETUITMHCKUS MTPOYKT.

[Ipu cmydaitHo moribiane, He3a0aBHO Ja C€ MOTHPCH MEIWIIMHCKA CHBET, KaTo Ha JIeKaps ce
MPEAOCTAaBU JTUCTOBKATA WM €TUKETA HA IPOYKTA.

To3u MPOIYKT MOXKeE Jla IPUYHMHY Apa3HeHe Ha ounTe. [Ipy KOHTAKT ¢ ounTe He3a0aBHO M CTApaTeIHO
T'Y IPOMUITE C BOJA.

4.6 HeOnaronpusATHU peakuuy (4€CTOTA U BAXKHOCT)

Nwma nabmronaBaHu coydyal Ha TUIUYHU HeOmaronpusaTHy peakuuu npu npunarane va HCIIBC karo
3ary0a Ha afeTuT, MOBPBIIAHE, TUApUM, OKYJITHAa KpbB BbB (ekanmuure, anarus U ObOpeuHa
HEJIOCTaThbYHOCT. B MHOro penkm ciaydam ce cbhoOlaBa XeMOparmyHa JIUapus, XeMmaTeMesa,
racTpOMHTECTHHAIHA yJIIepalys U MIOBUILIEHN YEPHOIPOOHU EH3UMH.

Te3u HeOMAronpUATHU PEaKLUUH e MOABABAT OOMKHOBEHO MPE3 IbpBaTa CeAMHLA HA JIEICHUETO, CIIE]
KOETO OTUIYMSBAT U M34e3BaT MPH MPEeKpaTsBaHe Ha TPETUPAHETO, HO B MHOTO PEJIKM CIIy4aud Morat aa
ObIIaT cepro3HU WIH (aTaITHU.

AKO ce MosBAT HEONMaronpusATHU PeakLuH, JEUYCHUETO TPsOBa a ce MPEeyCTaHOBH M Ja C€ MOTHPCH
CBBET OT BETEPUHAPEH JIeKap.

YecroraTa Ha HEOIATOMPUATHUTE PEAKIMU CE ONIPENEIIs Ype3 cleqHaTa Kiacu(pukaus:

- MHOro 4ect (moseue oT | Ha 10 TpeTupaHu >KUBOTHH, NPOSIBSIBALIM HEOIAroNpUATHAN PEAKLIIH)

- yectr (oBeye oT 1, HO mo-manko ot 10 xxuBoTHM Ha 100 TpeTHpaH KUBOTHN)

- He 4yecTH (moBede ot 1, Ho mo-Manko oT 10 xuBoTHHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaxu (moseue ot 1, HO mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peaku (mo-mainko ot 1 xuBotHO Ha 10,000 TpeTupaHW KUBOTHH, BKIIOYHTEIHO MU30JIUPAHU
CHOOIIECHU).

4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH siilleHOCeHe

BesonacHoCTTa Ha BETEPUHAPHOMEIUIIMHCKHS POAYKT HE € JIOKa3aHa 10 BpeMe Ha OpEMEHHOCT M
nakTanus (B T. 4.3).

4.8 BzaumopeiicTBHEe C JPYrd BeTepPUHAPHOMEAWIMHCKH TPOAYKTH W Jpyrd ¢opmMu Ha
B3auMoeicTBHE

Uznonzsanero ¢ apyru HCIIBC, nuyperuiy, aHTHKOAryJlaHTH, aHTHOMOTHIM OT Tpymnara Ha
aMMHOIVIMKO3UIUTE U BELIECTBA C BUCOKA CTEIIEH HA CBBP3BaHE C IIPOTEMHUTE MOXKE Ja JIOBEIE IO
KOHKYPEHTO CBBP3BaHE U 10 TO3W HAYMH JIa NPEAU3BHKA TOKCHUHH edekTu. JIokcukom He TpsiOBa na
ce npuara 3aeHo ¢ Apyru HCIIBC nnu rirokoOKOpTUKOCTEPOUIH.

[Ipenxoxmamnio JyieueHre ¢ MPOTUBOBB3MAIUTEIHNA CPEACTBA MOXKE JIa JIOBEAE 10 JOIMBIHUTECITHN WU
MO-OCTPU HEOJIATONIPUSITHU PEaKIUU U TIOPaIy TOBA MEXAy MPUIAraHeTO Ha ropHUTE U JIOKCUKOM €
HeoOXoamM Tmepuona oT Hai-manko 24 dwaca. To3m mepuwox cieaBa nma Obae CboOpa3eH W C
(hapMaKoJIOTHYHUTE CBOMCTBA HA TPEIXOAHUS IPOAYKT.

4.9 Jlo3a ¥ HAYMH HA NPHJIOKEHHe



3a mepoparHo MPHUITIOKECHHUE.

Jleuennero cnenBa Ja 3amoyHe ¢ eAHOKpatHa no3a or 0,2 Mg wmenokcukam/Kg TenecHa maca
(1,33 ml/10 kg Tenecna maca) mpe3 WBPBUS JICH M Ja TNPOABIKH C MOAAbpxkama no3a ot 0,1 mg
menokcukam/kKg tenecua maca (0,667 ml/10 kg Tenmecma maca) mepopanHo emIdH BT Ha OeH (HA
HHTEpBaJI OT 24 Jaca)

[Ipu mo-IpOABIDKUTENHO JIeYeHUe, CIIel YCTAaHOBABaHE HA KIMHWYHUS edeKT (ciem okojio 4 maHwm),
J103aTa MOXe Jia ObJie peryJimpana 10 Hali-HucKaTa e(peKTHBHA WHIMBH/yaTHA TI0 HAYHH, Y€ CTCIICHTa
Ha 0OJIKa U BB3MAJICHUE BBHB BPB3Ka C XPOHUYHUTE MYCKYJIHO-CKEJICTHU CMYIICHHS Jia Bapupa BHB
BPEMETO.

Crnienma HO BHUMaHHKE CIIe/IBa J1a ce OTAEH Ha MPELU3HOCTTa Ha J]03aTa.

Cycnensusra Moxe Ja ObJie MPUIOKEHA Upe3 €/IHA OT JABETC MEPUTEITHU CIIPUHIIOBKH KbM OTIAaKOBKATa.
CHpHHIIOBKUTE Ce 3aKpemnBaT 3a (IakoHA M MMaT ckaja B KJ TenecHa maca, KOSTO ChOTBETCTBA Ha
moamepakamara go3a (0,1 mg memoxcukam/Kg termecua maca). Ilpe3 mbpBHUS JeH ce MpuiaTa IBOMHA
nojbpkama no3a. Karo anrepHatuBa JedeHHETO Moke aa 3amouHe ¢ Jlokcukom 5 mg/ml
WHXCKI[UOHEH Pa3TBOP.

KnanyausT eeKT HOpMAIHO ce BUK/a B pakuTe Ha 3-4 nuu. JleueHuero cnenBa qa ObJe IPEKpaTeHO
Hal-KbCcHO ciie 10 qHm, B citydaid, ue He ce HaOJIro1aBa mojo0peHue.

CbBeT 32 NIPAaBUJIHO NPUJIOKEHHE
3a nepopaHo MPUIIOKEHHE Ype3 XpaHaTa MM TUPEKTHO B ycTara.

Paskmnarere mobpe npenu ymorpeda.

Jla ce n30srBa KOHTAMHHAIKS 10 BpeMe Ha MpUJIaraHe.

410 IIpeno3upane (CHMITOMHU, CIIEIIH MEPKHU, AaHTHI0TH), AKO € HE0OX0TUMO
B cnyuaii Ha npefo3upane J1a ce MPUIIOKH JedeHUe, Cb0OPa3eHO ChC CUMIITOMMUTE.

4.11 KapeHTeH cpok

He e npuitoxxumo.

5. OAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHyHa rpyna: [IpOTHBOBB3MAIMTENHM M NPOTHBOPEBMATHYHHM  MPOLYKTH,
HecTepouIHU (OKCHKaMH).

Berepunapnomenummacku Anatomo-Tepanesruuer Kox: QMO1ACO06
5.1 dapmakoaMHAMMYHH CBOIiCTBA

Meloxicam e nectrepounHo mportuBopb3nanutento cpeacrso (HCIIBC) ot kiaca Ha OKCHKaMmure,
KOETO JeHCTBA uYpe3 MHXMOMpaHe HA CHHTE3a Ha MPOCTAraHAMHM M IO TO3W HAYMH MNpPOSIBSBA
MPOTUBOBB3MAINTEIICH, AaHAJITeTHYCeH, AHTHEKCYJAaTHBEH U aHTUnuperndeH edekt. Pemymmpa
MHQUITPUPAHETO Ha JICBKOLMTUTE BBHB BB3MAICHUTE ThKaHU. B mo-Malika CTENeH, ChIIO Taka,
MHXHOMpa KOJAreHHO HHAYIHUPAHOTO TPOMOOIMTHO cTpymBane. M3cnmemsanust in Vitro u in vivo
mokasBar, ue Meloxicam wnHxubupa mmkmookcurenasa-2 (COX-2) B mo-roasiMa CTENeH OT
ukiookcurenasa-1 (COX-1).

5.2 dapMaKkOKHHETHYHHU 0COOEHOCTH

Pe3opOuus



Meloxicam ce pe3opOupa HaAmbBJIHO MNPH TEPOPATHO NPUIOKEHHE H MAKCHUMAIHU IUIa3MEHH
KOHIISHTPAIUH € JOCTHUTAT clie] mpuoau3nuTenHo 4.5 yaca. Korato mpoJayKThT € MPHIIOKEH ChIIIACHO
MpeMopbhUYaHNUTE TO3H, CTAOWITHA TIOCTOSHHA IIa3MeHa KOHIeHTpanus Ha meloxicam ce goctura Ha
BTOpUS JCH OT JICUECHUETO.

Pasnpenenenue
Hanmme e nuHeitHa Bpb3Ka MeXIy NPWIOKEHATa 7033 M IUIA3MEHAaTa KOHIICHTPAlWsS B PaMKUTE Ha

nuanasona Ha posupane. [Ipubmusurento 97 % ot meloxicam ce cBbp3Ba ¢ ITa3MEHUTE MPOTCHHH.
Oo6embT Ha pasnpeneneuue ¢ 0,3 L/Kg.

MeTaboau3sM

Meloxicam ce oTkprBa OCHOBHO B KphBHATA IJ1a3Ma U € CHIII0 OCHOBEH MPOAYKT OTACISH OT JKIbUYKATA,
JIOKAaTO ypHUHATA ChABPXKA caMo ciean ot Hero. Meloxicam ce metabomnusupa 10 alnKoXoJ, KHCETHMHEH
JICpUBaT M J0 HIKOJIKO IIOJAPHH MeTaboauTa. YCTaHOBEHO €, Y€ BCHYKH METa0OIUTH ca
(hapMaKoJOrMuYHO HEAKTUBHHU.

EnuMunupane
Meloxicam ce enumuHEpa ¢ TOMY)UBOT OT 24 yaca. Okoso 75 % OT MpHIIoKEeHAaTa 103a Ce STMMHHHIPA

ype3 peKalnuTe, a OcTaThbka — Ype3 ypuHara.
6. OPAPMALIEBTUYHU OCOBEHOCTH
6.1 Chnucbk Ha eKCUMIIHEHTUTE
Hatpues 6enzoat

I'muuepon

IToBunon K30

Kcanranosa ryma

HunatpueB gocdar guxuapat

Hatpues nquxuaporendocdar quxuapar
Cyxa TMMOHEHa KHCEINHA

Emyiicust cMMETHKOH

Huctunupana Bozia

6.2 OCHOBHH HECHBMECTHMOCTH

[Ipu nurnca Ha AaHHU 32 CHBMECTHUMOCT, TO3H BETEPHHAPHOMEIULIMHCKH POAYKT HE TpsAOBa aa Oble
CMECBAaH C APYI'Y BETEPUHAPHOMEIULIUHCKY IPOLYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHHs BeTepUHAPHOMEINIIMHCKY POAYKT: 18 Mecena.
Cpox Ha TOAHOCT CJIeZl IbPBO OTBapsiHE Ha IbPBUYHATA OMAKOBKA: 6 Mecera.

6.4. CnenmajHu ycJa0BHS 32 ChbXpaHeHHe HA MPOAYKTA

To3u BeTeprHHAPHOMETUIIMHCKHY TIPOAYKT HE N3MCKBA HUKAKBH CIICLUAIHU YCIOBUS 338 ChbXPaHEHUE.
6.5 BuauchbcTaB HAa MBPBUYHATA ONMAKOBKA

IMonuernen tepedranmaropu Oytunku ot 10 ml, 32 ml, 100 ml, 2 x 100 ml u 200 ml ¢ BuHT u

HDPE/LDPE kamauku, OCHTypeHH NpPOTHB OTBapsiHe OT Jerna. KbM Bceku (1akoH uma JBe
MOJIMETUIICHOBH/TIOUITPOIIMICHOBH MEpUTENHU cnpuHIoBKH — 1ml u Sml — 3a ocurypsiBane
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Ipery3Ha JO3UPOBKA IPH MAJIKU U TojeMH Kydera. Beska cnpuHIloBKa € opa3Mepena B kg TenecHa
maca — 1 ml cnpunnoska — ot 0,5 kg no 15 kg, 5 ml cipunnioBka — ot 2,5 kg o 75 Kkg.

6.6 CnenmaJHu MepKH 32 YHHI0:KABaHE HA HEU3MOJI3BaH MPOAYKT WJIM OCTATHIU OT HEro

Bceku Hemsmoa3Ban BCTCPUHAPHOMCIUIIMHCKA HNPOAYKT WX OCTAaThLU OT HETO TpSI6Ba Ja 6’LI[aT
YHUIIOKCHU B CHbOTBETCTBUEC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATECJICTBO.

7. MHNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/08/090/003
EU/2/08/090/004
EU/2/08/090/005
EU/2/08/090/032
EU/2/08/090/033

9. JATA HA HOBPBOTO MU3JABAHE/MIOJHOBSIBAHE HA JIMHEH3A 3A
YIIOTPEBA

Jlata Ha TBPBOTO M3/AaBaHe Ha JUIEH3 3a yrmorpeda: 10/02/2009
Jlata Ha TOCJIETHOTO MMOTHOBSIBAHE HA JIMIICH3 3a ynotpeba: 23/01/2019

10. JATA HA HOCJIEAHATA PEJAKIIUA HA TEKCTA

[MoapoOHa uHpOpMAaIKs 3a TO3U MPOAYKT MOXKE J1a HAMEPUTE HAa MHTEPHET CTpaHuIata Ha EBporeiickara
Arennus o JlekapcrBata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

He e npuiioxxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKHUA TPOAYKT

Loxicom /JTokcrom/ 5 mg/ml urkekinoHeH pa3TBop 3a KydeTa i KOTKH

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml ceappxa:

AKTHBHA cy0cTaHUUA:
Meloxicam 5mg

Excuunuenrtu:
Eranon 150 mg

3a IIBIHUA CIIMCBK Ha EKCIIUIIMEHTHUTE, BIDK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

MuxekuroHeH pa3TBop.

bnenoxbaT pa3zreop.

4, KJIMHUYHU JAHHHU

4.1 BunoBe :kxuBOTHH, 32 KOUTO € npeaHa3nayen BMII
Kyuera u koTku.

4.2 TepaneBanHM MOoKa3aHusi, ONMpPEACJICHA 3a OTACTTHUTEC BUA0OBEC ;KUBOTHHU

Kyuera
3a o0sieK4aBaHe Ha BB3MAJICHUE U OOJIKA IIPU OCTPU U XPOHUYHU MYCKYJIHO-CKEJICTHH CMYIICHUS. 3a

penynupane Ha cie/lonepaTHBHA 00JIKa ¥ Bh3MAIEHHUE CJIe]] OPTOIICUYHH U OTIepaliii Ha MEKH ThKaHH.

Kotku
Penymupane Ha crnegonepaTuBHA OOJKa CIie[ OBApPOXHUCTEPEKTOMHUS W MAJKU OTEPAlMUA HAa MEKHU
THKAHU.

4.3 IIpoTuBomoka3zanus

Jla He ce m3Mo3Ba py OPEMEHHN WIIH JTAKTHPAIIH )KHBOTHH.

[a He ce U3MoJ3Ba Npu KUBOTHU, CTPAJALIU OT CTOMAIIHO-UPEBHU Pa3CTPOUCTBA KAaTO Bb3NAJICHUS U
KPBBOU3JIMBY, IPH YEPHOJIPOOHA, ChpAeYHA WK OBOpEeYHa HeIOCTATHYHOCT M XeMOPArnIHU
CMYILICHHUS.

Ja He ce u3MoII3Ba NpU CBPbXUYyBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHIIMA WJIM KbM HIKOU OT
EKCLIMIUECHTHTE.

Jla He ce M3M0JI3Ba NP )KUBOTHH 10J] 6 CeIMUYHA BB3PacT U TIPU KOTKH 1o 2 kg TenecHa Maca.

4.4 CneuuajJHU MpeaAna3sHu MePKH 3a BCeKH BT *KMBOTHH, 32 KOUTO e npeaHasnayen BMII

3a o0llekuaBaHe Ha CJIeaonepaTuBHa Oonka IIpu KOTKHU, 0e30IMacHOCTTa Ha npoAyKTa € JOKa3aHa caMO
CJI€d aHECTEC3UsA C THOIIEHTAJI/XaJIOTaH.
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4.5 CrnenuajHu Mpeana3Hyu MepKH MpH ynorpeoda

CHeIII/IaJ'IHI/I Opeanas’Hii MCPKH 34 ) KUBOTHUTEC ITPU VHOTDC6aTa Ha IpOAYKTa

N3bsrBaiiTe mpunaraHeTo Npy AeXUAPATHPAHH, XATTOBOJIEMIYHHU U XUIIOTCH3UBHY KHUBOTHH, THI KaTo
¥Ma TOTEHIIMAJICH PUCK OT OhOpEeYHAa WHTOKCHUKAIIHS

[lo BpemMe Ha aHecTe3Ws, MOCTOSHHOTO HAOJIOAEHWE W TpWUJIaraHeTo Ha TEYHOCTH CJelBa Jia ce
pa3rIIexaaT KaTo CTaHIapTHA MPAKTHKA.

CHeHI/IaIIHI/I OpearnasHy MCPKHM 3a JiMhaTa, NOpujiaramy BETCPUHAPHOMCAMIIMHCKHA MNPOAYKT HaA
KHUBOTHHUTC

Ciy4aliHO CaMOMHXEKTHPaHEe MOKE J1a IpeIn3BrKa OO0JIKa.

Xopa C yCTaHOBEHa CBPHXUYBCTBUTEIHOCT KbM HECTEPOMIAHHUTE MPOTHBOBBIMAIUTEIHH CPEICTBA
(HCIIBC) Tpsa6Ba 1a n30sTrBaT KOHTAKT C BETEPUHAPHOMETUITITHCKUS TPOIYKT.

[Ipu cnyvaiiHO caMOMHXKEKTHpaHe, He3abaBHO Jla ce MOTHPCHU MEAWIUHCKH ChBET, KaTo Ha JieKaps ce
npeaoCTaBu JIMCTOBKATA WM €TUKETA HA IPOAYKTaA.

To3u mpoIyKT MOXe 1a TPUINHM Jpa3HeHe Ha ounTe. [Ipu KOHTaKT ¢ ounTe He3a0aBHO M CTApATEITHO
T'U IIPOMUMITE C BOJA.

4.6 HebnaronpusiTHH peakuuu (4€CTOTAa H BAKHOCT)

Nwma nabnronaBanu ciydan Ha THOMYHYU HeOnaronpusTHU peakuuu rnpu npunarade Ha HCIIBC karo
3aryba Ha ameTWT, MOBPbBINAHE, JWAPHH, OKIyTHa KPHB BBB (pekammuTe, amatuss U ObOpeuHa
HEI0CTaThYHOCT.

B mHOTO penku ciayvaun ce cho0IaBa 3a OBUIIEHH YepHOAPOOHU eH3uMHU. [1pu KydeTa B MHOTO PeIKU
cllydau ce chOoOlII[aBa 3a XeMOparuiHa Juapus, xeMareMesa 1 TaCTPOMHTECTHHANIHA YJIIIeparys.

IIpu xyuera Te3n HEONArONPHUATHH PEAKLMU CE MOSBABAT OOMKHOBEHO IIpe3 IIbpBaTa CEAMHIA Ha
JICYEHUETO, CIe] KOETO OTIIYMSBAT U M34e3BaT MpH NMPEeKpaTsaBaHe Ha TPETUPAHETO, HO B MHOTO PEAKHU
Cllydal Morat Aia ObJaT CEpHO3HH WK (aTaIHH.

B mHOro penku ciyyau Morar Aa ce NOABAT aHA(WIAKTOWAHU PEaKLHUH, KOUTO CE€ TPETHPAT CIIOpPEn
CHUMIITOMHUTE.

ITpu nosiBa Ha HEOIATONPHUATHYU PEaKIMH, JEUEHHETO cieaBa Aa ObJe MPEKPaTeHo U Ja ce MOTbPCH
CBBET OT BEeTEPUHAPEH JIeKap.

YecroTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONPEAEIs Upe3 ClIeHaTa KIIaCU(HUKAIIHSL:

- MHOro 4ecTH (rmoseue oT | Ha 10 TpeTupaHu >KUBOTHH, IPOSIBSIBAILM HEOIArONPUATHH PEAKILINH )

- yecTH (moBeye oT 1, HO mo-manko oT 10 xuBoTHU Ha 100 TpeTHpaHu )KUBOTHH)

- He "ecTH (moBeye ot 1, Ho mo-Manko oT 10 xxuBoTHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaxu (moBeue ot 1, Ho mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (mo-Maiko ot 1 xkuBoTtHO Ha 10,000 TpeTupaHu KMBOTHH, BKIIOYUTEIHO M30JUPAHU
CHOOIIIECHU).

4.7 Ynorpeda mo BpeMe Ha OpeMeHHOCT, JJAKTAIUSA WM siiilleHOCeHe

be3onacHocTTa Ha BETEPUHAPHOMEAMIIMHCKHUS POAYKT HE € JI0Ka3aHa 1Mo BpeMe Ha OpEeMEHHOCT U
nakTauus (BUx T. 4.3).

4.8 BzauMmoneiicTBHe ¢ JAPYrH BeTePUHAPHOMEIWUMHCKH MPOAYKTH W Apyru c¢opmu Ha
B3anMojeiicTBHe

WsnomsBanero ¢ apyrm HCIIBC, amyperuiin, aHTHKOaryjJaHTH, aHTHOMOTHIM OT Tpynara Ha
AMUHOTIIMKO3HUJIUTE U BEILECTBA C BUCOKA CTEIIEH HA CBBP3BAHE C IIPOTEHHUTE MOXKE Ja JOBEIE 10
KOHKYPEHTO CBBP3BaHE U [0 TO3W HAYMH JIa IPEAU3BUKA TOKCHYHH edekTu. JIokcukom He TpsiOBa na
ce mpunara 3aemgHo ¢ apyru HCIIBC wimm rmrokoxoptukoctepouay. ChbBMECTHO NpHJaraHe Ha
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MOTEHIIHATHO He()POTOKCHYHH JICKAPCTBEHU MPOJYKTH cienBa Ja Objae u3dsreano. [Ipu »KHBOTHH
AHECTE3MOJIOTHMYCH PUCK (HAIp. BB3PACTHH XUBOTHHU) Jla CE WMMa TNPEABUI WHTPABEHO3HO WIIH
MOJKOXHO TMpHWJIaraHe Mo Bpeme Ha aHecresusara. Korarto anecretuk m HCIIBC ce mpumarat
€HOBPEMEHHO, HE MOXKe J1a C€ M3KIIFOYH PUCKBT 3a (PYHKIIMOHUPAHETO Ha OBOpeIuTe.

[Ipenxoxmamnio JeyeHne ¢ MPOTUBOBB3MAIUTEIHNA CPEACTBA MOKE JIa JIOBEAC 10 JOIBIHUTECITHU WU
MO-OCTPY HEONATONPUATHU PEAKIUH U MOPAJX TOBA MEXIy MPUIAraHeTO Ha TOpHUTE U JIOKCUKOM ¢
HeoOXoauM TIepuon oT Hai-manko 24 dvaca. To3um mepwom cieaBa nma Obae CboOpa3eH W C
(hapMaKoOJIOTMYHUTE CBONCTBA HA TIPEIXOHUS IPOAYKT.

4.9 Jl03a M HAYMH HA NPUJIOKEHHE

Kyuera:
MyCKyTHO-CKENeTHH CMyIleHus: EIHOKpaTHO NOJKOXKHO WHXEKTHpaHe Ha mo3a ot 0,2 mg

meloxicam/kg tenecua maca (0,4 ml/10 kg tenecua maca). Jlokcukom 1,5 mg/ml mepopaiiHa cycneHsus
u Jlokcukom 0,5 mg/ml nepopaiHa CycrieH3ust MOraT ia ObIaT NpHIaraHu 3a IPOABIDKUTEITHO JICUCHHE
npu no3a 0,1 mg meloxicam/kg TenecHa maca, 24 4aca ciei MHKEKTUBHOTO MPUIIOKCHHE.
Penyuupane Ha cnenoneparrBHaTa 6onka (3a mepuof oT 24 daca): EMHOKpaTHO WHTPaBEHO3HO WIIH
MOJIKO’KHO MHXKEKTHpaHe Ha qo3a ot 0,2 mg meloxicam /kg tenecua maca (0,4 ml/10 kg Tenecta maca)
OpeIH OepalsATa, HAPUMEp 110 BpEMe Ha MOCTaBsIHE Ha YIONKaTa.

Kotku:

3a pexynupane Ha ciefonepaTuBHa O0JIKa MPH KOTKU, KOTaTO HE € B3MOXHO MOCIE/BAILO0 TEPOPATHO
TpETUpPAHE, HAIP. JUBU KOTKHU:

EnHOKpaTHO MOAKOKHO HEDKeKTHpaHe Ha qo3a ot 0.3 mg meloxicam/kg renecna maca (1.¢. 0.06 ml/kg
TeJleCHa Maca) MPeau ONepalusITa, HalIpuMeEp 10 BpeMe Ha MOCTaBsHE Ha yIoiikaTa. B To3u ciydaii He
HpUIaraiTe nociaeasania nepopanta Teparus.

3a peaylupaHe Ha clieioniepaTiBHa O0JIKa MPU KOTKH, KOTaTo MpHIaraneTo Ha meloxicam npoabiokasa
C TocIIeBalla epopagHa Tepanus:

EnHOKpaTHO MOAKOKHO HEKeKTHpaHe Ha qo3a ot 0.2 mg meloxicam/kg renecua maca (1.¢. 0.04 ml/kg
TeJIeCHa Maca) Mpeay orepauusiTa, HalpuMep Mo BpeMe Ha IIOCTaBsSHE Ha YIOHWKaTa.

3a mpoabKaBaHe HaA JICYSHUETO 3a JI0 5 JHH, Ta3W ITbPBOHAYAIHA J103a MOXE Jla ObJie MmociieiBaHa
cien 24 vaca ¢ npwiarane Ha Loxicom 0.5 mg/ml nepopanna cycniensus 3a kotku mnpu 103a ot 0.05
mg meloxicam/kg Tenecna maca. [lepopanHara mocieaBaia 103a MOXKe Jia ce npuara 7o oomio 4 103u
Tpe3 HHTepBaJl OoT 24 yaca.

CrnenmajxHO BHUMaHHME CJIe/[Ba J1a ce OObpPHE Ha MIPELU3HOCTTA Ha JJO3UPAHETO.

IMoxxomsmio pasrpadena cpuHIoBKa ot 1 ml cieaBa a ce U3Moa3Ba 3a MpuilaraHe Ha MpoJyKTa Ipu
KOTKH.

)Ia ce I/I36HFB3 KOHTaMHHaIlus 1o BpEME Ha NpujiaraHe.

4.10 IIpemo3mpaHe (CHMITOMHU, CIIEIIITHA MEPKH, AHTH0TH), AKO € HEOOXOTUMO
B cnydaii Ha mpeno3upane 1a ce MPUIIOXKH JedeHHe, Chb0OPa3eHO ChC CUMIITOMHUTE.
411 KapeHTeH cpok

He e npunoxunmo.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTH
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dapmakoTepaneBTHYHa rpymna: [IpOTHBOBB3MAIMTEIIHM M MPOTHBOPEBMATHYHH  MPOLYKTH,
HECTEPOUIHHU (OKCHKAMHU).

Berepunapaomeaununacku Anatomo-Tepanesruuen Kox: QM0O1ACO06
5.1 ®dapmakoJUHAMUHYHH CBOICTBA

Meloxicam e mecrepounno mporuBoBb3naauTenHo cpenacrso (HCIIBC) or kimaca Ha OKCHKaMUTE,
KOETO JIeHCTBa Ype3 HHXMOWUpaHe Ha CHHTE3a Ha MPOCTATJIAHIMHW W 10 TO3W HAYMH MPOSBSIBA
MPOTHBOBB3MAIMTENCH, AaHAITeTHYCH, AHTHEKCYJaTHBEH W aHTHmupeTwueH edekt. Pemyrupa
WHOUITPUPAHETO HA JICBKOIIUTHTE BHB BB3MAJICHUTE THhKAaHW. B MO-Manka CTemneH, ChI0 Taka,
HHXHOMpa KOJAreHHO WHIYIHPAHOTO TPOMOOIMTHO cTpymBaHe. M3cmemBanust in Vitro u in vivo
mokasBar, ue Mmeloxicam wuHxubupa 1wkIookcurenasa-2 (COX-2) B mo-rojasiMa CTemeH OT
muknookcurenasa-1 (COX-1).

5.2 dapMaKOKHHETHYHHU 0COOEHOCTH

Pe3opOmus
Crnen moIKOXHO HHXKEKTHPaHE meloxicam e GMOHAIMYEH HAITBJIHO U MAKCUMAJIHA CpeIHH IlJIa3MEHU

koHueHTpauu oT 0,73 mg/ml 3a kydera m 1,1 mg/ml 3a KOTKM ce JOCTHraT CHOTBETHO CleJ
npubam3uTenHo 2.5 yaca u 1,5 daca cnex npunarase.

Pasnpenenenue
CeiecTByBa JIMHEHA 3aBHCHMOCT MEXIy TMPHIOKEHATa [03a W HaOMOJaBaHaTa IUIa3MeHa

KOHILIEHTpAaLMsl B TEPaleBTUYHUS AMANa30H HA JO3MpaHe MpH Kydera W KoTku. [loBeue ot 97% ot
MEJIOKCHKaMa ce CBbp3Ba C Ita3Menute nporendn. O0embT Ha pasnpenencnue e 0,3 L/kg npu kyuera
n 0,09 L/kg mpu KOTKH.

Metabonuzbem

[Ipu kydeTa METOKCHKaMbBT C€ OTKPHBA IIPEIMMHO B TJIa3MaTa 1 ce eKCKPETHpa TIaBHO Upe3 KITbUKATa,
JIOKAaTO ypHHATa ChIbPKa caMo CIIEAU OT M3XOAHATa cyOcTaHIHA. MeNIOKCUKaMbT ce MeTa0oIr3upa
JI0 JIKOXOJI, KHCEJIMHEeH JePUBAT M HAKOJIKO IOJISIPHE MeTaObonuTH. JJoKa3aHo e, 4e BCHYKH OCHOBHU
MeTa0oNMUTH ca (papMaKoIOrMYHO HEaKTUBHH. [IpHM KOTKM MENOKCHKaMbT CE OTKPHBA MPEAUMHO B
T1a3Mata ¥ ce eKCKpeTHpa rfIaBHO Ype3 )KITbUKaTa, JJOKaTO ypUHATa ChbpKa CaMmo CIIEAH OT H3X0JHATa
cyocranimsa. OTKpPUTH ca IMET OCHOBHM MeTaOONMTH, KaTO 3a BCHYKM € JJOKa3aHo, 4e ca
(bapMaKkoJIOTHYHO HEaKTUBHU. MEJIOKCHKaMbT ce METadoIn3upa 10 aJKOXOJI, KUCEJIHHEeH JepuBaT 1
HSIKOJIKO TIONISIpHM MeTa0onuTH. KakTo W mpuM Apyrd NpoydyBaHH BHUJOBE, OCHOBHHMAT IBT HA
ouotpanchopmans Ha MEIOKCUKaM TPH KOTKH € OKHUCIISIBAHETO. .

Enumunupane
[Ipu kydeTa MeTOKCHKaMbBT Ce eIMMHUHUpA ¢ IEPUO/] Ha Todypas3nan ot 24 yaca. [Ipubnuzurenno 75%

OT IPWIOXKEHATA /1032 C€ eTMMHUHHUPA Ype3 M3NPaKHEHUSTA, a OCTaThKbT upe3 ypuHara. [Ipu KoTku
MEJIOKCUKaMbT C€ SJIMMHHUPA C MOIY>XUBOT 0T 24 yaca. HanmnuneTo Ha MeTabOIMTH OT M3XOAHOTO
ChEJMHEHNE B ypHHATa M HM3MpPaXKHEHHATA, HO HE M B IUIa3MaTa, € IOKa3aTelIHO 3a OBbpP30TO UM
exckperupane. 21% OT BB3CTaHOBEHATa J103a C€ €IMMUHHMpa B ypuHata (2% Karo HEnpOMEHEH
MesokcukaMm, 19% karo Metaboiautn) u 79% B usnpaxHeHusTa (49% KaTo HEMPOMEHEH MEJIOKCHKAM,
30% xato MeTabonuTH).

6. OAPMAINEBTUYHHU OCOBEHOCTH
6.1 CHnucbk Ha eKCHUITHEHTHTE

MernymuH
I'mminun

Etanon
[Tonokcamep188
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Harpues xnopun

I'mukodypon

Hatpues xumpokcun (3a perynupane va pH)
XuapoxsiopHa Kucenuna (3a peryaupane Ha pH)
Bona 3a nwxkexuuu

6.2 OCHOBHH HECHLBMECTHMOCTH

[Ipu nurnca Ha AaHHU 32 CHBMECTHMOCT, TO3H BETEPUHAPHOMEANLIMHCKH MPOAYKT HE TpsOBa 1a Obae
CMECBaH € APYTY BETEPUHAPHOMEIUIIUHCKHU TIPOTYKTH.

6.3 Cpok Ha rogHocT

CpoK Ha TOZIHOCT Ha KPaiHUs BETEpUHAPHOMEIUIIMHCKU TPOYKT: 3 TOJAUHHU.
CpoK Ha TOTHOCT CJIeH ITHPBO OTBApSHE Ha ITbPBUYHATA OITAKOBKA: 28 JTHH.

6.4. CnenmaJiHu ycJI0BHUS 32 CbXpPaHeHHE HA MPOIYKTA

To3n BCTCPUHAPHOMCIUIIMHCKHA MMPOAYKT HC M3MCKBA HUKAKBU CIICIIMATIHN YCJIOBHA 3a CbXPAaHCHUEC.
6.5 BwuauchbcTaB HA MBPBUYHATA OMAKOBKA

Besmgeren crpkien ¢uakod ot 10, 20 mwim 100 ml, 3aTBopen ¢ 6pomMOyTHIIOBA Tama W alyMHHHCBA
Karayka.

He Bcuukm pasmepu Ha omakoBKaTa MoraT Jia ObJaT npeajarany Ha nasapa.

6.6 CnenmajHH MepPKH 32 YHULI0KABaHe HA HEM3MOJI3BaH NMPOAYKT WIH OCTATHIHM OT HEro
Bcexn Hew3mon3BaH BeTEPHHAPHOMEIMIIMHCKH TPOAYKT WIIM OCTaTBhLM OT HEro TpsAOBa ma Obaar
YHHIIO)KEHHU B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATENICTBO.

7. INPUTEXATEJI HA JIMLIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/08/090/006

EU/2/08/090/007
EU/2/08/090/008

9. JATA HA IIbPBOTO MHM3JIABAHE/NIOJHOBSIBAHE HA JIMIEH3A 3A
YIIOTPEBA

JlaTa Ha TBPBOTO M3/1aBaHe Ha JHUIICH3 3a ynorpeba: 10/02/2009

JlaTa Ha TOCJIEIHOTO MMOJIHOBSIBAHE HA JIMIICH3 3a yroTpeda: 23/01/2019

10. [JATA HA NOCJEJHATA PEJAKLUS HA TEKCTA
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[Tonpo6Ha nHpOpMaIHs 32 TO3K NIPOAYKT MOXKE J1a HAMEPUTE Ha MHTEPHET cTpaHuuara Ha EBporneiickara
Arennus no JlekapcrBata http://www.ema.europa.eu/.

3ABPAHA 3A TIPOJAXKBA, CHABIABAHE U/WUJIN YIIOTPEBA

He e npunoxumo
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1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Loxicom /Jlokcukom/ 0,5 mg/ml nepopaina cycneH3ust 3a KOTKA

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
Bcexu ml cpappika:

AKTHBHA cy0CTaHIUA:

Meloxicam 0,5 mg
ExcuunuenTn:
Harpues 6enzoar 1,5mg

3a MBJIHUSA CIOUCHK HA CKCIOUIIMCHTUTEC, BUXK T. 6.1.

3. GOAPMAIEBTUYHA ®OPMA

CycrieH3us 3a nepopajiHO NPUIIOKEHHE.
brenoxpara cycneH3us.

4, KIMHUYHU JAHHHA

41 Bujose ;KkuBOTHH, 32 KOMTO ¢ npexHasHayed BMII

Kotxkwu.

4.2 TepaneBTHYHYN OKA3aHUS, ONIPeAeIeHH 32 OTAEeJHUTE BUJ0BE )KUBOTHU

3a oOsiekyaBaHe Ha Jieka 10 CpeaHa CjeIolepaTHBHA 0O0JKa M BB3MAJICHHUE CIIEN XUPYPTUYCCKH
MIPOLIEAYPH TIPH KOTKHU, HATIPUMEP OPTONIEANYHH U HA MEKUTE THKaHH.

3a o0yiekuaBaHe Ha BB3MAJICHHE W OOJIKA MIPH OCTPU M XPOHUYHU MYCKYJTHO-CKEJIETHH CMYIIEHUS TIPU
KOTKH.

4.3 IIporuBonoka3zanus

Ja He ce u3non3Ba Npyu OpeMEHHH WK JIAKTHUPAIIN KOTKH.

Jla He ce W3MON3Ba MPU KOTKHU, CTPaJallyd OT CTOMAIIHO-YPEBHHU Pa3CTPOMCTBA, KaTO Bb3MaJCHUS U
KPBbBOM3JIMBU, NPH YEepHOAPOOHA, ChbpAeYHAa WIM OBOpeyHa HENOCTAaTPYHOCT M XEMOPAarHyHH
CMYILEHUS.

Jla He ce M3MON3Ba MPU CBPHXYYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIMS WM KbM HSKOH OT
EKCLIUITUEHTHUTE.

Jla He ce U3M0I3Ba MPU KOTKH 1O 6 CeMHYHA Bb3PacT.

4.4 CneuuajHu NpeaNa3HH MePKH 32 BCEKH B/ ;KMBOTHH, 32 KOUTO e npeaHasHayen BMII
Hswma.

4.5 CrneuuaJjHu npeana3Hl MepPKH MPH ynorpeda

CHe]_II/IaJIHI/I OpeanasHi MCPKHU 3a ) KUBOTHUTEC ITPHU VHOTDGGaTa Ha IpoOAYKTa
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N36srBaiiTe mpunaraHeTo Npy AeXUAPATHPAHH, XUITOBOJIEMIYHHU U XUIIOTCH3UBHY KUBOTHH, THI KaTo
¥Ma TIOTEHITMAJIEH PUCK OT ObOpeYHAa WHTOKCHKAIIHSL.

CrenomnepaTiBHa 00JIKa ¥ BB3MAICHHUE B PE3yNTAT HA XUPYPTHUECKH MTPOIICTYPH:
B cmydait, e e HeoOXOOMMO MONMBIHHUTENHO OOJEeKUYeHHWEe Ha Oonkara, cielBa Ja Ce MPUIOKH
MYJITUMO/IAJTHA TePaIusl.

XPOHUYHH MYCKYJIHO-CKEJICTHU CMYILEHHSL:
[Ipu npoABIKUTENHO JIeUeHHE ChCTOSIHUETO Ha KUBOTHHUTE Clie/iBa Aa ce HaOojaBa MepuoANYHO OT
BETEpPUHAPEH JIeKap.

CHCHI/I&]’IHI/I OpearnasHu MCPKHM 3a JIMhaTa, NOpujaaramy BETCPUHAPHOMCAMIIMHCKHA MNPOAYKT HaA
KHMBOTHUTC

Xopa C yCTaHOBEHAa CBPBXYYBCTBUTEIHOCT KbBM HECTEPOMIHHUTE MPOTHBOBB3MAIHTEIHH CPENCTBA
(HCTIBC) Tpsi6Ba na n30sreaT KOHTAKT C BETCPHHAPHOMEUIIUHCKHS TPOIYKT.

IIpu ciydaiiHo moribluaHe, He3ab0aBHO Ja ce NMOTbPCH MEJULUMHCKU CBHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBH JIMCTOBKATAa MM €TUKETA Ha MPOAYKTA.

Tosu npoayKT MoXKe Jla MPUYUHK Apa3HeHe Ha ounTe. [Ipu KOHTaKT ¢ ounTe He3abaBHO U CTApPaTEIHO
T'U IIPOMUKITE C BOJA.

4.6 HebnaronpusiTHH peakuuu (4€CTOTAa H BAKHOCT)

Nwma HaOmoaBaHy ciiydand Ha TUTUYHU HeOJaronpuaTHu peakiuu npu npriarane Ha HCIIBC, karo
3aryba Ha ameTHT, MOBpPBIIAHE, AUAPUHU, OKYJITHA KPBB BBB (pekammute, NeTaprus u ObOpeuHa
HEJI0CTaThYHOCT. B MHOr0 pesku citydau ce cho0IaBa 3a CTOMAIIHO-YpPEBHA YJILIepalys U IOBUIICHU
YepHOAPOOHH EH3UMH.

Te3u HeOMAronpUATHU PEaKLUUH e MOABABAT OOMKHOBEHO MPE3 IbpBaTa CEeIMHIA HA JICICHUETO, CIIE]
KOCTO OTIONYMABAT U U34YE€3BaT IIPU NPCKpPATABAHC HA TPETUPAHECTO, HO B MHOT'O PCAKHU CIIy4dan MOraTt Jia
OBJaT CeprHO3HU WK (haTaTHH.

IIpu nosiBa Ha HEOMArONPUATHU PEAKLUH, JICUCHUETO cielBa Ja ObJe MPEKPAaTeHO U Ja Ce MOTHPCH
CBBET OT BEeTEPHUHAPEH JIeKap.

YecroraTa Ha HEOIArONMPUATHUTE PEaKMU CE ONPENEIis Upe3 cileqHaTa Kiacu(pukamus:

- MHOTO yecTH (rmoBeue oT | Ha 10 TpeTHpaHu )KUBOTHH, TIPOSIBSIBAIIM HEOIArONPHUATHH PEAKIINH )

- yectH (oBeye oT 1, HO mo-mainko ot 10 xxuBoTHU Ha 100 TpeTHpaHU KUBOTHN)

- He "ecTH (moBeye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaku (moseue ot 1, HO mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peaku (mo-mainko ot 1 xuBotHO Ha 10,000 TpeTupaHW KUBOTHH, BKIIOYHTEITHO MU30JIUPAHU
CHOOIICHU ).

4.7 Ynorpeda mo BpeMe Ha OpeMeHHOCT, JJAKTAIUSA WM siiilleHOCeHe

Be3omnacHocTTa Ha BETEPUHAPHOMEIMIIMHCKUS MPOJAYKT HE € JIOKa3aHa 10 BpeMe Ha OpPEMEHHOCT U
JIaKTaIysl.

4.8 BzauMmoneiicTBHe ¢ JAPYrH BeTePUHAPHOMEIWUMHCKH MPOAYKTH W Apyru ¢opmu Ha
B3auMoOeicTBHE

Uznonzsanero c¢ apyru HCIIBC, nmyperuiy, aHTHKOAryJlaHTH, aHTHOMOTHLM OT Trpymnara Ha
aMHMHOIVIMKO3UIUTE U BELIECTBA C BUCOKA CTEIICH Ha CBBP3BaHE C IPOTEMHUTE MOXKE Ja JIOBEIE 10
KOHKYPEHTO CBHP3BaHE U 10 TO3W HAYMH JIa IPEAU3BUKA TOKCUYHH edekTh. JIokcMKoM He TpsiOBa j1a
ce npwiara 3aeHo ¢ Apyru HCIIBC nnu rirokoOKOpTUKOCTEPOUIH.
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[Ipenxoxmamio jeueHre ¢ MPOTHBOBB3MAIUTENHN CPEACTBA MOXKE /1a JIOBEZE J0 JOIMBIHUTETHN UITH
MO-OCTPY HEOJIArONPUSITHN PEaKIUU U TIOPaIy TOBA MEXIy MPUWIATAaHEeTO Ha TOpHUTE U JIOKCUKOM ¢
HEOoOXOUM TepHoa OT Hai-manko 24 4vaca. Tosum mnepwon cnensa na Obae cboOpaseH H C
(hapMaKOKHMHETUIHHATE CBOMCTBA HA MPEIXOIHHS MTPOAYKT.

4.9 Jl03a ¥ HAYMH Ha NPUJIOKEHUe

3a mepopaTHo IPHUITIOKECHHE.

ﬂosnpomca

Cren oneparrBHa 00JIKa M Bh3MAJICHUS B PE3YITAT Ha XUPYPIrHUCSCKH MPOIICTYPH:

Cnen mepBoHavaimHO mnpwiarane Ha JlokcukoM 5 mg/ml WHXEKIIMOHEH pa3TBOp 3a KydeTa U KOTKU
MPOJBIDKETE JIeUeHUETo cien 24 yaca ¢ Jlokcukom 0,5 mg/ml nepopaiHa cycrieH3ust 3a KOTKHU IPH 71032
0,05 mg meloxicam/kg Tenecua maca. [Toarbpskamniara 03a MOXe Jia Ce TpHIara eIuH IbT JHEBHO (Ha
WHTEpBaI OT 24 Jaca) 3a 110 4 THM.

OcTpy MYCKYJIHO-CKEJIETHH CMYIIICHUSL:

Jleyenuero J1a 3am04He C eIHOKpATHA HavallHa epopaina n1o3a ot 0,2 mg meloxicam/kg TenecHa maca
Ipe3 MbpBU JeH. JledeHneTo cieaBa Ja MpOoAbIDKU Upe3 NMepopaiHO MPUIIoKEeHHEe, eUH BT Ha JeH
(mpe3 24 gaca) npu no3a ot 0,05 mg meloxicam/kg TenecHa Maca 0 U34e3BaHe Ha ocTpara OOJIKa U
Bb3MaJICHHE.

XDOHI/I‘IHI/I MYCKYJIHO-CKCJICTHU CMYIIICHUA.

Jleyenuero J1a 3am0vHe C eIHOKpATHA HavallHa epopaiua n1o3a ot 0,1 mg meloxicam/kg TenecHa maca
mpe3 IbpBUs JeH. JleueHneTo ciienBa 1a NPOObIKY Ype3 INEPOPaTIHO NMPHUIOKEHUE €IUH BT Ha JCH
(mpe3 24 gaca) npu no3a ot 0,05 mg meloxicam/kg tenecHa maca.

KnuanaausaT edekt HopMaHO ce BIXKIa B pakuTe Ha 7 AHH. JleueHuero ciensa aa Obae mpeKkpaTeHo
Hal-KbCHO ciiesl 14 aHu, B cilydaid, ue He ce HaOJIro1aBa mojo0peHue.

MeTo1 M HAYHMH HA NPUJIAraHe

IIpouieaypa Ha Jo3upaHe:

CHpHUHIIOBKHTE Ce€ 3aKpenBar 3a (IakoHAa W UMaT cKkajia B kg TelecHa Maca, KOATO ChOTBETCTBA Ha
nourbpokamara go3a or 0,05 mg meloxicam/kg TenecHa maca. Taka 3a jiedeHHe Ha XPOHHYHH
MYCKYJTHO-CKEJIETHU CMYIIICHHSI TPe3 MIbPBUSA JCH Cce MpHiIaTa JIBOMHA MO IbpIKaIla 103a. 3a JeueHUe
Ha OCTPU MYCKYJIHO-CKEJIETHH CMYIIICHUS TIPE3 IIbPBUS JISH CE TpujIaTa YeTBOPHA MOAAbprKaIa 103a.

CrnenmanHo BHHUMaHHeE clie/lBa Ja Ce OTAENM Ha MPEeUU3HOCTTa Ha fAo3ata. [la He ce HaaBuinaBa
npenopbuadata fo3a. CycneHsusita na ce npuiara ¢ JIOKCUKOM MepuTenHaTa CIPUHIIOBKA OT
OIIAKOBKATA.

ChbBeT 32 NIPABUJIHO NPHJIOKEHNE

3a nepopaliHO MPHUIIOKEHHE YPe3 XpaHaTa WM JUPEKTHO B ycTara.
Pasknarere no0Ope npenu ynorpeda.

Jla ce u30sATBa KOHTAMHHAIIKS 110 BpEME Ha MpHUIIaraHe.

410 IIpeno3upaHe (CHMITOMHU, CIIEIIIHA MEPKH, AaHTHI0TH), AKO € HEOOX0TUMO

Meloxicam umMa TecHH rpaHUIM HA TepaneBTUYHA O0E30MaCHOCT NMPH KOTKH U KIMHHYHUTE CUMIITOMH
Ha IIpeJlo3UpaHe Morar Jia ce HaOIroqaBaT Ipyu OTHOCUTEJIHO HUCKHM HUBA Ha IIpeJlo3UpaHe.

B cnyuaii Ha npeno3upane MOXe Jla ce 04akBa HeONaronpUsATHUTE peakuu Aa ObJar Mo-oCcTpH U MOo-

yecTu. B cnyqaﬁ Ha Mpeao3upaHe Aa CC MPUJIOKU JICUCHHC, C’BO6p336HO CbC CUMIITOMHUTCE.

4.11 KapeHTeH cpok
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He e npunoxumo.

5. OAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakorepaneBTHYHa rpyna: [IpOTHBOBB3MANIMUTEIHM H  NPOTHBOPEBMATHYHU  MPOAYKTH,
HecTepOuIHU (OKCHKAMH).

Berepunapnomennnuncku Anatomo-TepanesruaeH Kog: QMO1ACO06
5.1 ®dapmakoqUHAMHYHH CBOICTBA

Meloxicam e mecrepoumHo mportuBoBb3manutento cpeacrso (HCIIBC) ot kimaca Ha OKCHKaMuTe,
KOETO JeHCTBa 4Ype3 MHXMOWpaHE Ha CHHTE3a Ha MPOCTArIaHAWHA M 10 TO3W HAYMH MpPOSIBSBA
MPOTUBOBB3MAINTEICH, aHAITCTHYCH, AHTHEKCYJIAaTHBEH U aHTHIUpeTnueH edekt. Pemymmpa
UHOUITPUPAHETO HA JICBKOIIUTUTEC BHB BH3MAICHUTE ThKaHW. B mMO-Maika CTENeH, CHIIO Taka,
MHXHOMpa KOJAreHHO WMHAYIHUPAHOTO TPOMOOIMTHO cTpymBane. M3cimemsanus in Vitro m in vivo
nmokaszeatr, 4ue mMmeloxicam wunHxuOupa 1wkmookcureHasa-2 (COX-2) B mo-rojsiMa CTEreH OT
nuknookcurenasa-1 (COX-1).

5.2 ®apMaKkOKHHETHYHH 0COOEHOCTH

Pe3opOuus
AXO HMBOTHOTO € TVIQJHO TPH MEPOPATHO MPUIIOKCHUE U MAKCUMAITHH TNIA3MEHHU KOHICHTPAIIUH Ce

JOCTUTAT CIiel MPUOTU3NTENHO 3 Yaca. AKO TPUWIOKEHHETO € M0 BpeMe Ha XpaHeHe, pe3opOrusaTa
MOXKe Ja ObJie MaJIKO Ho-abira. Korato mpoAyKThT € NMPHUJIOKEH ChIJIACHO NPENOpPhYaHUTE JI03H,
cTabuITHA TIOCTOSIHHA ITa3MeHa KOHIICHTpaIus Ha meloxXicam ce noctura Ha BTOPHS ICH OT JICYEHHUETO.

Pasnpenenenue
Hanune e nunelina Bpb3Ka MEXIY MPHIOKEHATA /10332 U IJJa3MEHATa KOHIICHTpAIUS B paMKUTE Ha

auana3oHa Ha nosupasne. [Ipubnusutento 97 % ot meloxicam ce cBbp3Ba ¢ MIIA3MEHUTE IPOTCHHH.

MeTaboau3sM

Meloxicam ce oTkpuBa OCHOBHO B KpbBHATa IUIa3Ma M € CHIIO0 OCHOBEH MPOIYKT, OTAEISH OT
KITHUKATA, JIOKATO YPUHATA ChABPIKA CAMO CJISH OT HEro. Y CTAHOBEHH Ca MET OCHOBHU METaboIuTa U
BCHYKHM T€ ca [ToKa3aiy, ue ca hapMakoJornyHo HeakTuBHU. Meloxicam ce MeTabosusupa 0 anKkoxol,
KHUCCIIMHCH JlepI/IBaT 1 10 HAKOJIKO HOJIHpHI/I MeTaGOHI/ITa. KaKTO nu HpI/I I[pyI‘I/I H3CJICABaHU )XUBOTHH,
OCHOBHHSAT ITBT Ha OnoTpanchopmarms meloxicam mpu KOTKH € OKUCIEHUETO.

Enumunupane
Meloxicam ce emumuHHpa ¢ TOMYKHBOT OT 24 4aca. OTKpUBAaHETO Ha META0OIUTH OT W3XO/HATA

cyOCTaHIMs B ypHUHATA U (EKAITUUTE, HO HE U B IIa3MaTa, € MOKa3aTelTHO 3a TAXHATa Obp3a eKCKPEeIHsl.
21% oT Bb3cTAaHOBEHATAa /1034 Ce elNMMHUHUpa B ypuHata (2% kato HenpomereH meloxicam, 19% kato
Mmetabonutn) U 79% B usnpaxHenusra (49% karo nHenpomenen meloxicam, 30% kaTo MeTaboInuTH).

6. OAPMAIHEBTUYHU OCOBEHOCTH
6.1 Cnucbk Ha eKCHUIIMEHTHTE

Hatpues 6enzoar

I'munepon

[HoBunon K30

Kcanranosa ryma

HunatpueB gocdar auxuapat

Hatpues nuxuaporendocdar quxuapar
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Cyxa nmuMoHeHa KHceIrnHa
Emyncus cumetukon
Hectunupana Bona

6.2 OCHOBHM HECHLBMECTHMOCTH

[Ipu nurica Ha MaHHYU 32 CHBMECTHUMOCT, TO3H BETEPHHAPHOMEIUITMHCKN MPOAYKT HE TPsiOBa Aa Obie
CMECBaH C APYTH BETEPUHAPHOMEIUITUHCKH TIPOTYKTH.

6.3 Cpok Ha romHocT

Cpok Ha TOAHOCT Ha KpaiHus BeTepHHApHOMEANLIMHCKY TPOAYKT: 18 Mecena.
Cpok Ha TOAHOCT cJiesl IbPBO OTBapsHE Ha MbpPBUYHATA OMAKOBKa: 6 Mecela.

6.4. CnenuaJiHu yCJI0BHS 32 ChbXpaHeHHE HA MPOAYKTA

To3n BCTCPUHAPHOMCIUIIMHCKHA MMPOAYKT HC M3MCKBA HUKAKBU CIICIIUATIHU YCJIOBHA 3a CbXPAaHCHUEC.
6.5 BwuaucbcTaB Ha TBPBUYHATA OMAKOBKA

BerepuHapHUAT JeKapCTBEH NPOAYKT Ce Npeyiara B OyTwiakd ¢ BUHT oT 5 ml, 15 ml u 30 ml
nmommetuneH Tepedramar ¢ HDPE/LDPE kamaukm, ocurypeHwm NpOTHB OTBapsiHE OT Jera.
MepuTenHara MOJHETHICH /TOTUITPOITIICHOBA CIPUHIIOBKA oT | Ml rMa ckana B KUIorpamu 3a KOTKH
(0,5 mo 10 kg).

He Bcuukm pasmepu Ha omakoBKaTa MoraT Jia ObJaT npeajarany Ha nasapa.

6.6 CnenuajJlHu MepKH 32 YHHLI0KaBAHE HA HEU3NOJI3BaH MPOAYKT MJIM OCTATHIHU OT Hero
Bcexkn Hew3mon3BaH BETEPUHAPHOMEIUIMHCKM HPOLYKT WJIM OCTAaThLU OT HEro TpsiOBa Aa ObIaT
YHHIIO)KEHHU B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATENICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/08/090/009

EU/2/08/090/027
EU/2/08/090/028

9. JATA HA IIbPBOTO MU3JABAHE/IOJHOBSIBAHE HA JIMIEH3A 3A
YIIOTPEBA

JlaTa Ha TBPBOTO M3/1aBaHe Ha JHUIICH3 3a ynorpeba: 10/02/2009
JlaTa Ha TOCJIEIHOTO MMOJIHOBSIBAHE HA JIMIICH3 3a yroTpeda: 23/01/2019

10. [JATA HA NOCJEJHATA PEJAKLUS HA TEKCTA
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[TogpoOHa uHpOpMAaIHKs 32 TO3U MPOAYKT MOXKE J1a HAMEPHUTE Ha HHTEPHET CTpaHuIata Ha EBpomneiickara
Arennus no JlekapcrBata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIA YIIOTPEBA

He e npunoxxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKHUA TPOAYKT

Loxicom 20 mg/ml umkeKInoHEH pa3TBOP 3a TOBEIA, CBUHE U KOHE

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml ceappxa:

AKTHBHA cy0CTaHIUA:
Meloxicam 20 mg

Excuunuenrtu:
Eranon 150 mg

3a IIBIHUA CIIMCBK Ha EKCIIUIIMEHTHUTE, BIDK T. 6.1.

3. OAPMAIIEBTUYHA ®OPMA

MuxekuroHeH pa3TBop.
buctwp, xbAT pa3TBOp.

4, KJIMHUYHU JAHHHU

4.1 BunoBe :kxuBOTHH, 32 KOUTO € npeaHa3nayen BMII

I'oBema, cBUHE M KOHE.

4.2 TepaneBTHYHHU NOKA3aHUS, ONPeeJeHH 32 OT/AeJHUTE BUI0BE ;KUBOTHH

I'oBena:

3a ymnotpeba mpH OCTPH PECHUPATOPHU HHEPEKIMU C TMOAXOAsANla AaHTHOMOTUYHA Tepamus 3a
HaMa/IIBaHC Ha KIIMHUYHUTEC IPU3HAIU IIPU T'OBCA.

3a ynoTpeba npu auapusi, B KOMOWHAIMS C MEPOpaHa peXupaTHpaiia Tepanus 3a HamMalsiBaHe Ha
KIMHUYHUTE MTPU3HAIM MTPH TeJIeTa Ha Bh3PACT HAJI €IHA CEJMHUIIA U MIIAJIH, HEJIAKTUPAIIN KPABH.
KaTO JOI'BJIHUTEIHA TCPAIIKA IIPHU JICUCHHUE Ha OCThP MAaCTUT B KOM6I/IH3HI/IH C aHTI/I6I/IOTI/I‘IHa TCparus.
3a olJsiekuaBaHe Ha ClieioNepaTuBHaTa 00JIKa ciie] 00e3pOroBsBaHe Ha TEJeTa.

Csune:

3a ynotpeba mpu He3apa3HU JIBUTATCIIHU HApYIICHUs, 3a HAMaJsiBaHE Ha CHUMIITOMUTE Ha KyIlOTa H
Bb3MaJCHHE.

Karo momprmHUTENHA Tepanus MpH JeUeHUe Ha ITyepriepaiHa CeNTHIIEMUS W TOKCeMUs (CHHIPOM Ha
MaCTI/IT-MeTpI/IT-aI‘aHaKCI/IH) C moaxonasumia aHTI/IGI/IOTI/I'-IHa Teparmﬂ.

Komne:

3a ynoTpeba npu obsiekuaBaHe Ha Bh3MAJICHUETO U HaMaJIsBaHe Ha 0OJIKaTa KaKTO MPU OCTPH, TaKa U
IpHA XPOHUYHU MYCKYJITHO-CKEJICTHH HapyIICHUS.

3.':1 HaMaJIsIBAaHC Ha 6OJ'IKa CBBbpP3aHa C KOJIMKA ITPU KOHEC.

4.3 IIpoTuBoNmoKa3anus

Bmx cpiio Touka 4.7.

24



Jla He ce M3M0II3Ba TIPU KOHE MOJI 6 CeIMUYHA Bh3pacT.

Jla He ce WM3MOJI3BA MPH JKUBOTHH, CTPAIAIlX OT HapyIllleHa YepHOApOOHa, ChpAeYHA MM OBOpedHa
(GYHKIHSA 1 XeMOparn4Hy HapyIICHUS WK KbJCTO MMa JAHHU 3a YIIIEPOTeHHU raCTPOMHTECTUHATHH
MOPaKEHHUSI.

Jla He ce W3MON3Ba MPH CBPHXYYBCTBUTEIHOCT KbM aKTHBHATA CYyOCTAHIMsS WJIM KbM HSIKOH OT
CKCIUITUEHTHUTE.

Jla He ce M3MOJI3BA 32 JICUeHUE Ha TUapusl IPH TOBeIa Ha BB3pacT moj 1 ceamuIa.

4.4 CneunuajHu mpeana3sHu MePKH 3a BCEKU BUJ *KMBOTHH, 32 KOUTO € npeaHasnadyen BMII
Tperupanero ©a Temerata ¢ Loxicom 20 MuHYTH mpeau 00€3pOrOBSBAHETO HaMassBa
creponeparuBHaTta 6omka. Camo LOXiCOM HsIMa J1a OCHTYpH MOAXOAAII0 00e300/IsBaHe Mo BpeMe Ha
MmpoleaAypara 3a 00e3poroBsBaHe. 3a J1a ce MOJYy4Yd NOIXOAAI0 00e300JsIBaHe 1O BpeMe Ha
oTIepanuATa, € He0OXOIUMO €THOBPEMEHHO MPHIaraHe Ha MOIXO I aHAJTCTHK.

4.5 CrnenmnaJiHu NpeANa3Hu MepKH MIPH ynoTpeda

Crenuaniiy npeana3sHy MEPKH 34 )KUBOTHUTE IIPU VIIOTpeOaTa Ha MPOIYKTA

B cnyuaii Ha HeONMaronpuATHN peakivy JICYCHUETO TPSIOBaA Jja ce MPEKPaTH | JIa e MOThPCH ChBET OT
BETEPHHAPEH JIEKap.

Ha ce n30srBa ynorpebara npu MHOTO CHIIHO JEXUAPATHPAHU, XUIIOBOJIEMUYHU MM XUIIOTEH3UBHU
YKUBOTHH, KOUTO U3MCKBAT MapeHTepalHa pexuaparanus, Thil KaTo ChIIECTBYBa MOTEHINATIEH PUCK OT
peHaJIHa TOKCHYHOCT.

B cny4aii Ha He3aOBONIMTENTHO HaMaJIsiBaHE HA OOJIKaTa IpH JICYEHUETO Ha KOJIMKA IPU KOHE TpAOBa
Jla ce HamlpaBU BHUMATEJHA MPEOIICHKa Ha IWArHo3aTa, Thi KaTo TOBa MOXeE Aa ObjJe MHIAWKANUS 32
HEOOXOIMMOCTTa OT XUPYPTUYHA HHTEPBEHIIHS.

CHe]_[I/IaJIHI/I OpearnasHy MCPKHW 3a JiMiiaTa, Npujaaramy BETCPUHAPHOMCAMIIMHCKHA IIPOAYKT Ha
KHBOTHUTC

WHuMaeHTHO  caMOMHXKEKTHpaHe MOKe Ja npeau3Buka Oonka. Xopa € yCTaHOBEHa
CBPBXYYBCTBUTEIHOCT KbM HecTepouaHHuTe IpoTuBoBB3nanutenHu cpeacrsa (HCIIBC) tpsdsa na
n30srBaT KOHTAKT C BETCPUHAPHOMEIUIIMHCKUS IPOIYKT.

[Ipu cnyvaiiHO caMOMH)KEKTHpaHe, He3a0aBHO J1a ce MOThPCH MEAWLUHCKH ChBET, KaTo Ha JieKaps ce
MIpeI0CTaBH JMCTOBKATa MM €TUKETAa Ha MPOIYKTa.

4.6 HebnarompusiTHH peakuu (4€CTOTAa H BA)KHOCT)

[pu no-manko ot 10% oT TpeTHpaHuTe B KIMHAYHH POYYBAHHUS TOBeJla € HAOII01aBaHO caMmo ciabo
BPEMEHHO TI0/IyBaHe B MSCTOTO Ha MH)KEKTUPAHE CJIe]] MOJAKOKHO MPUIaraHe TPy roBejia.

HpI/I KOHE MOK€ J1a HACTHIIM BpEMCHHO MMOAYBAHE Ha MACTOTO Ha MHXKCKTUPAHE, KOCTO IPpEMUHABA 0e3
HWHTCPBCHIUA.

B MHOro peaku ciaydau MOXe Ja Ce€ MOSIBAT aHAQHWIAKTOMJIHU PEaKIMH, KOUTO MoraT ja Obaat
CepUO3HU (BKIIIOUUTENIHO (DaTaiHu) ¥ TpsOBa 1a ObIAT JIEKYBaHU CUMIITOMATHYHO.

YecroraTa Ha HEOIATONMPUATHUTE PEAKIMU CE OTIPEEIIs Upe3 cieqHaTa Kiacu(pukamus:

- MHOro 4ecT (rmoseue oT | Ha 10 TpeTupaHu >KUBOTHH, IPOSIBSIBAILM HEOIArONPUATHH PEAKIINH )

- yectH (oBeye oT 1, HO mo-manko ot 10 xxuBoTHU Ha 100 TpeTHpaHu )KUBOTHN)

- He "yecTH (moBede ot 1, Ho mo-Manko oT 10 xuBoTHU Ha 1,000 TpeTrpaHu KUBOTHN)

- penku (moseye ot 1, HO mo-manko ot 10 xuBoTHM Ha 10,000 TpeTupaHu KUBOTHN)

- MHOTO peaku (mo-majiko ot 1 skuBotHO Ha 10,000 TpeTUpaHH KUBOTHH, BKJIIOYUTEIHO U30JIUPAHH
CHOOIIIECHU).
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4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH SAHlIeHOCeHe

TI'oBena u cBuHe: Moxxe J1a ce mpuiiara o BpeMe Ha OpeMEHHOCT U JIaKTaIlusl.
Kone: He ce npunara npu 6peMeHHN U JIAKTHPAITH KOOWIIH.

4.8 BzauMmoneiicTBHEe ¢ JAPYrM BeTEPUHAPHOMEAWIMHCKH TPOAYKTH W ApPYyru ¢opmMu Ha
B3auMoJeiicTBue

I[a HE CC€ Ipujrara CbBMCECTHO C INIFOKOKOPTUKOCTCPOUAN, APYTU HECTCPOUIHU TPOTUBOBBLIINAIUTCIIHA
Cp€AcCTBa W aHTUKOAIr'yJIaHTH.

4.9 Jl0o3a ¥ HAYMH Ha NPHJIOKEHUe

I'oBena:

EnHOKpaTHO MOAKOXKHO MJIM MHTPABEHO3HO MHXKEKTHpaHe Ha fo3a ot 0,5 mg meloxicam/kg TenecHa
maca (tT.e. 2,5 ml/100 kg Tenecna mMaca) B KOMOMHAIUS ¢ AaHTHOMOTHYHA TEpaNus WK C epopaIHa
pexuapaTHpalla Tepamus, cropes ciaydas. [IpenopbunTenHara Hal-roismMa 103a, KOATO MOXeE Ja ce
MPUIIOKH B €JHO MSICTO Ha WHKekTupane ¢ 10 ml.

Caumne:

EnHOKpaTHO MHTPAaMyCKYJIHO HHKeKTHpaHe Ha 1o3a ot 0,4 mg meloxicam/kg tenecha maca (t.e. 2,0
ml/100 kg Tenecna mMaca) B KOMOMHAIIHS C TIOAXOIAINA AHTHOMOTHYHA Tepanusi. AKO € HEOOXOIUMO,
MOBTOPHO mpuiarane Ha meloxicam moxe ma ce nampaBu cien 24 gaca. [IpernopbunTenHaTa Hai-
roJisiMa J103a, KOsITO MOXKe J1a C€ MPUJIOKHU B €THO MSICTO Ha HHXKEKTHpaHe ¢ 2 ml.

Kone:

EnHOKpaTHO MHTPaBEHO3HO HHXKEKTHUpaHe Ha mo3a oT 0,6 mg meloxicam/kg tenecna maca (t.e. 3,0
ml/100 kg tenecuna maca).

3a ynotpeba npu o0JicKuaBaHe Ha Bb3MAJCHHETO M HaMassiBaHe Ha 00JKaTa KakTo MPU OCTPH, Taka U
OpH XPOHHYHH MYCKYJIHO-CKENICTHH HapylICHHs, 32 NPOABb/DKABaHE HA JICUCHHETO MOXE Ja ce
M3II0JI3Ba MOJXOMAIIA TIepopaiHa Tepanusi, Chabpkam meloxicam, mpuiaran B ChOTBETCTBHE C
NPEMOPHKUTE TIOCOYEHH B €THKETA, MOTAaT 1a ObJaT M3MOJI3BaHM 3a MPObIDKABAHEC HA JICUCHUETO.
Jla ce u30srBa 3amMbpCsIBaHe MO BpeMe Ha yrnoTpeoa.

Ja ne m3pppuBat noseue ot 50 npoOuBanus Ha (1akoH. AKO € He00X0IMMO H3BHPIIBAHETO HA MTOBEUE
ot 50 mpoOuBaHMs Ha TamaTa Ha (pIakoHaA ce MPernopbyYBa M3IOJI3BAHETO HA UIJIaTa 3a U3TOYBAHE HA
ChIbP)KaHUETO.

410 IIpeno3upane (CHMITOMHU, CIIEIIHA MEPKH, AaHTHI0TH), AKO € HE0OOX0TUMO

B cnyuaii Ha npeno3upane, TpsiOBa 1a ce 3a0YHE CUMITOMATUYHO JICUEHHE.

4.11 KapeHTHH CpOKOBe

I'oBena: Meco u BbTpemHu opranu: 15 nuu; Minsko: 5 nHu.

CauHe: Meco 1 BbTPEIIHU OpTaHu: 5 THU.

Kone: Meco u BbTpeIIHN OpraHu: 5 JHHU.

He ce paspemasa 3a ynorpeba mpu >KUBOTHH, YMETO MIIIKO € IIPEAHA3HAUYEHO 3a KOHCYMAaIHs OT XOpa.
5. OAPMAKOJIOI'HYHU OCOBEHOCTH

QapmakoTepaneBTHyHa Tpyna: [IpOTHBOBB3MANUTENHW W TNPOTUBOPEBMATHYHH  MPOIYKTH,

HECTEPOUTHHU (OKCUKAMHU).
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Berepunapnomenununcku Anatomo-Tepanesruuen Kox: QMO1ACO06
5.1 ®apmakogUHAMHYHH CBOICTBA

Meloxicam e mecrepoumuo mporuBoBb3naaurenHo cpenacrso (HCIIBC) or kiaca Ha OKCHKAaMHTE,
JNEHCTBAI0 Ype3 WHXMOMpaHE Ha CHHTE3a HA NPOCTAVIAHIWH, TPU KOETO MPOSBSIBA
MPOTHBOBB3MAJIMTEIHN, AHAITCTHYHN, AHTUEKCYJATUBHU M aHTHIMPETHYHH CBOMCTBAa. Hamamnssa
JICBKOIIMTHATA HHMWITPAIHS BbB Bb3IIaJICHATA ThKAH.

B mo-manka cremeH WHXHOMpa W KOJareH-WHAyHHMpaHaTa TpoMOoruTHa arperamus. Meloxicam
MPUTEkKABA CHIIO AHTUCHJIOTOKCHYHH CBOMCTBA, 3aII0TO € YCTAHOBEHO, Y¢ MHXUOMpPA MPOYKIIUITA Ha
TpoMmOOKcaH B, mpenu3BrKaHa OT MpUIAraHETO Ha CHIOTOKCHH Ha E. cOli mpu Tenera, makTupamiu
KpaBHU U CBHHE.

5.2 ®apMaKOKHHETHYHH 0COOEHOCTH

Pesopbuus
Crnen enHOKpaTHa noKkokHa 103a ot 0,5 mg meloxicam/kg, Cmax croiinoctu ot 2,1 pg/ml u 2,7 pg/ml

ce gocrturar ciep 7,7 yaca 1 4 yaca CbOTBETHO IPU MIIaJU TEJIETa U JAKTUPALLU KPaBU.
Cren nse uatpamyckyaau 103u ot 0,4 mg memokcukam/Kg, Cmax cToitroct ot 1,9 ug/ml ce moctura
cien 1 yac mpu CBUHE.

PasnpenencHue
[Toseue ot 98% ot meloxicam ce cBbp3Ba ¢ MIa3MeHHUTE NPOoTeHHU. Hali-BHCOKHUTE KOHLIIEHTPAIIMH Ha

meloxicam ce ortkpuBar B d4epHus apod u ObOpernmtTe. CpaBHUTEIHO HHUCKH KOHIICHTPAIMH CE
3a0eisI3BaT B CKEJICTHATA MyCKyJIaTypa U Ma3HHHUTE.

Metabonuzsm

Meloxicam ce otkpuBa mpeauMHO B 1uia3mata. [Ipu roeema meloxicam chiio ce eKCKpeTHpa riiaBHoO
4ype3 MISIKOTO M KITbYKaTa, J0KaTO YpUHATa ChIbpiKa caMo CIeIu OT W3XoaHara cyOctanims. [Ipu
CBHHE JXJIbYKaTa M ypHMHATa CbAbpXKAT CaMO cCJedu OT H3XOoJHaTa Cy6CTaHI_[I/ISI. Meloxicam ce
MeTabonu3mpa 70 ajJKoXoJ, KHCETHHEeH ACPUBAT M HIKOJIKO MOJspHH Metabonutu. Jloka3aHo e, ue
BCHYKH OCHOBHH MeETabONUTH ca (hapMakoIOTMYHO HEAKTUBHH. MeTabomM3MbT NpPH KOHE HE €
M3CIIe/IBaH.

Enumunupane
Meloxicam ce enuMuHEpa ¢ HepHOx Ha Toiypasmaja oT 26 daca u 17,5 waca ciel MOJKOXKHO

HUHXCKTUPAHE CbOTBETHO IIPH MJIaJIU T'OBC€ZIa U JIAKTUPAIIX KpaBH.

[lpu cBuHE cpen MHTPAMYyCKYJIHO IpHJaraHe, MEepHOIbT HA CPEJHHS TOJypaslaja B IUla3Mara e
NpUOIU3UTENHO 2,5 Yaca.

[Ipu KOHE clie]] MHTPaBEHO3HO MHXEKTHpaHe meloxicam ce emuMuHMpa ¢ KpaeH mojypasnaj ot 8,5
yaca.

[pubnmsurenno 50% oT mpuiokeHaTa 032 CE€ EIMMUHUpPA Ype3 ypuHaTa, a OCTaThbKBT dUpe3
I/ISHpa)KHeHI/IHTa.

6. ODAPMAIEBTUYHU OCOBEHOCTH

6.1 Cnucbk Ha eKCHUIIMEHTHTE

Eranon

ITonokcamep 188

Makxkporon 300
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J0%000%05

Pa3tBOp Ha HaTpueB XJIOpUI-
CoiHa KuceIuHa

Mernymux

Bona 3a nmxekmmn

6.2 OCHOBHM HECHLBMECTHMOCTH

[Ipu nurnca Ha AaHHU 32 CHBMECTHMOCT, TO3H BETEPUHAPHOMEANLIMHCKH MPOAYKT HE TpsOBa 1a Obae
CMECBaH € APYTY BETEPUHAPHOMEIUIIUHCKHU TIPOTYKTH.

6.3 Cpok Ha rogHocT

CpoK Ha TOZIHOCT Ha KPaiHUs BETEpUHAPHOMEIUIIMHCKU TIPOYKT: 3 TOJANHHU.
CpoK Ha TOTHOCT CJIeH ITHPBO OTBApSHE Ha ITbPBUYHATA OITAKOBKA: 28 JTHH.

6.4. CrnenuajaHH yCJI0BHSA 32 ChbXPaHEHHE HA MPOAYKTA
To3u BeTeprUHAPHOMEAUIIMHCKY TPOIYKT HE M3UCKBA HUKAKBY CIICIIMATIHU YCIOBUS 32 ChXpaHEHHUE.
6.5 Bwuawu cbcTaB HA TBPBUYHATA ONMAKOBKA

Kapronena kytust ¢ 1 mim 12 Ge3nBeTeH/HH CTHKICH/HH ()IaKOH/a 32 WHKEKIMH, BCEKH OT KOUTO
cpapprka 30 ml, 50 ml v 100 ml.

Kapronena kytust ¢ 1, 6 wnu 12 Ge3lBeTeH/HU CTHKIICH/HU (PIaKoH/a 3a MHXKEKIMH, BCEKU OT KOUTO
chabpxka 250 ml.

Bcexu ¢uiakoH e 3aTBOpEeH ¢ 'yMeHa 3aITylianka | INIOMOUpPaH ¢ alTfyMHHHEBO Karage.

He Bcuukm pasmepu Ha omakoBKaTa MoraT Jia ObJaT npeajarany Ha nasapa.

6.6 CrhenuajaHu MepPKH 32 YHHII0KABaHE HA HEM3IMOJI3BAH NMPOAYKT WM OCTATHIHU OT HEro

Bcekn Hew3mon3BaH BETEPUHAPHOMEIUIIMHCKM TPOJIYKT WM OCTAaThIIM OT HEro TpsOBa aa ObIaT
YHUIIIOXKEHU B CbOTBETCTBHUE C U3MCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/08/090/010 30 ml
EU/2/08/090/011 50 ml
EU/2/08/090/012 100 ml
EU/2/08/090/013 250 ml
EU/2/08/090/014 6 x 250 ml
EU/2/08/090/015 12 x 30 ml
EU/2/08/090/016 12 x 50 ml
EU/2/08/090/017 12 x 100 ml
EU/2/08/090/018 12 x 250 ml
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9. JATA HA II'bPBOTO WU3IABAHE/IIOJHOBSIBAHE HA JIMIHEH3A 3A
YIIOTPEBA

Jlata Ha TBPBOTO M3/aBaHe Ha JIKIIEH3 3a yrnorpeda: 10/02/2009
JlaTa Ha TOCJIETHOTO MOHOBSIBAHE HA JIMIICH3 32 ynoTtpeba: 23/01/2019

10. JATA HA MOCJIEJHATA PEJAKIHSI HA TEKCTA

[TogpoOHa uHpOpMAIHKs 32 TO3U MPOAYKT MOXKE J1a HAMEPHUTE Ha HHTCPHET CTpaHuIata Ha EBporneiickara
Arennus no JlekapcrBata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAKBA, CHAB/IIBAHE U/NJIA YIIOTPEBA

He e npunoxxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUSA TIPOAYKT

Loxicom /Jlokcukom/ 50 mg/g mepopanHa nacta 3a KOHe

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enun g ceabpxa:

AKTHBHA cy0CTAHUUSA:

Meloxicam 50 mg
Excunnuenru:
BeH3uioB ankoxoi 10 mg

3a IBJIHUS CIIUCHK HA EKCHUIIUEHTHTE, BUXK T. 6.1.

3. OAPMAIIEBTUYHA ®OPMA

Ilepopanna nmacra.
bnenoxbaTa, XoMOreHHa nacra.

4, KIMHUYHU JAHHHA

41 Bujose ;kuBOTHH, 32 KOMTO ¢ npeanasnayed BMII

Komne.

4.2 TepaneBTHYHM NMOKA3AHUS, ONIPeIeJIeHN 32 OTAeJTHAUTE BUAOBE )KUBOTHH

OO0aekJaBaHe Ha Bh3IAJICHHE U Ha OOJIKa IIpU OCTPU U XPOHUYIHU MYCKYJIHO-CKCJICTHU HAPYIICHU IIPH
KOHC.

4.3 IIporuBonoka3zanus

Jla He ce U3M0JI3Ba pY OPEMEHHU WJIM KbPMEIU KOOWIIH.

Jla HEe ce M3MOJI3BA MPHU KOHE, CTPAJallyd OT CTOMAIIHO-YPEBHH HAapyLIEHHUs, KaTO pa3ApasHEHUE U
XeMoparusi, HapylleHa YepHOAPOOHa, ChpaeuHa Wik ObOpedHa pyHKIMA U XeMOPAarnyHHu HapyLICHUsI.
Jla He ce M3MON3Ba NMPU CBPHXYYBCTBUTEIIHOCT KbM aKTHBHATa CyOCTaHIMS WM KbM HSKOM OT
CKCHUIITMCHTUTCEC.

Jla He ce U3MoJI3Ba NpU KOHE Ha BB3PaAcT N0 6 CEAMMULIM.

4.4 CneuuajaHu MpeaNna3Hu MePKH 3a BCEKH B ;KUBOTHH, 32 KOUTO € npeaHazHaden BMII
Hsama.

4.5 CrneuuaJjHu npeana3Hl MepPKH MPH ynorpeda

CHe]_II/IaJIHI/I OpeanasHi MCPKH 3a ) KUBOTHUTEC ITPHU VHOTDGGaTa Ha IpoOAYKTa
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Ja ce n30srea ynorpeda mpu KUBOTHU C ACXUAPATAINS, XATTOBOJICMUSI MJIH XUIIOTOHUS, ThiI KaTO UMa
MOTCHIUAJIICH PUCK OT OhOpPEUHA TOKCUYHOCT.

Jla He ce mpeBUINaBa MpenopbhYaHaTa 1032 WK MPOIBIKUTEITHOCT Ha JICUCHHE, TOPaId Bh3MOXHOCTTA
3a MoJTydaBaHe Ha TEXKH HeOIaronpusaTHU peakuuu. Bikre pazmen 4.10.

Crennanay NpeanasHd MEpPKH 3a JIMIAaTa, IpWIaramy BETEPHHAPHOMEIMIIMHCKUS IPOAYKT Ha
JKUBOTHHTE

Xopa ¢ yCTaHOBEHa CBPBXYYBCTBHTEIHOCT KbM Meloxicam TpsOBa ma wu30sSrBaT  KOHTAKT C
BETEpPUHAPHOMEANIIMHCKAA TTPOAYKT. [la ce m304rBa KOHTAKT Ha MPOIYKTa C KokaTa M oumre. [lpu
CIIy4aeH KOHTaKT C KOXKaTa W/WIM OYUTe, He3a0aBHO M3MHITE 3aCETHATUTE YacTU C Boaa. AKO ce
MOJIYYH pa3ipa3HeHHE U TO MEPCUCTUPA JIa CE MOTHPCU MEIUIIMHCKH CHBET.

[Ipu cnmydaitHo moribiane, He3a0aBHO Ja C€ MOTHPCH MEIWIIMHCKA CHBET, KaToO Ha JIeKaps ce
MIPEeIOCTaBH JIFICTOBKATA MITM €TUKETa Ha MPOIAYKTA.

4.6 HeOnaronpusaTHU peakuuy (4€CTOTA U BaXKHOCT)

Wzonupanu ciaydyan Ha HeOIaronpusTHH peakiuu, TummyHo cBbp3anu ¢ HCIIBC, ca HaOnronaBanu B
KIMHUYHY U3NUTBaHMS (JIeka ypTukapus, nuapus). Cumrntomute ca Oumu ooparumu. Yecto ce
M0JTy4aBa HaMaJCHUE HAa KOHLEHTPALUsITa Ha al0yMuH B KPbBTA I10 BpEME Ha [leproja Ha JICUeHHE
(mo 14 mam). B MHOTO penku ciry4an nMa CHOIIEHHS 3a 3ary0a Ha areTuT, JeTaprus, 00JKa B Kopema
W KOJUT. B MHOTO peiKu Cilydad MOTaT Jia ce Moy4yar aHa(QuIaKTOMJHHA Peaklii, KOUTO MOTaT Aa
OBbIIaT CeproO3HH (BKIFOUUTEHO (aTaTH) U TPSOBA J1a c€ JEKyBaT CUMITOMATHYHO. AKO C€ TIOSBSIT
HEeONIaronpuaTHY PEeakLuy, JICICHUEeTO TPsIOBa 1a ce MPEKPaTH U 1a CE MOTHPCH CHBET OT
BETEpPHUHAPEH JIEKap.

YecroraTa Ha HEOIATOMPUATHUTE PEAKIMU CE ONIPENEIIs Ype3 cleqHaTa Kiacu(pukaus:

- MHOro uectu (rmoseue oT | Ha 10 TpeTupaHu >KUBOTHH, NPOSIBSIBALLYM HEOIArONPUATHH PEAKLIH )

- yectr (oBeye oT 1, HO mo-manko ot 10 xxuBoTHM Ha 100 TpeTHpaH KUBOTHN)

- He 4yecTH (moBede ot 1, Ho mo-Manko oT 10 xuBoTHHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaxu (moseue ot 1, HO mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peaku (mo-mainko ot 1 xuBotHO Ha 10,000 TpeTupaHW KUBOTHH, BKIIOYHTEIHO MU30JIUPAHU
CHOOIIECHU).

4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH siilleHOCeHe

JlaboparopHHUTE TpOydYBaHUs MPH roBeJa HE MOKa3BaT HUKAKBU JOKA3aTeNCTBa 3a TEPaTOTeHHOCT,
(PeTOTOKCHYHOCT MM TOKCUYHOCT 32 MalikaTa. be3onacHocTTa Ha BETepUHAPHOMETUIIMHCKHS ITPOTYKT
HE € JI0Ka3aHa 1o BpeMe Ha OpEeMEHHOCT M JIaKTalMs npHu kKoHe. He ce mpenopbsyBa npuiiaraHeTo My

10 BpeMe Ha OpeMEHHOCT U JIAKTaITusl.

4.8 BzaumopeiicTBHe C JpPYrd BeTepHHAPHOMEAWUIMHCKH MTPOAYKTH W Jpyru ¢opmMu Ha
B3auMoJeicTBHE

I[a HC ce npuiara CIHOBPEMCHHO C TJIFOKOKOPTUKOCTEPOUIH, Apyru HECTCPOUIHU
MPOTHUBOBB3IMNAIUTCIIHA BETCPUHAPHOMEANIUHCKU IPOAYKTHU WJIIM aHTUKOATr'yJIaHTH.

4.9 Jl0o3a ¥ HAYMH HA NPHJIOKEHHe
Ha ce npunarat 0.6 mg/kg TeecHa Maca, BEIHBK JHEBHO, 3a IEpHo 10 14 qHH.

213 CC IMpujiara IMpEKTHO B yCTaTa HaJl 3ailHaTa 4aCT Ha €3MKa, KaTo rjiaBata Ha )XUBOTHOTO CC€ IbPKHU
BAWTIHAaTa, J0KAaTO IMIPOAYKTBT 6T>Z[€ IOI'bJIHAT.
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Tps6Ba ma ce mpuara eHO AcJICHUE Ha CIIpuHITOBKaTa ¢ macta Ha 50 kg tenecHa maca. CripuHITOBKaTa
¥“Ma BrpajicH ajanTep U € rpajyupaHa B kg/remecHa maca. Beska cnpuHIloBka ocurypsisa 420 mg
MEJIOKCHKaM, 1ocTaTh4eH 3a JedueHue Ha 700 kg TenecHa maca.

Ja ce n30sTBa KOHTAMHHAIIKS 110 BpeMe Ha yrmoTpe0a.
4.10 IIpeno3upaHe (CHMITOMHU, CIIEIIIHH MEPKH, AHTHI0TH), AKO € HE00X0JUMO

Hma cpoOuienus 3a cieHATE KIMHUYHU NpU3HAIM (HAKOW OT KOWTO MOXE Aa ObIAT CEpHO3HH) B
KIMHUYHY U3MUTBAHMSA CIIe/ IPUIIOKEHHE Ha IPOIYKTa MIPH MPeI03UpaHe: YHUIIO OBEJCHUE, AUAPHS,
OTOK, OOpa3yBaHe Ha paHM TO OyKajmHaTa JHWraBUIla W/WIN ypWHA C ThMEH IBAT. B ciydail Ha
npefo3upaHe TpsOBa Ja ce 3alI0YHe CUMIITOMaTUYHO JICUEHHUE.

4.11 KapeHnTeH Cpox

Meco ¥ BBTPELIHU OpraHu: 3 JHHU.
He ce pa3pemnraBa 3a ynorpe6a npy >KUBOTHH, YHETO MIISIKO € IIPEHA3HAYEHO 32 KOHCYMAILHs OT XOpa.

5. OAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHYHa Ipymna: [IpOTHBOBB3MAIMTENHM M NPOTHBOPEBMATHYHH  MPOLYKTH,
HecTepouIHU (OKCHKAMH).

Berepurapnomenummacku Anatomo-Tepanesruaer Kox: QMO1ACO06
5.1 ®apmakoaMHAMHYHH CBOIiCTBA

Meloxicam e HectepounHo mpotuBoBb3nanutenHo cpeacrso (HCIIBC) or kinaca Ha OKCHKaMmHuTe,
KOETO AelCTBa Ype3 MHXHOMpaHE CHHTE3a Ha MPOCTArJaHAWHHUTE, KaTO IO TO3H HAYMH NpPOSBSIBA
MPOTUBOBB3MAINTEIHN, aHAJITCTUYHU, AaHTUEKCYIAaTHBHH W aHTHINUPETHYHH edekTH. To HamaisiBa
nH}UITpanMATa C JICBKOIUTH BbB Bh3MaJeHaTa ThKaH. B mo-manka crerneH To MHXHOMpa M KOJareH-
MHIyIpaHaTa TpoMOoIuTHa arperanus. Meloxicam nma chiio aHTHEHJOTOKCHYHU CBOWCTBA, 3aII0TO
TOW € IEMOHCTPUPAJI, Y€ HHXUOHUpa MPOU3BOACTBOTO Ha TpOMOOKcaH By, MHAyIMpaH OT MHTPaBEHO3HO
NpUIIOKEHUE Ha eHIo0TOKCHH Ha E. coli npu Tenera u npacera.

5.2 dapMaKkOKHHETHYHHU 0COOEHOCTH

Pe3opOuus
Koraro mnpoiaykTsT ce H3MOJI3Ba B CHOTBETCTBHE C IMPENOPhYAHUS PEXKUM Ha JO3UpaHe,

OMOHAJIMYHOCTTA CJICNl TEPOPANHO MPHIOKEHUE € NpuOiau3uTeaHo 98%. MakcuManHu IIa3MEHH
KOHIIEHTPAI[MK C€ MOCTHTraT clied mpuomu3uTenHo 2 - 3 yaca. DaktopsT Ha HarpymBaHe or 1,08
npezmnoiara, ue meloxicam He ce HaTpymnBa, KOraTo ce mpuiiara eXXeaHeBHO.

PasnpenencHue
[Mpubnusutenno 98% ot meloxicam ce cBbp3Ba ¢ mwiasMenute nporernHr. OOEMBT Ha pasIpeieeHIe

e 0.12 L/kg.

Mertaboau3sM

MeTabonMu3MBbT B KQUECTBEHO OTHOIIIEHHE € MMOM00EH Ha TO3W MPH TUIBXOBE, MAJKH MIPAceHIa, Xopa,
rOBe/la M MPaceTa, BBIPEKU Y€ UMa Pas3IHdis B KOJHUUECTBEHO OTHOIIeHe. OCHOBHUTE METa0OJIHUTH,
OTKPUTH TPHU BCHUYKHM BHJOBE, Ca OWIM S5-XUAPOKCH- M S5-KapOOKCHU-METaOOIUTHUTE, W OKCAIUII-
MeTabonuta. MeTaboaM3MbT NP KOHE He € u3clieaBaH. J[oka3aHo e, ue BCHYKH OCHOBHH METa0OIUTH
ca apMaKoJIOTUYHO HEAKTHUBHH.
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Enuvunupane
Meloxicam ce oTenst ¢ TepMHHAIICH TOTYKHBOT OT 7,7 4aca.

6. OAPMAIIEBTUYHU OCOBEHOCTH
6.1 Chnucbk Ha eKCUHMITHEHTHTE
XUAPOKCUTIPOTIMIIOBA IIETYJI03a
I'munepon

Kcanranopa ryma

Apomar Ha s0bIKa

Copouron

Bensnnos amkoxon

3axapuH HATpU Ha Mpax
IIpeuncrena Boga

6.2 OCHOBHH HECHBMECTHMOCTH
He ca u3BecTHH.

6.3 Cpok Ha rogHocT

CpoOK Ha TOOHOCT Ha KpalHUsS BETEPUHAPHOMEAUIIMHCKY IPOAYKT: 18 mecena.
CpoK Ha TOIHOCT el IFPBO OTBApsIHE Ha MbPBUYHATA OMAKOBKA: 28 JHMU.

6.4. CrnenuajaHu ycJI0BHA 32 CbXpaHeHHE HA MPOAYKTA

Ha ce cpxpansBa npu temmepatypa mos 30 °C.

6.5 BwuaucbcTaB Ha TBPBUYHATA OMAKOBKA

[peaBapuTenTHO HATBITHEHU CITPUHIIOBKH OT TIOJIMETHUIICH C HUCKA ITBTHOCT, ChIbpiKaIin 8.4 g
MPOAYKT, B KAPTOHECHH OMAKOBKH OT 1, 7 mnu 14 cnpuHIOBKY. Besika cripuHIIOBKA MMa BrpajicH
ajanrep U € rpajayupana B “kg/renecHa maca”, ¢ neneHus 3a nmacra Ha 50 kg TenecHa maca.

He Bcuuku pasMepH Ha oMakoBKaTa MOraT Jia ObJaT npejiaraHy Ha rnasapa.

6.6 CnenmaJHu MepKH 32 YHHI0’KaABaHE HA HEU3MOJI3BAaH MPOAYKT WJIM OCTATHIU OT HEro
Bceekn Hew3mnos3BaH BETEPUHAPHOMEIUIIMHCKU TPOMYKT WM OCTATHIM OT HEro TpsidBa ga ObaaT
YHUIOXKEHU B ChOTBETCTBUE C U3UCKBAHMATA HA MECTHOTO 3aKOHOIATEIICTBO.

7. MPUTEXKATEJ HA JIMLEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan
Ireland

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA
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EU/2/08/090/029 (1 cipuHIIOBKa)
EU/2/08/090/030 (1 x 7 CIpHHIIOBKH)
EU/2/08/090/031 (1 x 14 cpHHIIOBKH)

9. JATA HA II'bPBOTO WU3IABAHE/NIOJHOBSBAHE HA JIMIHEH3A 3A
YIIOTPEBA

JlaTta Ha TBPBOTO W3/aBaHe Ha JIUIICH3 3a yrmorpeba: 10/02/2009
JlaTa Ha TOCJIETHOTO MOHOBSIBAHE HA JIMIICH3 32 ynoTtpeba: 23/01/2019

10. JATA HA MOCJIEJHATA PEJAKIUSI HA TEKCTA

HOHpO6Ha I/IH(i)OpMaIII/IH 3a TO3U NPOAYKT MOXKE Ja HAMCPHUTEC HAa UHTCPHCT CTpaHUIIATA HA EBpOHeﬁCKaTa
Arennus o Jlekapcrsata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHABJIABAHE U/NJIN YIIOTPEBA

He e mpunoxxumo.

34


http://www.ema.europa.eu/

MNPUJIOXKEHUE I1

INPOU3BOAUTEJI, OTTOBOPEH 3A OCBOBOXKIABAHE HA
ITAPTUJIATA

YCJIOBUA NJIN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIU CE JO MPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MACOK
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Loxicom /JTokcuxom/ 0,5 mg/ml mepopanna cycmneH3us 3a Ky4era
A.  MNPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOKXIABAHE HA ITAPTUIATA

Hme m aapec HA MPOW3BOAUTENS, OTTOBOPEH 3a OCBO60)I(,Z{aBaH6TO Ha NapTHAMTC 34 npo;:[a>I<6a

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

b. YCJIOBHA NN OTPAHUYEHUA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIHA CE JO NTPEAJATAHETO NJIA YIIOTPEBATA MY

Ja ce oTIrycka caMo I10 JIEKapCKO MPEAITUCAHNUE.
B. CTATYC HA MJICOK

He e npuinoxxumo.
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Loxicom /JTokcuxom/ 1,5 mg/ml mepopanna cycmneH3us 3a Ky4era
A.  MNPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOKXIABAHE HA ITAPTUIATA

Hme m aapec Ha MPOW3BOAUTENS, OTTOBOPEH 3a OCBO60)I(,Z{aBaH6TO Ha NapTHAMTC 3a npo;:[a>K6a

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

b. YCJIOBHA NN OTPAHUYEHUA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIHA CE JO NTPEAJATAHETO NJIA YIIOTPEBATA MY

Ja ce oTIrycka caMo I10 JIEKapCKO MPEAITUCAHNUE.
B. CTATYC HA MJICOK

He e npuinoxxumo.
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Loxicom /Jlokcuom/ 5 mg/ml nH:KeKIMOHEH pa3TBOP 3a Ky4eTa U KOTKH
A.  MPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXKJABAHE HA TAPTUJIATA

Hme m aapec HA MPOW3BOAUTENS, OTTOBOPEH 3a OCBO60)I(,Z{aBaH6TO Ha NapTHAMTC 34 npo;:[a>I<6a

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

b. YCJIOBUSA WJIN OT'PAHUYEHUS B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE JO ITPEJJATAHETO NJIA YIIOTPEBATA MY

Jla ce oTIrycka caMmo 1O JIEKapcKo MpeANcaHue.
B. CTATYC HA MACOK

He e mpunoxxumo.
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Loxicom /JTokcuxom/ 0,5 mg/ml mepopaiHa cycmneH3us 32 KOTKH
A.  MNPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOKXIABAHE HA ITAPTUIATA

Hme m aapec HA MPOW3BOAUTENS, OTTOBOPEH 3a OCBO60)I(,Z{aBaH6TO Ha NapTHAMTC 3a npo;[a>I<6a

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

b. YCJIOBUSA WIN OI'PAHUYEHUSA B IMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE JO ITPEJJATAHETO NJIA YIIOTPEBATA MY

Jla ce oTITycka camo 10 JIEKapCKO MpeAucaHme.
B. CTATYC HA MACOK

He e mpunoxxumo.
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Loxicom 20 mg/m| uHskeKIHOHEH Pa3TBOP 32 roBeaa, CBHHE H KOHE

A. TIPOU3BOJUTEJ OTI'OBOPEH 3A OCBOBOXK/IABAHE HA ITAPTHUJIATA

Hwme u agpec Ha MPOU3BOAMTEA, OTTOBOPEH 33 OCBOOOXK/IABAHETO HA MAPTUANTE 3a MpoaakOa

Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town
Co. Monaghan
H18 W620
Ireland

Norbrook Laboratories Limited

105 Armagh Road

Newry

Co. Down, BT35 6PU
O6eanHEeHOTO KPaJICTBO

b. YCJIOBUA NJIK OTPAHNYEHMUS B JIMINEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE JO MPEAJATAHETO NJIA YIIOTPEBATA MY

Jla ce oTITycka camo 10 JIEKapcKO MpeArucaHme.

B. CTATYC HA MJICOK

AxktuBHata cyocranius B Loxicom 20 mg / ml MHXEKIIMOHEH Pa3TBOP 3a FOBENla, CBUHE U KOHE €
paspeitieHa cyocTaHIus, KakTo € onucano B Tabnuna 1 Ha [Ipunoxennero kbM Pernament (EC) No

37/2010:
®apmakosioruyH | MapkepHo Bunose | MIICO | Ilpunenn | Hpyru TepaneBtuue
0 OCTaThYHO *uBoTH | K Y ThKaHW | M3WCKBaHH | H KJIac
aKTUBHA BEIICCTBIO | U s
cyOcTaHIus
Menokcukam Menokcuka | ['oenma, | 20 Myckyn JIuncea [Iporuso-
M KO3H, ug/kg Uepen BITMCBaHe BB3MAJUTETH
CBUHE, 65 Ipoo u
3alun ug/kg Bropex cpenctra/He-
KOHE 65 CTEPOUIHU
pg/kg MPOTUBO-
BB3MAIUTEIH
Y CpeficTBa
I'oBema, | 15 Misiko
KO3H ug/kg

Excuunuenture, mocouenu B Touka 6.1 Ha KpaTkara xapakTepucTuka, ca WiH pa3pelicHu
cyOcranmmy, 3a kouto B Tadbnuna 1 Ha [Ipunoxennero ksM Pernament (EC) No 37/2010 He ce
muckBatr MJICOK, min ce pasriexmar kato Henmonaaany B ooxsata Ha Permament (EC) No
470/2009, xorarto ca BKJIIOYEHH B TO3H B TO3U BETEPHUHAPHOMEIUIIMHCKH MTPOIYKT.
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Loxicom /JIokcukom/ 50 mg/g nepopasiHa macra 3a KoHe
A.  TPOU3BOJUTEJ, OTTOBOPEH 3A OCBOBOX/ABAHE HA TAPTUJIATA

Hwme u agpec HAa MPOM3BOAMUTESA, OTTOBOPEH 33 OCBOOOXK/IABAHETO HA MAPTUAMTE 3a MpoaakOa

Norbrook Manufacturing Limited
Rossmore Industrial Estate
Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

b. YCJIOBUSA WIN OI'PAHUYEHUS B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE JO INTPEJJATAHETO NJIA YIIOTPEBATA MY

Jla ce OTITycKa caMo TI0 JIEKapCKO MpeAnucaHue.

B. CTATYC HA MJACOK

MesokcHuKaM e pasperieHa CyOCTaHIHs, KakTo ¢ Moco4eHo B Tabiuia 1 Ha [IpriokeHHeTo KbM
PernmamenTa Ha Komucusara (EU) No 37/2010:

AxrtuBHarta cyoctannus B Loxicom 50 mg/g nmepopainta macTa 3a KOHe € pa3peieHa cyOcTaHIus
KaKTo € mocodeHo B Tabnwma 1 Ha [Ipunoxenunero keM Permamenta Ha Komucusra (EU) No 37/2010:

®apmakosnornyHo | Mapkepno | Bugose | MJICOK | Ilpune | Hpyru Tepamnestuue
aKTHBHA OCTaTh4YHO | )KMBOTHHU JHU W3UCKBAaHU | H KJIac
cyOcTanIms BEIIECTBO TBKaHUA | I
Menokcukam Menokcuka | Bonose, | 20 pg/kg | Mycky | Hama [IpoTtuBOBBH3
M KO3H, 65 ng/kg | ma MATATETHA
CBUHE, 65 ug/kg | Yepen cpenctea/He
3aiimy, Ipo0 CTEpOUIHU
KOHe Bbw6pen MIPOTHBOBBH3II
u ATUTETTHH
cpeicTsa
Bomose, | 15 pg/kg | Musiko
KO3H,

Excuunuenture, nocoyenu B T. 6.1 Ha KpaTkara XxapakrepucTHKa, ca I pa3pelieHd CyOCTaHINH, 3a
kouto B Tabnuma 1 Ha [Ipunoxenuero kM Pernmament (EC) No 37/2010 we ce uznucksar MJICOK unu
ce pasriexaat karo Henonaaamuy B ooxsara Ha Pernmament (EC) No 470/2009, koraTto ca BKIIOYEHH B
TO3W BETEPUHAPHOMEIUITUHCKH MPOTYKT.
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MNPUJIOKEHUE III

ETUKET U JINCTOBKA
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A. ETUKET
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OIIAKOBKA

Kapronena kytus ¢ 6yruiku ot 15 u 30 ml

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJNIIUHCKUSA TPOAYKT

Loxicom /JTokcukom/ 0,5 mg/ml nepopanta cycrnensus 3a Kydera
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUA

Meloxicam 0,5 mg/mi
Hatpues 6enzoat 1,5 mg/ml

3. GOAPMAIEBTUYHA ®OPMA

CycneH3us 3a IepopaTHO TIPHII0KEHHE

4, PABMEP HA OITAKOBKATA

15 ml
30 ml

| 5. BUJIOBE )KUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

Kydera

6. TEPAIIEBTUYHU ITIOKA3AHUA

3a obsexuaBaHe Ha BB3MAICHUS U OOJIKM TIPU OCTPH M XPOHUYHHU MYCKYJTHO-CKEJIETHH CMYIICHHUS TIPU
Kydera.

| 7. METOJ 1 HAYMH HA ITPUJIOKEHHUE

PazknateTe nmpenu ymotpeoa.

[Mpunara ce ¢ XpaHara WK AUPEKTHO B yCTaTa C MEPUTEITHA CIIPUHIIOBKA.
Jla ce u30srBa KOHTAMHUHALIKS 110 BpeMe Ha yrnoTpeoa.

3a mepoparHo MPUIIOKEHHUE.

[Ipenu ynoTtpeda MpovyeTH JINCTOBKATA.

| 8. KAPEHTEH CPOK

| 9. CIHHEHUAJIHHU MPEAYHPEXJIEHUA, AKO E HEOBXOJINUMO
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I[a HE CC U3I10JI3Ba IpU 6peMeHHI/I WJIN JIJAKTHUpPAIU JXUBOTHHU.

| 10. CPOK HA TOAHOCT

Tlonen mo {mecery/roauna}
Cnen oTBapsiHe, H3MOMI3Ball B paMKUTE Ha 6 Mecela.
Cren oTBapsiHe, U3MOJI3BalTE Ipenu. ..

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

12. CIEINUWAJIHU MEPKHU 3A YHULIOKABAHE HA HEMU3IIOJI3BAH TPOAYKT
NJIN OCTATHBIHN OT HEI'O, AKO UMA TAKHUBA

VHumoxapaHe: IpOY€TH JINCTOBKATA.

13. HAJNUCDHT “CAMO 3A BETEPUHAPHOMEJIUNLIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepuHAapHOMEIUIIMHCKA yroTpeda. [la ce oTimycka caMmo 1o JeKapcKo MpeArniucaHume.

14, HAIIHUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIITHA
3A JJEITIA MECTA”

Ja ce cpxpansBa jganed OT Morjie/ia ¥ Ha HEOCTHITHH 3a JIeTa MecTa.

| 15. HMME U NOCTOSAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16, HOMEPA HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/08/090/001 [15 ml]
EU/2/08/090/002 [30 ml]

| 17. TAPTHUAEH HOMEP

IT Ne {HOMED}
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MHUHUMYM HHO®OPMAIUSA, KOATO TPABBA JA BbJE U3IIMCAHA BbPXY
MAJIKHM OITAKOBKU BMII, KOUTO CBABPXKXAT EAUHUYHA JT0O3A

Byrnaka ot 15 u 30 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TPOAYKT

Loxicom /JToxcuxom/ 0,5 mg/ml nepopainHa cycriensus 3a Kyyeta
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

Meloxicam 0,5 mg/mi

3. CbABbP)KAHUE CIIPSIMO MACA, OBEM WJIH PO HA EJUHUYHUTE 03U

15 ml
30 ml

4, HAYYH HA ITPUJIOKEHHUE

3a nepopaHO NPUTIOKEHHUE.
Pasknarere npeau ynotpebda.
Ipeau ynoTpeda mpoyeTH TUCTOBKATA.

| 5.  KAPEHTEH CPOK

| 6. IHHAPTUJAEH HOMEP

IINe {HOMeD}

| 7. CPOK HA FOJIHOCT

Tonen mo {mecery/roaunna}
Crnen oTBapsiHe, U3MOI3Bal B pAMKHTE Ha 6 Mecera.
Crnen oTBapsiHe, U3NON3BAKUTE MIPEIU. ..

| 8. HAJAIIMUCBHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a.
213 C€ OTITyCKa CaMO II0 JICKApPCKO IMpEAITMCaHuE.
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HHOOPMAIUA, KOATO CE N3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena kyrus ¢ 6yruiaku ot 10, 32, 100, 2 x 100 ml u 200 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

Loxicom /JToxcuxom/ 1,5 mg/ml nepopainta cycriensus 3a Kyyeta
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUA

Bcexu ml ceabpka:
Meloxicam 1,5 mg/ml
Harpues 6enszoar 1,5 mg/ml

3. GOAPMAIEBTUYHA ®OPMA

CycneH3us 3a IepopaTHO TIPHII0KEHHE

4, PABMEP HA OITAKOBKATA

10 ml

32 ml

100 ml
200 ml

2 x 100 ml

| 5. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kydera

6. TEPAIIEBTUYHU IOKA3AHUA

3a obrekuaBaHe Ha BB3MAICHUS U OOJIKM TIPU OCTPH M XPOHUYHHU MYCKYJTHO-CKEJIETHH CMYIIEHHUS TIPU
Ky4eTa.

| 7. METOJ 1 HAYMH HA ITPUJIOKEHHUE

PazknarteTe mpenu ymotpeoa.

[Ipunara ce ¢ xpaHaTa UM JUPEKTHO B yCTaTa C MEpUTENIHA CIIPUHIIOBKA.
Jla ce u30sTrBa KOHTAMHHAILUS 110 BpeMe Ha yrnoTpeoa.

3a mepoparHo MPUIIOKECHHUE.

[Ipenu ynoTtpeda MpoveTH JINCTOBKATA.

| 8. KAPEHTEH CPOK
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| 9. CIHEHHUAJIHU MPEAYHPEXJIEHUSA, AKO E HEOBXOJIUMO ‘

Ja He ce m3moI3Ba Ipy OPEMEHHN WM JTAKTHPAIIH )KHBOTHH.

| 10. CPOK HA FOJHOCT |

Tlomen no {Mecen/roguHa}
Cren oTBapsiHe, U3IIOJI3Bal B paMKHTE Ha 6 Mecera.
Cnen oTBapsiHe, U3MOI3BANTE MIPENN. ..

11. CHELOHUAJIHM YCJOBUS 3A CbXPAHEHHUE

12. CHELOUAJIHU MEPKU 3A YHUILIOXABAHE HA HEU3IIOJI3BAH NIPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

YHI/IHJ;O)KaBaHC: IMPpOYCTH JIMCTOBKATA.

13. HAJNUCDHT “CAMO 3A BETEPUHAPHOMEJIUNLIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [la ce oTimycka camo 1o JeKapcKo MpeAriucaHume.

14, HAIIMUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIITHA
3A JEIIA MECTA”

a ce cexpansBa ganed OT Morjie/ia ¥ Ha HEIOCTHITHY 3a JIe1la MecTa.

| 15. HMME U NOCTOSAHEH AJIPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/08/090/003 [10 mi]
EU/2/08/090/004 [32 ml]
EU/2/08/090/005 [100 ml]
EU/2/08/090/032 [200 ml]
EU/2/08/090/033 [2 x 100 ml]

| 17. NAPTHJIEH HOMEP

IT Ne {HOMED}
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NHO®OPMALUA, KOATO CE U3IIUCBA BBPXY ITbPBUYHATA OIIAKOBKA

Kapronena kyrtus ¢ 6yruiaku ot 100 ml, 2 x 100 ml u 200 ml

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJNIIUHCKUSA TPOAYKT

Loxicom /JTokcukom/ 1,5 mg/ml nepopanna cycrnensus 3a Kydera
meloxicam

2. CBbABbPKXAHUE HA AKTUBHATA CYBCTAHLUA

Bcexu ml cpappika:
Meloxicam 1,5 mg/ml
Hatpues 6enzoat 1,5 mg/mi

3. OAPMAIEBTUYHA ®OPMA

CycneH3us 3a epopaiHO MPHIIOKEHHE

4. PABMEP HA OITAKOBKATA

100 ml
200 ml

| 5. BUJIOBE )KUBOTHMU, 3A KOUTO E [IPEJTHA3ZHAYEH BMII

Kydgera

6. TEPAIIEBTUYHU TIOKA3AHUA

3a obsexkuaBaHe Ha BB3MAJICHUS U OOJIKM IPU OCTPH U XPOHUYHHU MYCKYJIHO-CKEJIETHH CMYIIEHUS IPU
KydeTa.

| 1. METO/J 1 HAYMH HA ITPUJIOKEHUE

Pasknatere npenu ynotpeoa.

[punara ce ¢ Xpanara Win AUPEKTHO B ycTaTa C MEPHUTEIIHA CIIPHHIIOBKA.
Jla ce u30srBa KOHTAMHMHALIKS 110 BpeMe Ha yrnoTpeoa.

3a mepopaitHO MPUIIOKEHUE.

[Ipenu ynoTtpeda MpoveTH JINCTOBKATA.

8. KAPEHTEH CPOK
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| 9. CIHEHHUAJIHU MPEAYHPEXJIEHUSA, AKO E HEOBXOJIUMO

Ja He ce m3moI3Ba Ipy OPEMEHHN WM JTAKTHPAIIH )KHBOTHH.

| 10. CPOK HA TOAHOCT

TlNomen oo {Mecen/roguHa}
Cnen oTBapsiHe, H3MOMI3Ball B paMKUTE Ha 6 Mecela.
Crnen oTBapsiHe, U3MOI3BANUTE TIPEIU. ..

11. CHENUAJIHM YCJIOBUs 3A CbXPAHEHUE

12. CHELOUWAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH TIPOAYKT
NJIN OCTATHIH OT HEI'O, AKO UMA TAKHUBA

YHI/IHJ;O)KaBaHC: IMPpOYCTH JIMCTOBKATA.

13. HAIIHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepuHapHOMEIUIMHCKA yroTpeda. [la ce oTirycka caMmo 1o JeKapcKo MpeAricaHme.

14. HAJIMUCHT “JIA CE CbXPAHSIBA JAJIEU OT MOTJEJA U HA HEJOCTBIIHA
3A JIEJA MECTA”

[la ce cpxpansBa ganed OT Morjie/ia U Ha HEOCTHITHH 3a JIeTa MecTa.

| 15. HMME U NOCTOSAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/08/090/005 [100 ml]
EU/2/08/090/032 [200 ml]
EU/2/08/090/033 [2 x 100 ml]

17. TAPTHUJAEH HOMEP

IT Ne {HOMED}
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MHUHUMYM HHO®OPMAIUSA, KOATO TPABBA JA BbJE U3IIMCAHA BbPXY
MAJIKHM OITAKOBKU BMII, KOUTO CBABPXKXAT EAUHUYHA JT0O3A

Byrnaka ot 10 u 32 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TPOAYKT

Loxicom /JToxcuxom/ 1,5 mg/ml nepopainta cycrensus 3a Kyyeta
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

Meloxicam 1,5 mg/ml

3. CbABbP)KAHUE CIIPSIMO MACA, OBEM WJIH PO HA EJUHUYHUTE 03U

10 ml
32 ml

4, HAYYH HA ITPUJIOKEHHUE

3a nepopatHo NPUTIOKEHHUE.
PazknateTe nmpenu ynotpeoa.
[Ipenu ynoTpeba MpoveTy INCTOBKATA.

| 5.  KAPEHTEH CPOK

| 6. NAPTHJIEH HOMEP

IINe {HOMep}

| 7. CPOK HA TOAHOCT

lonen mo {mecern/roanna}
Crnen oTBapsiHe, U3MOI3Bal B pAMKHTE Ha 6 Mecera.
Cnen oTBapsiHe, M3MOJI3BANTE MIPEIIN. ..

| 8. HAJINIUCHT “CAMO 3A BETEPUHAPHOMEJNIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIUIIMHCKA yIIOTpeOa.
Ja ce oTmycka camo 10 JIEKapcKO MpeAucaHne.
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HNH®OPMALIUA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

Kapronena kytus 10 ml, 20 ml u 100 ml ¢pnaxon

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJNIIUHCKUSA TPOAYKT

Loxicom /Jlokcuom/ 5 mg/ml umwkekunoHeH pa3TBop 3a KyueTa H KOTKU
meloxicam

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIMSA

Bcexu ml ceappxa:
Meloxicam 5mg
Eranon 150 mg

3. GOAPMAIEBTUYHA ®OPMA

WHXeKIMoHEeH pa3TBop.

4, PABMEP HA OITAKOBKATA

10 ml
20 ml
100 ml

| S. BUJIOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BMII

Kydera u xoTkn

6. TEPAIIEBTUYHU ITIOKA3AHUA

Kyuera
3a obnex4aBaHe Ha BB3MAICHUS U OOJIKH MPU OCTPH M XPOHUYHH MYCKYJIHO-CKEIIETHH CMYIIICHHS. 3a

peaylupaHe Ha CIIeJIoTepaTHBHA OOJIKa U BB3IAJICHUE CIIe]] OPTOTICIUYHH U OTIepaIlii Ha MEKH ThKaHHU.
Kotku

Penynupane Ha ciieforiepatuBHa OOJKa CIiE[ OBAPOXHUCTEPEKTOMHS M MAaJKH OINEPalUud Ha MEKH
TBKaHU.

7. METO/J 1 HAYMH HA ITPUJIOXKEHUE

Kyuera:

MyCKyTHO-CKEJIETHU CMYIIEHUS: €THOKPATHO TIOJIKOXHO HH)KEKTHPAHE.
CrnenonepaTUBHHU OOJIKH: €HOKPATHO MOKOKHO MIM HHTPABEHO3HO HHKEKTHPAHE.
Kotku:
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CrnenonepaTiBHA 0OJIKA: €THOKPATHO ITOJAKOKHO MH)KEKTHPAHE.

N36srBaiiTe KOHTAMHHALUSA TIPU YITOTPeOa.
[Ipenu ynoTtpeba mpoveTy INCTOBKATA.

| 8. KAPEHTEH CPOK

| 9. CIIEHUMAJIHU NPEAYIIPEXKJIEHUSA, AKO E HEOBXOIUMO

I[a HE CC U3I10JI3Ba IMpU 6peMeHHI/I WJIN JIAKTHUpAIIU J)XUBOTHHU.

| 10. CPOK HA FOJIHOCT

Tonen mo {mecery/roauna}
Crnen mpoOuBaHe, U3MON3Ball B paMKHUTE Ha 28 THHU.
Crnen mpoOuBaHe, U3MON3BAUTE MPEAH. ..

11. CHELHUAJIHU YCJOBUS 3A CbXPAHEHHUE

12. CHELOUWAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH TIPOAYKT
NJIN OCTATHBIH OT HEI'O, AKO UMA TAKNBA

VHumoxapaHe: IpOY€TH JINCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [la ce oTimycka caMmo 1o JIeKapcKo MpeIriucaHume.

14, HAIIMUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHA
3A JJEITA MECTA”

I[a CC ChbXpPaHsABa JaJIed OT HorjieZia 1 Ha HCAOCTHITHU 3a 1€11a MECTa.

| 15. HUME U NIOCTOSAHEH AJIPEC HA ITPUTEXATEJISA HA JIMLHEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland
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16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/08/090/006 [10 ml]
EU/2/08/090/007 [20 ml]
EU/2/08/090/008 [100 ml]

| 17. NAPTHJIEH HOMEP

IT Ne {HOMED}
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NHO®OPMALUA, KOATO CE U3IIUCBA BBPXY ITbPBUYHATA OIIAKOBKA

100 ml paraxon

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJNIIUHCKUSA TPOAYKT

Loxicom /JTokcrom/ 5 mg/ml urkeknoHeH pa3TBop 3a KydeTa i KOTKH
meloxicam

2. CBbABbPKXAHUE HA AKTUBHATA CYBCTAHLUA

Bcexu ml cpabpxa:
Meloxicam 5mg
Eranon 150 mg

3. OAPMAIIEBTUYHA ®OPMA

WHXeKMoHeH pa3TBop.

4. PASMEP HA OITAKOBKATA

100 ml

| 5. BUJIOBE )KUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

Kydera u koTkH

6. TEPAIIEBTUYHU TIOKA3AHUA

Kyuera
3a obnexdaBaHe Ha BB3MAJICHUS W OOJIKH TIPU OCTPH U XPOHUYHH MYCKYJIHO-CKEIIETHH CMYIIICHHS. 3a

peaylupaHe Ha CJIeIoNepaTiBHA 00JIKa U Bh3IAJICHUE CIIe]] OPTOIICIUYHH U OTIepallii Ha MEKH ThKaHHU.
Kotku

Penynupane Ha cieforiepatnBHa OOJKa CIIEA OBAPOXHUCTEPEKTOMHS M MAaJKH OINEPalMiH Ha MEKH
TBKaHU.

1. METO/J 1 HAYMH HA ITPUJIOKEHUE

Kyuera:

MYCKYHHO'CKCHCTHI/I CMYIICHUA: €AHOKPATHO IMOAKOKHO MHKXCKTUPAHE.
CrenomnepaTiBHa 00JIKa: €THOKPATHO MOJKOKHO HMJIM HHTPABEHO3HO WH)KEKTHUPAHE.
Kotku:

CrnenonepatuBHa 00JIKa: €HOKPATHO TMOAKOKHO HHKXEKTHPAHE.

N36srBaiiTe KOHTAMHHALIWS TIPU YIIOTPeOa.

55



[Ipenu ynoTtpeba mpoveTy INCTOBKATA.

| 8. KAPEHTEH CPOK

| 9. CIIEHUMAJIHU NPEAYIIPEXKJIEHUSA, AKO E HEOBXOIUMO

I[a HE CC U3I10JI3Ba IpU 6peMeHHI/I WJIN JIJAKTHUpAaly J)XUBOTHH.

| 10. CPOK HA FOJIHOCT

Tlonen mo {meceryroanna}
Cren mpoOuBaHe, M3IOJI3Bail B paMKUTE Ha 28 ITHU.
Crnen mpoOuBaHe, U3MON3BANUTE MPEAH. ..

11. CHELHUAJIHU YCJOBUS 3A CbXPAHEHHUE

12. CHELUAJIHU MEPKU 3A YHUILLIOXABAHE HA HEU3IIOJI3BAH NPOAYKT
NJIX OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

VHumoxapaHe: IpOY€TH JINCTOBKATA.

13. HAJNUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E TPUJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a. I[a CC OTITyCKa CaMo IIO JICKapCKO MPCAIINCAHUC.

14, HAIINHUCDHT “JA CE CbXPAHSABA JAJIEY OT NOI'VIEJA U HA HEJOCTBITHA
3A JJEITA MECTA”

I[a CC ChXpPaHsABa JaJIed OT Horjieia 1 Ha HCAOCTHITHU 3a 1€11a MECTa.

| 15. HUME U IOCTOSAHEH AJIPEC HA ITPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEP HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/08/090/008 [100 ml]
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| 17. TIAPTHUJIEH HOMEP

IT Ne {HOMED}
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MHUHUMYM HHO®OPMAIUSA, KOATO TPABBA JA BbJE U3IIMCAHA BbPXY
MAJIKHM OITAKOBKU BMII, KOUTO CBABPXKXAT EAUHUYHA JT0O3A

10 u 20 ml paraxon

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TPOAYKT

Loxicom /JIokcuom/ 5 mg/ml umwkekunoHeH pa3TBop 3a KyueTa i KOTKA
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

Meloxicam 5 mg/mi

3. CbABbP)KAHUE CIIPSIMO MACA, OBEM WJIH PO HA EJUHUYHUTE 03U

10 ml
20 ml

4, HAYYH HA ITPUJIOKEHHUE

Kydera: nHTpaBEeHO3HO WM UHTPAMYCKYITHO.
Kotku: uHTpaMycKyIHO.

| 5. KAPEHTEH CPOK

| 6. NAPTHJIEH HOMEP

IINe {HOMep}

| 7. CPOK HA TOAHOCT

lonen mo {mecern/roanna}
Cren npoOuBaHe, U3IONI3Ball B paMKHTE Ha 28 THH.
Cnen npoOuBaHe, U3I0JI3BANUTE MPEJIH. ..

| 8. HAJINIUCHT “CAMO 3A BETEPUHAPHOMEJNIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIUIIMHCKA yIIOTpeOa.
Ja ce oTmycka camo 10 JIEKapcKO MpeAucaHne.
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

Kapronena kyTus ¢ 6yruiku ot 5, 15 u 30 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TPOAYKT

Loxicom /JTokcukom/ 0,5 mg/ml nepopanta cycneHsust 3a KOTKA
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLIUA

Meloxicam 0,5 mg/mi
Hatpues 6enzoat 1,5 mg/ml

3. GOAPMAIEBTUYHA ®OPMA

CycneH3us 3a epopaiHO MPHIIOKEHHE

4, PABMEP HA OITAKOBKATA

5ml
15 mi
30 ml

| 5. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BMII

Kotkn

6. TEPAIIEBTUYHU IOKA3AHUA

3a oOnekuyaBaHe Ha JIeKa 10 CpellHa ciefonepaTuBHa O0JKa U Bb3MAJICHUS CIIE XUPYPrHUECKH
HPOLIEYPH IIPU KOTKU, HAIIPUMEP OPTONEANYHU U HA MEKUTE ThKaHHU.

3a obnekuaBaHe Ha Bh3NAJCHUS 1 OOJIKH ITPH OCTPU ¥ XPOHUYHU MYCKYITHO-CKEJIETHH CMYIICHUS MPH
KOTKH.

| 7. METOJ 1 HAYMH HA ITPUJIOKEHUE

PazknareTe mpenu ymotpeoa.

[Ipunara ce ¢ xpaHaTa WM JUPEKTHO B yCTaTa C MEpUTEITHA CIIPUHIIOBKA.
Jla ce u30srBa KOHTAMHMHALIKS 110 BpeMe Ha yrnoTpeoa.

3a mepoparHo MPHUIIOKEHHUE.

[Ipenu ynoTtpeda MpovyeTH JINCTOBKATA.

59



| 8. KAPEHTEH CPOK

| 9. CIIEHUMAJIHU NPEAYIIPEXKJIEHUSA, AKO E HEOBXOIUMO

Ja He ce m3m013Ba Ipy OPEMEHHN WIIH JTAKTHPAIIHA KOTKH.

Ja He ce M3MOI3Ba PH KOTKH, CTPAIAIId OT CTOMAITHO-YPEBHU Pa3CTPOMCTBA, KATO BH3MAICHUSI U
KPBBOM3JIUBY, TIPU YEPHOAPOOHA, ChP/ICUHA WK ObOpEYHA HEAOCTATHYHOCT H XEMOPATruYHU
CMYILICHHUS.

Jla He ce M3MOI3Ba PY CBPBXYYyBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHITUS FITH KM HAKOU OT
CKCIIUMUECHTHTE.

Jla He ce U3M0a3Ba NpU KOTKU 10 6 CeMHYHA Bb3PacT.

| 10. CPOK HA FOJIHOCT

Tonen mo {mecery/roauna}
Crnen oTBapsiHE, U3MOI3Bal B paAMKUTE Ha 6 Mecela.
Crnen oTBapsiHEe, U3NON3BAKUTE IPEIU. ..

11. CHELHUAJIHU YCJOBUS 3A CbXPAHEHHUE

12. CHELOUWAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH TIPOAYKT
NJIN OCTATHBIH OT HEI'O, AKO UMA TAKNBA

VHumoxapaHe: IpOY€TH JINCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [la ce oTimycka caMmo 1o JIeKapcKo MpeIriucaHume.

14, HAIIMUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHA
3A JJEITA MECTA”

I[a CC ChbXpPaHsABa JaJIed OT HorjieZia 1 Ha HCAOCTHITHU 3a 1€11a MECTa.

| 15. HUME U NIOCTOSAHEH AJIPEC HA ITPUTEXATEJISA HA JIMLHEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland
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16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/08/090/027 (5ml)
EU/2/08/090/009 (15ml)
EU/2/08/090/028 (30ml)

| 17. NAPTHJIEH HOMEP

IT Ne {HOMED}
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MHUHUMYM UHO®OPMALIUSA, KOATO TPABBA JJA BbJAE U3IINCAHA BBPXY
MAJIKHA OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA JO3A

Byruaka ot 5, 15 u 30 ml

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUSA TIPOAYKT

Loxicom /Jlokcukom/ 0,5 mg/ml nepopainna cycneHsust 3a KOTKA
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

Meloxicam 0,5 mg/ml

3. CbABbPKAHUE CIIPSIMO MACA, OBEM WJIHA BPOI HA EJUHUYHUTE 1031

5ml
15 ml
30 ml

4, HAYYH HA ITPUJIOKEHHUE

3a nepopaHO NPUTIOKEHHUE.
PazknateTe nmpenu ynotpeoa.
[Ipenu ynoTpeba MpoveTy INCTOBKATA.

| 5.  KAPEHTEH CPOK

| 6. IHHAPTUJAEH HOMEP

IINe {HOMeD}

| 7. CPOK HA FOJIHOCT

Tonen mo {mecery/roaunna}
Crnen oTBapsiHe, U3MOI3Bal B pAMKHTE HA 6 Mecera.
Crnen oTBapsiHe, U3NON3BAKUTE MIPEIU. ..

| 8. HAJAIIMUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a.
213 C€ OTITyCKa CaMO II0 JICKApPCKO IMpEAITMCaHuE.
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

Kapronena kytus 30 ml, 50 ml, 100 ml u 250 ml 6yruika

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TPOAYKT

Loxicom /JTokcuxom/ 20 mg/ml umkekInoHeH pa3TBoOp 3a roBea, CBUHE U KOHE
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUA

Meloxicam 20 mg/mi
Etanon 150 mg/ml

3. GOAPMAIEBTUYHA ®OPMA

Muxek1uroHeH pa3TBop.

4, PABMEP HA OITAKOBKATA

1x30ml

1 x50 ml

1 x 100 ml
1 x 250 ml
6 x 250 ml
12 x 30 ml
12 x 50 ml
12 x 100 ml
12 x 250 ml

5. BUJOBE )KMBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

I'oBena, cBUHE U KOHE.

| 6. TEPAIIEBTUYHU TIOKA3AHUA

I'oBena:

Ocrtpa pecriupaTopHa HHGEKIHSL.

Huapus npu Tejera Ha Bb3pacT HaJl e1Ha CeAMHUIA U MJIa/I1, HEJIAKTUPAIIN KPaBH.
OcCTBp MacTHT.

3a oOnekuyaBaHe Ha cieAonepaTiBHaTa O0JIKa ciiel 00e3pOroBsIBaHEe Ha TeJeTa.

CBuue:
HesapasHu nBurareinHu HapyueHHUs.
[lyepniepanna centuriemus u Tokcemuss (MMA cHHIPOM) ¢ aHTHOMOTHYHA TEpPaITusl.
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Komne:
OCTpI/I n XpOHI/I‘lHI/I MyCKyJ'IHO-CKeJ'IeTHI/I HapymeHI/m.
Bbornka cBbp3aHa ¢ KOJHKa IpH KOHE.

7. METOJ 1 HAYH HA TPUJIOKEHUE

I'oBexa: ExHokpaTHO, TOAKOKHO WIIM HHTPABEHO3HO HH)KEKTHUPAHE

Caune: EnHOKpaTHO, HHTPAMYCKYJITHO HH)KEKTHpaHe. AKO € He00X0AUMO, TOBTOPHO TpHIaraHe
MOXE J1a ce HaIpaBH cien 24 Jaca.

Kone: EqHokpaTHO, HHTPaBEHO3HO HHXKEKTHPAHE.

[Ipenu ynotpeba mpoyeTy TUCTOBKATA.

8. KAPEHTHU CPOKOBE

I'oBena: Meco u BHTPEUTHU OpPTaHu: 15 THU; MIISKO: 5 THHU.

CBHHe: MECO U BETPEIIHYU OPTraHu: 5 THU.

Kone: Meco 1 BBTpEIIHU OpPraHu: 5 THHU.

He ce pa3pemasa 3a yrmorpe6a mpu »XHBOTHH, YHETO MIISKO € MPeIHA3HAYeHO 33 KOHCYMAIHs OT X0pa.

| 9. CHOENMAJIHM OPEIYNPEXKJIEHNS, AKO E HEOBXOJIUMO

| 10. CPOK HA FOJIHOCT

lonen mo {mecern/roanna}
Cnen mpoOuBaHe, U3MOI3Ball B paMKHUTE Ha 28 JTHHU.
Cnen npoOuBaHe, U3I0JI3BAUTE MPE/IH. ..

11. CHELNUAJIHM YCJIOBUs 3A CbXPAHEHHUE

12. CHELUAJIHU MEPKU 3A YHUILIOXABAHE HA HEU3IIOJI3BAH NIPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

yHI/IHIO)KaBaHe: IMpOYCTH JIMCTOBKATA.

13. HAIINUCDHT “CAMO 3A BETEPUHAPHOMEJIULIUHCKA YIIOTPEBA” U
YCJIOBUA WK OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a. I[a CC OTITyCKa CaMo II0 JICKapCKO MNPCAINCaHUC.
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14. HAJIUCHT “JIA CE CbXPAHSIBA JAJIEY OT IOTJIEJA M HA HEJOCTBITHUA
3A JIEJA MECTA”

L[a CC ChbXpaHsdBa JaJied OT Horjea U1 Ha HCAOCTHITHU 3a €1a MECTaA.

15. HMME U NHOCTOSHEH AJIPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/08/090/010 30 ml
EU/2/08/090/011 50 ml
EU/2/08/090/012 100 ml
EU/2/08/090/013 250 ml
EU/2/08/090/014 6 x 250 ml
EU/2/08/090/015 12 x 30 ml
EU/2/08/090/016 12 x 50 ml
EU/2/08/090/017 12 x 100 ml
EU/2/08/090/018 12 x 250 ml

17. TTAPTHUJIEH HOMEP

IT Ne {HOMED}
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NHO®OPMALUA, KOATO CE U3IIUCBA BBPXY ITbPBUYHATA OIIAKOBKA

100 ml u 250 ml 6yTuaka

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA TPOAYKT

Loxicom /JToxcuxom/ 20 mg/ml nmkekInoHeH pa3TBoOp 3a roBea, CBUHE U KOHE
meloxicam

2. CBbABbPKXAHUE HA AKTUBHATA CYBCTAHLUA

Meloxicam 20 mg/ml
Eranon 150 mg/ml

3. OAPMAIEBTUYHA ®OPMA

Muxek1unoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

100 ml
250 ml

5. BUJOBE ’KMBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

FOBC,I[a, CBHHC MU KOHC.

| 6. TEPAIIEBTUYHU TIOKA3AHUA

I'oBena:

Ocrtpa pecriuparopHa HHEKITHSL.

Juapus npu TejieTa Ha Bb3pacT HaJl €HA CEAMMIIA U MJIaJId, HeJIAKTUPALIH KPaBH.
OcCTBp MacTuT.

3a obnekuaBaHe Ha CllefoNiepaTHBHATa 0OJIKa Ciie]] 00e3pOTroBsSBaHE Ha TENeTa.

Cauue:
Hezapa3nu nBuratenHu HapyIIeHHUS.
[Tyepniepanna centuriemus u Tokcemus: (MMA cHHIPOM) ¢ aHTHOMOTHYHA TEPAITHSI.

Komne:
OcTpH ¥ XpOHUYHU MYCKYJTHO-CKEJIETHU HAPYILICHUSI.
Boiika cebp3aHa ¢ KoIMKa Mpy KOHE.

7. METOJ 1 HAYMH HA ITPUJIOXKEHUE
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T'oBena: EqHokpaTHO, MOJIKOKHO UM MHTPABEHO3HO MH)KEKTUPAHE

Ceune: EMHOKpaTHO, MHTPaMYCKYJTHO MHXKEKTUPaHe. AKO € HE00X0UMO, TOBTOPHO MpHUIaraHe
MOXE J1a ce HaIpaBH cien 24 Jaca.

Kone: EqHokpaTHO, HHTPaBEHO3HO WHYKEKTHPAHE.

[Ipenu ynotpeba npoyeTy TUCTOBKATA.

8. KAPEHTHU CPOKOBE

I'oBena: meco u BpTpelIHM opranu: 15 gHHU; MIISIKO: 5 THHU.

CBHHe: MECO U BBTPEIIHU OPraHu: 5 AHU.

Kone: Meco u BbTpEIIHU OpraHu: S5 JHU.

He ce paspemasa 3a ynorpeba mpu >KHBOTHH, YHETO MIISIKO € IPEAHa3HAUYEHO 32 KOHCYMAIHs OT X0pa.

9. CHHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOIUMO

[Ipenu ymoTpeda mpoyeTH TUCTOBKATA.

10 CPOK HATOJHOCT

Tlonen mo {mecery/roauna}
Cnen npoOuBaHe, U3M0JI3Ball B paMKHUTE Ha 28 JTHHU.
Crnen mpoOuBaHe, N3MOM3BANUTE MPEAH. ..

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

[Ipenu ymoTpeda MpovYeTH JINCTOBKATA.

12. CHELUAJIHU MEPKU 3A YHUILIOXABAHE HA HEU3ITIOJI3BAH NIPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

yHI/III_IO)KeTC OCTAaTBbYHUTC MATCPHUAJIN B CHOTBCTCTBUC C U3NCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

13. HAINUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [la ce oTimycka caMmo 1o JIeKapcKo MpeIriucaHue.

14, HAIANHUCDHT “JA CE CbXPAHSABA JAJIEY OT NOI'VIEJA U HA HEAOCTBITHUA
3A JTEIIA MECTA”

I[a CC ChbXpaHsABa JaJICY OT Horjieia 1 Ha HCAOCTHITHU 3a 1€1a MECTa.

15. HUME U IIOCTOSAHEH AJIPEC HA ITPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA
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Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/08/090/012 100 ml
EU/2/08/090/013 250 ml
EU/2/08/090/014 6 x 250 ml
EU/2/08/090/017 12 x 100 ml
EU/2/08/090/018 12 x 250 ml

17. TAPTUAEH HOMEP

IT Ne {HOMED}
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MUHUMYM UHO®OPMAIUSA, KOATO TPABBA JJA BbJAE U3IINCAHA BbPXY
MAJIKHM OITAKOBKU BMII, KOUTO CBABPXKXAT EAUHUYHA JT0O3A

30 ml u 50 ml 6yrnaka

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEIUIIUHCKUA TIPOAYKT

Loxicom /Jlokcukom/ 20 mg/ml uHXeKIIMOHEH Pa3TBOP 3a rOBE/a, CBUHE M KOHE
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

Meloxicam 20 mg/ml

3. CbABbPKAHUE CIIPSIMO MACA, OBEM WJIHA BPOI HA EJUHUYHUTE 1031 ‘

30 ml
50 ml

4. HAYYH HA ITIPUJIOKEHHUE

ToBena: S.C. iy i.V.
Ceune: i.m.
Koue: i.v..

5. KAPEHTHH CPOKOBE

I'oBena: Meco U BHTPEITHU OPTaHM: 15 THU; MIISIKO: 5 THH.

CBHHe: MeCO U BBTPEIIHHA OPTaHU: 5 THHU.

Kone: Meco v BBTpEIIHU OpPraHu: 5 IHH.

He ce pa3pemasa 3a yrorpeba mmpu >KUBOTHH, YHETO MIISIKO € TIPEHA3HAYEHO 332 KOHCYMAIIHS OT X0pa.

| 6. MAPTHJIEH HOMEP |

IINe {HOMep}

(7. CPOK HATOJHOCT |

Tlonen mo {mecery/roauna}
Cren npobuBaHe, U3I0I3Ball B pAMKHTE Ha 28 THH.
Crnen mpoOuBaHe, H3MOI3BANTE MPEIH...

| 8. HAJAIIMUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a.

213 CC€ OTITyCKa CaMO II0 JICKApPCKO MpEAITMCaHuE.
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HNH®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITIAKOBKA

Kapronena xkyrus

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIUHCKUSA TPOAYKT

Loxicom /JToxcuxom/ 50 mg/g mepopaiHa macra 3a KOHE
meloxicam

2. CBbABbPKAHUE HA AKTUBHATA CYBCTAHLUA

Meloxicam 50 mg/g
BeH3uoB amkoxo 10 mg/g

3. OAPMAIEBTUYHA ®OPMA

IIepopanna nacra.

4. PASMEP HA OITAKOBKATA

1 cripyHIIOBKa
"7 CHPUHLOBKHU
14 cnpuHIIOBKH

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Komne.

6. TEPAIIEBTUYHU IOKA3AHUA

OO0ekyaBaHe Ha Bh3IAJICHHUE U Ha OOJIKa IIpU OCTPU U XPOHUYIHU MYCKYJIHO-CKCJICTHU HAPYIICHU IIPH
KOHC€.

1. METO/J 1 HAYMH HA ITPUJIOKEHUE

[lepopanHo npunoxxeHue.
[Ipenu ynoTtpeba mpoveTy INCTOBKATA.

8. KAPEHTEH CPOK

Kone: Meco v BpTpemIHy Opranu: 3 JHH.
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He ce pa3pemasa 3a yrorpe6a mpu >KUBOTHH, YHETO MIIIKO € TIPEHA3HAYEHO 332 KOHCYMAIIHS OT XOpa.

| 9. CHENMAJIHM NPEAYNPEXJEHMS, AKO E HEOBXOJMMO |

| 10. CPOK HA FOJIHOCT |

lonen mo {mecery/roauna}
CpoK Ha TOZIHOCT CIIe/ ITbPBO OTBApsIHE HA IbPBHUYHATA OMAKOBKA: 28 JHU.

| 11. CHENUAJIHM YCJIOBUs 3A CbXPAHEHUE

Ha ce cpxpansiBa npu temrepatypa o 30 °C.

12. CHELOUWAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH TIPOAYKT
NJIN OCTATHBIHN OT HEI'O, AKO UMA TAKHUBA

VHumoxapaHe: IpOY€TH JINCTOBKATA.

13. HAIJNUCDHT “CAMO 3A BETEPUHAPHOMEJIUNLIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO H
YIHOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepuHAapHOMEIUIIMHCKA yroTpeda. [la ce oTmycka camo 1o JeKapcKo MpeAricaHume.

14, HAIINHUCDHT “JA CE CbXPAHSABA JAJIEY OT NOI'VIEJA U HA HEJOCTBIITHA
3A JJEITA MECTA”

I[a CC ChbXpPaHsABa JaJIed OT HorjieZia 1 Ha HCAOCTHITHU 3a [1€11a MECTa.

| 15. HMME U NOCTOSAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

| 16, HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/08/090/029 (1 cipuHIIOBKa)
EU/2/08/090/030 (1 x 7 cripuHIIOBKH)
EU/2/08/090/031 (1 x 14 cripuHIIOBKH)

| 17. NAPTHJIEH HOMEP
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IT Ne {momep}
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MUHUMYM UHO®OPMAIUSA, KOATO TPABBA JJA Bb/JIE U3IINCAHA BbPXY
MAJIKHM OITAKOBKU BMII, KOUTO CBABPXKXAT EAUHUYHA JT0O3A

ETnker BLpPXy CIpMHLIOBKATA

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TPOAYKT

Loxicom /JTokcukom/ 50 mg/g nepopaiiHa nacra 3a KOHeE
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

Meloxicam 50 mg/g
Ben3uinos amxoxo 10 mg/g

3. CbABbP)KAHUE CIIPSIMO MACA, OBEM WJIH BPOI HA EJUHUYHUTE 1031 ‘

849

4, HAYYH HA ITPUJIOKEHHUE

ITepopanHo npunoxeHue.

5. KAPEHTEH CPOK

Meco u BbTpEIIHU OPTaHu: 3 THH.
He ce paspemasa 3a ynorpe6a Iipu >KMBOTHU, YMETO MIIIKO € IIPEAHA3HAuYEHO 33 KOHCYMalus OT Xopa.

| 6. IHHAPTUJAEH HOMEP

IINe {HOMeD}

| 7. CPOK HA FOJIHOCT

Tonen mo {mecery/roaunna}
CpoK Ha TOIHOCT CJiel TFPBO OTBApsHE Ha MbPBUYHATA OMAKOBKa: 28 JHMU.
Crnen oTBapsiHEe, U3MOI3BANTE MIPEIH. ..

8. HAJAIIMUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a.
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B. JMCTOBKA
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JIMCTOBKA:

Loxicom /JTokcuxom/ 0,5 mg/ml epopanna cycneHsus 3a Kydera

il UME N ITIOCTOSSHEH AJIPEC HA ITPUTEKATEJIS HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexaTen HaA JIMIICH3A 3a VHOTDe6aZ
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

HDOI/IBBO,HI/ITCJ‘I, OTTOBOPECH 3a oc306o>1<z[aBaHe Ha nmaprujara.
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited

105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2. HAUMEHOBAHUWE HA BETEPUHAPHOME IUIIUHCKUSA MPOAYKT

Loxicom /JTokcukom/ 0,5 mg/ml nepopaita cycriensust 3a Kydera
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUUA U EKCHUUIIMEHTUTE
Bcexu ml chabpxa:

AKTHBHA cy0CTaHIUA:
Meloxicam 0,5mg

Excuunuenru:
Hatpues 6ensoar 1,5mg

BJ'Ie,Z[O)K’LJ'ITa CyCIICH3UA.

4. TEPAIIEBTUYHU IOKA3AHUA

3a obyiekuaBaHe Ha BH3MAJICHUS U OOJIKH MPU OCTPU U XPOHUYHHU MYCKYJTHO-CKEJIETHH CMYIIEHHS TIPU
Kyuera.

5. INPOTUBOIIOKA3AHUS
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Jla He ce n3moi3Ba Mpy OpEMEHHHU WM JIAKTHPAIITH )KHBOTHH.

Ja He ce u3Mmon3Ba mpH KyuyeTra, CTPajalli OT CTOMAIIHO-YPEBHU PA3CTPOMCTBA KATO BH3MAJICHUS U
KPBBOM3JIMBY, TPU YEPHOIPOOHA, ChpJEYHA WiIM OBOpEYHA HEAOCTATHYHOCT M XEMOPAruyHH
CMYIIEHHSL.

Ja He ce W3MON3Ba MPH CBPBHXUYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIMS WM KbM HSIKOW OT
C€KCLIMIIUCHTHUTE.

Jla He ce M3MOI3Ba IIpH KydeTa 1moja 6 ceMIIHa Bb3pacT.

6. HEBJIATOIIPUATHU PEAKLIUN

Nma HaOnroaBaHu ciyyad Ha TUIIUYHU HEOMaronpusaTHu peakuuu npu npwiarane Ha HCIIBC karo
3aryba Ha amneTWT, MOBPbBINAHE, JUAPHH, OKYJITHa KPHB BBB (pekaimuTe, anatus U ObOpeuHa
HEIOCTaThYHOCT. B MHOTrO penku ciydan (mo-mainko ot 1 skuBotHO Ha 10,000 TpeTHpaHu KHUBOTHH,
BKJIFOUMTEJIHO HM30JIMPAaHH CHOOIICHMS) C€ ChoOIIaBa XeMOparum4yHa Juapus, XeMmaTeMesa,
racTpOMHTECTHHAIIHA yIIepalys U MOBUIICHN YePHOIPOOHU EH3UMHU.

Te3u HeOaaronpusTHA peakluy ce MOsBSIBAT OOMKHOBEHO Tpe3 MbPBATa CEMHUILIA HA JICYEHUETO, CIIe]T
KOETO OTIIYMSBAT U M34Ye3BaT MPHU NMPEKPaTSIBaHE HA TPETUPAHETO, HO B MHOT'O PEJIKH CITy4al MOTarT Jia
ObJaT CeprHO3HU WK (haTaTHH.

AKO ce MOosBAT HEOJIaronpusATHU PEaKLUUH, JEUCHUETO TPA0Ba J1a ce MPEyCTaHOBU M J1a CE MOTBHPCH
CBBET OT BeTEPHUHApEH JIeKap.

AKo 3a0eneXnuTe HIKaKBA HeOJIarompusTHH PEaKIINH, BKIIOYHTEITHO 1 TAKWBa, KOUTO HE Ca OMHCAaHU B
Ta3W JMCTOBKA WM MUCJIHTE, Y€ BETEPHHAPHOMEINIIMHCKHS ITPOIYKT HE pabOTH, MOJIS Ja YBEIOMHUTE
Bamus BerepuHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKH BUJI ’KUBOTHO, METOJ 1 HAYHUH HA ITPUJIATAHE

EO?.I/I[!OBKa

JleuenueTo cieBa ja 3amoyHe ¢ exHokparHa jo3a ot 0,2 mg meloxicam/kg tenecua maca (4 ml/10 kg
TeJeCHa Maca) Mpe3 IIbPBHS ACH M Ja ce MPOABIDKH ¢ mopibpikama go3a ot 0,1 mg meloxicam/kg
tenecHa mMaca (2 ml/10 kg TenmecHa maca) mepopaiiHo eIrH BT Ha AeH (Ha uHTEepBaj oT 24 vaca)

[Ipy mo-IpOABIKUTENHO J€UEHUE, ClIe] YCTAaHOBSIBAaHE Ha KIMHUYHUS eQeKT (cien okoyo 4 THH),
Ji03aTa MOXKe /1a Objie perynvpana 10 Haili-HucKaTa e)eKTUBHA MHIMBHUyaIHA 10 HAYHMH, Y€ CTEIeHTa
Ha 0OJIKa U BB3MaJICHHE BHB BPb3Ka C XPOHMUHUTE MYCKYJIHO-CKEJIETHU CMYIIEHMS /1a Bapupa BbHB
BpPEMETO.

MeToa 1 HAYHH HA IPUJIATaHe

3a mepoparHo MPHUIIOKEHHUE.

3a nepopaitHO MPIIIOKEHUE Upe3 XpaHaTa UM TUPEKTHO B yCTara.
Pasknarere noOpe npenu ynorpeda.

Cycnensusita Moxe J1a ObJie PUIOKEHA Ype3 e/1Ha OT IBETE€ MEPUTEIHHU CIIPUHIIOBKH KbM ONTAKOBKATA.
CHpHHIIOBKHTE CE 3aKpenBaT 3a ()JIakoHA M MMAaT CKajia B Kg TelleCHa maca, KOSTO ChOTBETCTBA Ha
moreprkamara mo3a (0,1 mg meloxicam/kg tenecuna maca). Ilpe3 mepBHs [IeH Ce MpHUiIara JBOWHA
nojabpKama jgo3a. Karo anrepHaTtHBa JIeYeHHETO MOKe 1a 3amoude ¢ Jlokcukom 5 mg/ml
HHKEKIIMOHEH Pa3TBOP.

76



KnuanyausaT eexT HOpMaIHO ce BUXK/a B pakuTe Ha 3-4 quu. Jleuenuero cnenBa qa ObJe IpEeKpaTeHO
Hal-kbCcHO ciiep 10 qHm, B citydaid, ue He ce HaOro/1aBa moio0peHue.

Ja ce n30sTBa KOHTAMHHAIUS 110 BpeMe Ha IpUIIaraHe.

0. CBBET 3A IPABUJIHO ITPUIOKEHUE
3a ocurypsiBaHe Ha MPELU3HO IO3UPAHE YCTAHOBETE€ BB3MOXKHO HA-TOYHO TelleCHAaTa Maca Ha

KHUBOTHOTO.
MOJ'ISI, cne,uBaﬁTe BHUMATCIIHO MHCTPYKIUUTE HAa BETCPHUHAPHUS JICKAP.

10. KAPEHTEH CPOK

He e npuinoxxumo.

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cpxpaHsBa gajied OT IOTJIe/ia M Ha HEJJOCTBITHY 32 JIela MecTa.

To3u BeTeprHAPHOMEIUIIMHCKHY IIPOAYKT HE U3MCKBA HUKAKBH CIEUATHU YCIOBHS 332 ChXpaHEHHUE.
Jla He ce M31013Ba TO3H BETEPHHAPHOMETUIIMHCKY IPOAYKT CJIe]] H3THYaHEe CPOKa Ha TOHOCT, IOCOYEH
BBPXY €THUKETa U KapToHa cief] {I'omeH 10}.

Cpox Ha FOAHOCT CJIefl TbPBOTO OTBApsHE HA ONAKOBKaTa: 6 Mecela.

12. CIHEINUWAJIHU NPEAYINPEXIEHUA

CHG]_[I/IaJIHI/I OpeanasHii MCPKHU 3a ) KUBOTHUTE ITPU VHOTDC6aTa Ha IIPpOAYKTa:

[Tpu mosiBa Ha HEOMATONPUATHH PEAKIMH, JEYSHUETO cliesBa Ja Obje MPEKPaTeHo U J1a ce MOThPCH
CBBET OT BEeTEpPHUHAPEH JIeKap.

W30srBaiiTe npuiaraHeTo Npyu JeXUIpaTHPaHH, XUITOBOJIEMUYHH U XUIIOTCH3WBHH )KUBOTHH, ThI KaTO
MMa TIOTEHIMAJIEH PUCK OT ObOpEYHa HHTOKCHKALIHSL.

To3u mpoaykT 3a Kydera He TpsOBa Ja ce M3IMOJI3Ba NMPH KOTKU MOPaad Pa3INYHHUTE JO3UPOBHUHH
ycrpoiictsa. [Ipu koTku TpsiOBa aa ce usnoissa Jlokcukom 0,5 mg/ml nepopasnna cycrieH3us 3a KOTKH.

Cuenpaidy npeanasHd MeEpKH 3a JIMIara, Ipwiaraly BETEPUHAPHOMEIMIIMHCKAS IPOAYKT Ha
JKUBOTHHUTE!

Xopa ¢ yCTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM HECTEPOMIHUTE NPOTUBOBB3NAIUTEIIHH CPEACTBA
(HCIIBC) TpsibBa 1a n304rBaT KOHTAKT C BETCPHHAPHOMEIMIIMHCKHUS ITPOIYKT.

Ilpu ciydaiiHo moriblnaHe, He3a0aBHO Ja ce MOTbPCH MEJULMHCKU CHBET, KaTO Ha JIeKaps ce
MPEeNOCTaBy JIMCTOBKAaTa WM eTHKeTa Ha npoaykTa. Ilpu mepmona, cBoOoneH oT TpetupaHe, obaue,
TpsiOBa J1a ce B3eMar npeaBH] papMaKoIOTHIHHUTE CBOWCTBA HA MPOAYKTUTE U3IOI3BAHHU IIPEIN TOBA.

BDCMCHHOCT U JJaKTalus:

be3omacHocTTa Ha BETCPUHAPHOMEANIMHCKUA MMPOAYKT HE € M0Ka3aHa 110 BpEMC Ha 6peMeHHOCT nu
JJaKTaus.

BSaHMOHeﬁCTBHe C APpYI'v BETCPHHAPHOMEAUITMHCKH IMMPOAYKTH U APYTH dJODMI/I Ha BSaHMOHeﬁCTBHe:
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Mznomspanero ¢ npyru HCIIBC, nuyperwim, aHTHKOAryJIaHTH, aHTHOMOTHITM OT Tpylara Ha
AMUHOTJIMKO3UIUTE U BEIIECTBA C BUCOKA CTEIICH HA CBBP3BaHE C NMPOTCHHUTE MOXKE Jia JIOBENE 10
KOHKYPEHTO CBBP3BaHE M 110 TO3M HAYMH Jia IPEIU3BUKA TOKCUYHU eekTH. JIOKCMKOM He TpsOBa 1a
ce mpuara 3aenHo ¢ Apyru HCIIBC ninu rmroKOKOPTHKOCTEPOUIH.

[Ipenxoxmamnio eueHre ¢ MPOTHBOBB3MAIUTENHNA CPEACTBA MOXKE /Ia JTOBEZE 10 JOIBIHUTETHN WITH
MO-OCTPU HEOJIATONIPHUSTHU PEaKIUU U TIOPaJy TOBA MEXIy MPUWIATAaHEeTO Ha TOpHUTE U JIOKCUKOM ¢
HeoOXoAauM TIepuon oT Hai-manko 24 dvaca. To3um mepwom cieaBa nma ObIe CboOpa3eH W C
(hapMaKOKHMHETUIHHTE CBOMCTBA HA MPEIXOIHHS MTPOAYKT.

IIpeno3upane (CUMITOMH, COEIIHU MEPKH, aHTUIOTH):

B ciyuaii Ha mpeo3upane 1a ce IPUIIOXKH JICUeHHUE, CboOpa3eHO CbC CUMITOMHUTE.

OCHOBHH HECHBMECTUMOCTH:

[Ipu nurnca Ha AaHHU 32 CHBMECTHMOCT, TO3H BETEPHHAPHOMEANLIMHCKH MPOAYKT He TpsOBa na Obje
CMECBAaH C APYI'Y BETEPUHAPHOMEIULIUHCKY IPOLYKTH.

13. CHELHWAJIHU MEPKH 3A YHUILIOKABAHE HA HEN3ITOJI3BAH NPOAYKT NJIHN
OCTATHIA OT HEI'O, AKO UMA TAKHUBA

BMII He TpsiOBa 1a ObAAT U3XBBPIISIHA Ype3 OUTOBU OTIHAABIU MM OTHAJHU BOJIH.

ITonuTaiiTe Bammus BeTepuHapeH ekap KakBo Aa npaBute ¢ HeHy>kHuTe BMII. Te3n Mepku 1ie noMorsar
3a OIla3BaHe Ha OKOJIHATA Cpera.

14, JATATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA

[MonpoGHa mH(pOpMAaIUs 3a TO3UM BETEPHUHAPHOMEIAUIIMHCKH TPOJAYKT MOXKE Ja HaMEPUTE Ha MHTCPHET
crpanunaTa Ha EBponeiickara Arenmus o Jlekapctsara http://www.ema.europa.eu/.

15. AOHIBJHUTEJHA UHO®OPMALUA

[Monueruien TepedranaToBu OyTUIKH OT 15 miu 30 ml ¢ ABE MOJIMETHIICHOBY/TIOUITPOITUICHOBU
MEPUTEIHU CIIPUHIIOBKH.
He Bcuuku pasMepH Ha oMakoBKaTa MOraT Jia ObJaT npejiaraHy Ha rnasapa.

3a Bcsika MHGOpMAIHS OTHOCHO TO3W BETEPHHAPHOMEIUIIUHCKH TIPOIYKT, MOJISI CBBPIKETE Ce C
TEPUTOPHUATHUS MPEICTABUTEI HAa IPUTEXKATENsI Ha JIMIIEH3a 3a ynoTpeoa.

Belgié/Belgique/Belgien Latvija
Luxembourg/Luxemburg Magnum Veterinarija SIA
Nederland Ulbrokas 23, Riga, LV-1021,
Alivira NV Tel: +371 2942 3705
Kolonel Begaultlaan 1a magnum@magnumvet.lv

BE-3012 Leuven
Tél/Tel: +32 16 84 19 79
PHV@alivira.be

Peny6nuka brarapus Lietuva

Norbrook Laboratories (Ireland) Limited Magnum Veterinarija, UAB
Rossmore Industrial Estate Martinavos g. 8, Martinavos k.,
Monaghan, LT-54463 Kauno r.,
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Hpnannus

Ceska republika
Samohyl group a.s.
Smetanova 1058 512 51
Lomnice Nad Popelkou
cz

Tel: +420 483 006 490

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

DK

TIf: +45 4848 4317

Deutschland

Norbrook Laboratories (Ireland) Limited
Rossmore Indistrial Estate

Monaghan,

Irland.

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

EE

Tel: +372 650 1920

Fax: +372 650 1996

E)\AGOa

Xelaopapp Vet AE

lo yAu. A. Howoviag-Mapiomoviov
TO100,

19002, IMowavia, EL

TnA: +30 2106895188, +30 2114041436
Fax: +30 2106833488
info@hellafarmvet.gr

Espafia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona

ES

France

Norbrook Laboratories (Ireland) Limited
Rossmore Indistrial Estate

Monaghan,

Irlande.

Tel.: +370 688 96944
info@magnumvet.lt

Magyarorszag

Alphavet Zrt.

HU-8000 Székesfehérvar, Homoksor 7.
Tel: +36-22-534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MT
Tel +356 21442698

Fax +356 21493082
sales@borg-cardona.com

Norge

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Irland.

Osterreich

Pro Zoon Pharma GmbH
Karl-Schonherr-Stralie 3
AT-4600 Wels

Tel: + 43 7242 28333
office@prozoon.at

Polska

ScanVet Poland Sp. z 0.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

PL

Tel.: + 48 61 426 49 20

Portugal
Prodivet-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41

1800-282 Lishoa

PT

Tel: +351 932 694 011
farmacovigilancia@prodivetzn.pt
Romania

Maravet SRL

Strada Vasile Lucaciu nr. 4,
Cicarlau, 437095

RO

Tel/Fax: +40 756 272 838
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Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Irska.

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

IE.

Tel: + 44 (0) 28 3026 4435

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

irland.

Italia

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Irlanda.

Kvmpog

Eropog Lravpwvidng Képikorg Atd
Agw. Xtacivov 28, 1060 Asgvkwoio, CY
TnA: 22 447464 / ©og: 22 756902
chemicals@stavrinides.com.cy

farmacovigilenta@maravet.com

Slovenija

Genera Sl d.o.o.
Parmova Ulica 53
1000 Ljubljana, SI
Tel: +386 1 4364466

Slovenska republika
Pharmacopola s.r.o.

Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom

Tel.: +421 907 809 552
neziaduce.ucinky@pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

F1-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala

SE

Tel: +4618 57 24 30
info@n-vet.se

United Kingdom (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate

Newry

BT35 6QQ, Co Down

Northern Ireland

Tel: + 44 (0) 28 3026 4435
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JIMCTOBKA:

Loxicom /JTokcuxom/ 1,5 mg/ml mepopanna cycneHsus 3a Kydera

il UME N ITIOCTOSSHEH AJIPEC HA ITPUTEKATEJIS HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexaTen HaA JIMIICH3A 3a VHOTDe6aZ
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

HDOI/IBBO,HI/ITCJ‘I, OTTOBOPECH 3a oc306o>1<z[aBaHe Ha nmaprujara.
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited

105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2. HAUMMEHOBAHUWE HA BETEPUHAPHOMEIUIIUHCKUSA IPOAYKT

Loxicom /JTokcukom/ 1,5 mg/ml nepopaita cycriensust 3a Kydera
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUUA U EKCHUUIIMEHTUTE
Bcexu ml chabpxa:

AKTHBHA cy0CTaHIUA:
Meloxicam 1,5mg

Excuunuenru:
Hatpues 6ensoar 1,5mg

BJ'Ie,Z[O)K’LJ'ITa CyCIICH3UA.

4. TEPAIIEBTUYHU IOKA3AHUA

3a obyiekuaBaHe Ha BH3MAJICHUS U OOJIKH MPU OCTPU U XPOHUYHHU MYCKYJTHO-CKEJIETHH CMYIIEHHS TIPU
Kyuera.

5. INPOTUBOIIOKA3AHUS

81



Jla He ce n3nom3Ba mpy OpEMEHHU WM JIAKTHPAIIH )KHBOTHH.

Ja He ce u3moi3Ba Npu KUBOTHH, CTPAJAIIN OT CTOMAIIHO-YPEBHHU PAa3CTPOMUCTBA KAaTO Bb3MAJICHUS U
KPBBOM3JIMBY, TPU YEPHOIPOOHA, ChpJEYHA WiIM OBOpEYHA HEAOCTATHYHOCT M XEMOPAruyHH
CMYIIEHHSL.

Ja He ce W3MON3Ba MPH CBPBHXUYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIMS WM KbM HSIKOW OT
C€KCLIMIIUCHTHUTE.

Jla He ce M3MOI3Ba IIpH KydeTa 1moja 6 ceMIIHa Bb3pacT.

6. HEBJIATOIIPUATHU PEAKLIUN

Nma HaOnroaBaHu ciyyad Ha TUIIUYHU HeOMaronpusaTHy peakuuu npu npwiarade Ha HCIIBC karo
3aryba Ha amneTWT, MOBPbBINAHE, JUAPHH, OKYJITHa KPHB BBB (pekaimuTe, anatus U ObOpeuHa
HezocTaThyHOCT. B MHOTO penku ciaydan (mo-manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH,
BKJIIOUMTEIIHO H30JUPAHM CHOOIICHHMSA) ce CchoOmaBa XeMoparndHa IHapwsi, XeMmaTremesa,
raCTPOMHTECTHHAIHA YIIEpallvs U MOBUIICHU YePHOAPOOHN CH3UMHU.

Te3u HeOaaronpusTHA peakluy ce MOsBSIBAT OOMKHOBEHO Tpe3 MbPBATa CEMHUILIA HA JICYEHUETO, CIIe]T
KOETO OTIIYMSBAT U M34Ye3BaT MPHU NMPEKPaTSIBaHE HA TPETUPAHETO, HO B MHOT'O PEJIKH CITy4al MOTarT Jia
OBJaT CeprHO3HU WK (haTaTHH.

AKO ce MosBAT HEONMaronpusATHH PEakLuH, JEUYCHUETO TpsOBa a ce MPEeyCTaHOBH M Ja C€ MOTHPCH
CBBET OT BeTEPHUHApEH JIeKap.

AKo 3a0eneXnuTe HIKaKBA HeOJIarompusTHH PEaKIINH, BKIIOYHTEITHO 1 TAKWBa, KOUTO HE Ca OMHCAaHU B
Ta3W JMCTOBKA WM MUCJIHTE, Y€ BETEPHHAPHOMEINIIMHCKHS ITPOIYKT HE pabOTH, MOJIS Ja YBEIOMHUTE
Bamus BerepuHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKH BUJI ’KUBOTHO, METOJ 1 HAYHUH HA ITPUJIATAHE

EO?.I/I[!OBKa

JleueHnneTo ciemBa Jga 3amo4yHe ¢ exHokparHa go3a ot 0,2 mg meloxicam/kg TtemecHa wmaca
(1,33 ml/10 kg Tenecna maca) mpe3 bpBHS JIEH M Jia C€ MPOIB/DKH C MOAIbpxkaia go3a ot 0,1 mg
meloxicam/kg Tenecua maca (0,667 ml/10 kg Temecna Maca) mepopaiiHO eIiH BT Ha JeH (Ha HHTEPBa
oT 24 gaca)

[Ipy mo-IpOABIKUTENHO J€UEHUE, ClIe] YCTAaHOBSIBAaHE Ha KIMHUYHUS eQeKT (cien okoyo 4 THH),
J103aTa MoXke Jia Objie peryyvpana 10 Haili-HucKaTa e()eKTHBHA MHIMBH/yaTHa TI0 HAYKH, Y€ CTEIeHTa
Ha 0OJIKa U BB3MaJICHHE BHB BPb3Ka C XPOHHUUYHUTE MYCKYJIHO-CKEJIETHU CMYIIEHMS /1a Bapupa BbHB
BpPEMETO.

MeToa M HAYMH HA MPUJIATAHE

3a nepopaiHO MPUIOKEHHE.

3a nepopaliHO MPUIIOKEHHE Ype3 XpaHaTa I TUPEKTHO B yCTaTa.
Pasknarere mo0Ope npenu ynorpeda.

Cycnensusita Moxe Jia ObJie PUIOKEHA Ype3 e/1Ha OT IBETE MEPUTEIIHHU CIIPUHIIOBKH KbM OITAKOBKATA.
CrnpuHIIOBKUTE Ce 3aKpernBar 3a (JIakoHa W MMaT cKaja B Kg TejecHa maca, KOSITO ChOTBETCTBA Ha
moreprkamara mo3a (0,1 mg meloxicam/kg renecna maca). Tlpe3 mbpBus JeH ce Mpujara JBOWHA
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moIbpiKamia mo3a. KaTo anTepHathBa Jle4eHHETO MOKe naa 3amoune ¢ Jlokcmkom 5 mg/ml
HWHXXEKIIMOHEH Pa3TBOP.

KimmHAgHUAT eekT HOpMATHO ce BIKIA B pakuTe Ha 3-4 mHu. JledeHueTo cirenBa ga 0b1e IpeKpaTeHo
Hai-kbCcHO cnex 10 gam, B cirydaid, ue He ce HaOrogaBa mogoOpeHue.

Ja ce n30sTBa KOHTAMHHAIUS 110 BpeMe Ha IpUIIaraHe.

9 CBBET 3A NIPABUJIHO INPUJIOKEHHUE

3a ocurypsiBaHe Ha MPEUU3HO JO3WpaHEe YCTaHOBETE BB3MOXKHO HAW-TOYHO TelleCHaTa Maca Ha
>KUBOTHOTO.

Mo, cneaBaiiTe BHUMATEIHO HHCTPYKIIMUTE HA BETEPUHAPHUS JIEKap.

10. KAPEHTEH CPOK

He e npunoxxumo.

11. CHELOUAJIHM YCJOBUs 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce chxpaHsiBa Jianed OT Morjiea i Ha HeJIOCTBITHY 32 Jielia MecTa.

To3u BCTCPUHAPHOMCIUIIMHCKHA MMPOAYKT HC M3MCKBA HUKAKBU CIICIIUATIHU YCJIOBHA 3a CbXPAaHCHUEC.
Jla He ce U3M0M3Ba TO3U BETEPUHAPHOMEUIIMHCKY IIPOAYKT CIIE/] U3THYaHE CPOKA Ha TOJJHOCT, TOCOUCH
BBPXY €THKETa U KapToHa cien {{'ofeH 10}.

Cpok Ha TOAHOCT Clie]l IbPBOTO OTBapsiHE Ha OIaKOBKara: 6 Mecena.

12. CIHEINUWAJIHU NPEAYINPEXIEHUA

Crenmaniay npeina3sii MEPKHU 3a )KUBOTHHUTE IIPU VIIOTpeOdaTa Ha IPOYKTa:

[Ipu nosiBa Ha HEONArONPUATHN PEAKIUH, JICUCHUETO cie/Ba Jia ObJie MPEKPATeHO U Jia Ce MOTHhPCH
CBBET OT BEeTEPHUHAPEH JIeKap.

W36srBaiiTe npuiiaraHeTo Npy AeXUIpaTUPaHH, XUIIOBOJIEMUYHN M XUIIOTEH3UBHH )KUBOTHH, ThI KaTo
MMa MOTEHIMAJICH PUCK OT ObOpeYHa MHTOKCHKAIIUSI.

To3u mpoaykT 3a Kydera He TpsOBa Ja ce M3IOJI3Ba NMPH KOTKU MOpaad Pa3IUYHHUTE JO3UPOBHUHH
ycrpoiictsa. [Ipu koTku TpsioBa na ce u3nonssa Jlokcukom 0,5 mg/ml nepopasna cycreH3us 3a KOTKH.

CHe]_II/IaJIHI/I OpearnasHy MCPKHW 3a JIMIaTa, MNpujaramny BETCPUHAPHOMCAMIIMHCKHA IPOAYKT Ha
ZKHMBOTHHUTC!

Xopa Cc yCTaHOBEHa CBPBHXUYBCTBUTEIHOCT KbM HECTEPOMIHHUTE MPOTHBOBBIMAIUTEIHH CPEICTBA
(HCTIBC) Tpsi6Ba na n30srBaT KOHTAKT C BETCPUHAPHOMEUIIMHCKUS TPOIYKT.

IIpu cinyuaiiHo moribliaHe, He3a0aBHO Ja c€ MOTbPCH MEIWLMHCKUA CHBET, KaTO Ha JieKaps ce
MIPEIOCTaBH JIMCTOBKATA MM €TUKETA Ha MPOIYKTA.

To3u mpoIyKT MOXe 1a IPUINHM Jpa3HeHe Ha ounTe. [Ipu KOHTaKT ¢ ounTe He3a0aBHO M CTapaTeNTHO
TH IPOMUITE C BOAA.

BbpeMeHHOCT U JIaKTaIUS:

BesomnacHocTTa Ha BeTepHHAPHOMEIUIIMHCKUS MPOAYKT HE € JIOKa3aHa Mo BpeMe Ha OpEMEHHOCT U
JIaKTaIus.
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BsaumoaeiicTBue ¢ TH BETEPHMHAPHOMEIUIIMHCKH IIPOAYKTH U TH (GOpPMU Ha B3aNMOJICHCTBHE:

Wznomsanero ¢ apyru HCIIBC, auyperui, aHTHKOAryjJaHTH, aHTHOMOTHIIM OT Trpynara Ha
AMUHOTJIMKO3HUJIUTE U BEIIECTBA C BUCOKA CTEIEH HAa CBBP3BAHE C MPOTEHHUTE MOXKE Aa JOBEIE IO
KOHKYPEHTO CBBP3BaHE W 110 TO3HM HAYWH Ja Npeau3BrUKa TOKCHIHH edexTr. JIokcnkoM HE TpsOBa na
ce mpuiara 3aeaHo ¢ apyru HCTIBC wiu riitoKOKOpTUKOCTEPOUTH.

[Ipeaxoxpamo gedeHre ¢ TPOTUBOBB3MNAIUTEIHU CPEACTBA MOXKE 1a JOBEAE JO AOIIBJIHUTEIHA WU
[T0-OCTPH HEOJIArONPHUSITHN peakliy U TIOPaay TOBAa MEXAY MPHIATaHeTO Ha TOpHUTE U JIOKCHKOM €
HeoOXoIuM TepuoA OT Hail-manko 24 yaca. To3u mepuon ciensa Aa Obae cbhoOpaseH M C
(hapMaKOKMHETUYHUTE CBOMCTBA HA MPEIXOIHHS MTPOAYKT.

IIpeno3upane (CUMITOMH, COEIIHU MEPKH, aHTUIOTH):

B ciydaii Ha peo3upane Ja ce MPUIIOKH JIeYeHUe, ChoOPa3eHO ChC CUMIITOMUTE.

OCHOBHHM HECHBMECTUMOCTH

[Ipu nurica Ha MaHHYU 32 CHBMECTHUMOCT, TO3H BETEPUHAPHOMETUITMHCKN MIPOAYKT HE TPsOBa Aa Obie
CMECBaH C APYTr'H BETCPUHAPHOMETUIIMHCKY MMPOTYKTH.

13. CIIEUAJIHU MEPKHU 3A YHULIOKABAHE HA HEU3ITOJI3BAH MPOAYKT WJIN
OCTATHIA OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba na 6pAaT U3XBBPISIHU Ype3 OUTOBH OTIIAABLM WINM OTHAIHU BOAU.
ITonuraiite Bamus BeTepuHapeH Jekap KakBo Aa npasute ¢ HeHykHuTe BMII. Te3n Mepku 1ie nmoMorsar
3a OIa3BaHE HA OKOJIHATA CPeJa.

14. JATATA HA MMOCJIEJHATA PEJAKIUSI HA TEKCTA

[MoapoOHa nH(pOpMALKUS 32 TO3W BETEPHUHAPHOMEIUIIMHCKU MPOLYKT MOXE JIa HAMEPUTE Ha MHTEPHET
crpanunara Ha EBponeiickara Arenmus o Jlekapcrsara http://www.ema.europa.eu/.

15. JAOHNBJHUTEJHA UHOOPMALIUA

[Momuerwnen tepedranaroBu Oyrtunku ot 10, 32, 100, 2 x 100 wm 200ml c gaBe
MOJIMETHUIICHOBH/TIOIMITPOITUIICHOBH MEPUTEIIHU CIIPUHIIOBKH.
He Bcuuku pasMepH Ha oMakoBKaTa MOraT jJia ObJaT npeiaraHy Ha rnasapa.

3a Bcsika MHGOpMAIHS OTHOCHO TO3W BETEPHHAPHOMEIUIIMHCKH TIPOIYKT, MOJISI CBBPIKETE Ce C
TEpUTOPHUATHHUS NIPEACTABUTEN Ha MIPUTEKATENS Ha JIMIEH3A 3a yIoTpeoa.

Belgié/Belgique/Belgien Latvija

Luxembourg/Luxemburg Magnum Veterinarija SIA

Nederland Ulbrokas 23, Riga, LV-1021Tel.: +371 2942
Alivira NV 3705

Kolonel Begaultlaan 1a magnum@magnumvet.lv

BE-3012 Leuven
Tel: +3216 84 19 79
PHV@alivira.be
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Peny6auka buarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Hpnannus

Ceska republika
Samohy! group a.s.
Smetanova 1058 512 51
Lomnice Nad Popelkou
Cz

Tel: +420 483 006 490
norbrook@samohyl.cz

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredenshorg

DK

TIf: +45 4848 4317

Deutschland

Norbrook Laboratories (Ireland) Limited
Rossmore Indistrial Estate

Monaghan,

Irland.

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

EE

Tel: +372 650 1920

Fax: +372 650 1996

EAlLada

Xeraopapu Vet AE

Lo yAp. A. onaviag-Mapkomoviov
TO100,

19002, ITaiavia,

EL

TnA: : +30 2106895188, +30 2114041436
Fax: +30 2106833488
info@hellafarmvet.gr

Espafia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona

ES

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r.,

Tel.: +370 688 96944
info@magnumvet.lIt

Magyarorszag

Alphavet Zrt.

HU-8000 Székesfehérvar, Homoksor 7.
Tel: +36-22-534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MT
Tel +356 21442698

Fax +356 21493082
sales@borg-cardona.com

Norge

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Irland.

Osterreich

Pro Zoon Pharma GmbH
Karl-Schonherr-Stralte 3
AT-4600 Wels

Tel: + 43 7242 28333
office@prozoon.at

Polska

ScanVet Poland Sp. z 0.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

PL

Tel.: +48 61 426 49 20

Portugal
Prodivet-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41

1800-282 Lisbhoa

PT

Tel: + 351 932 694 011
farmacovigilancia@prodivetzn.pt
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France

Norbrook Laboratories (Ireland) Limited
Rossmore Indistrial Estate

Monaghan,

Irlande.

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Irska

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

IE

Tel: + 44 (0) 28 3026 4435

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

irland.

Italia

Bioforlife Italia SRLVia Puccini 1,
20121, Milan

IT

Kvmpog

Emopog Zravpwvidng Kéukodg Atd
Agw. Xtacivov 28, 1060 Asgvkwoia, CY
TnA: 22 447464 / ®a&: 22 756902
chemicals@stavrinides.com.cy

Romania

Maravet SRL

Strada Vasile Lucaciu nr. 4,
Cicarlau, 437095

RO

Tel/Fax: +40 756 272 838
farmacovigilenta@maravet.com

Slovenija

Genera Sl d.o.oParmova Ulica 53
1000 Ljubljana, SI

Tel: +386 1 4364466

Slovenské republika
Pharmacopola s.r.o.

Svétokrizske nam. 11

SK — 965 01 Ziar nad Hronom

Tel. +421 907 809 552
neziaduce.ucinky@pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala

SE

Tel: +4618 57 24 30

info@n-vet.se

United Kingdom (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate

Newry

BT35 6QQ, Co Down

Northern Ireland

Tel: + 44 (0) 28 3026 4435
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JINCTOBKA:
Loxicom /Jlokcuom/ 5 mg/ml nHXEeKIUOHEH pa3TBOp 32 Ky4deTa U KOTKH

il HUME U ITIOCTOSAHEH A/IPEC HA ITPUTEXATEJISI HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJIA, AKO TE CA PA3JINYHU

HDI/ITC)KaTeJ'I Ha JIUIICH3a 3a Vnome6a:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

HDOI/IBBO,HI/ITCJ‘I, OTTOBOPCH 3a OCBO60)KI[aBaHe Ha napTuaara.
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited

105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUMHCKUSA IPOAYKT

Loxicom /JTokcrom/ 5 mg/ml urkeknoHeH pa3TBop 3a KydeTa i KOTKH
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUUA U EKCHUUIIMEHTUTE
Bcexu ml chabpxa:

AKTHBHA cy0OCTaHIUA:

Meloxicam 5mg
Excunnuenru:
Eranon 150 mg

bnenoxbaT pasrBop

4. TEPAIIEBTUYHU IOKA3AHUA

Kyuera
3a obnexk4aBaHe Ha BH3MAICHUS U OOJIKH MPU OCTPH M XPOHUYHH MYCKYJIHO-CKEIIETHU CMYIICHHS. 3a

peaynuupaHe Ha CiICA0NICpaTuBHA 00JIKa U Bh3IMAJICHHE CJIC OPTONCANYHU 1 OIICpalliy HaA MCKH ThKaHU.

Kotku
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Penyuupane Ha ciefornepatnBHa OOJKa CIel OBAPOXHUCTEPEKTOMHS M MAaJKH ONEPAalUAN Ha MEKH
THKaHU.

5. IMPOTUBOIIOKA3AHUSA

Ja He ce m3mo3Ba Ipy OPEMEHHN WIIH JTAKTHPAIIH )KHBOTHH.

Ja He ce W3moI3Ba IPH KUBOTHH, CTPAAAITN OT CTOMAITHO-YPEBHHU Pa3CTPOUCTBA KaTO BH3MAICHUS U
KPBBOM3JIUBU, YEPHOAPOOHA, ChPJICYHA WM ObOpEeYHa HEJOCTATHYHOCT M XEMOPArUuYHU CMYIICHHS.
Jla He ce M3MON3Ba NMPU CBPBHXYYBCTBUTEIHOCT KbM aKTHUBHATa CyOCTaHIMS WIM KbM HSKOW OT
eKCIUTTHEeHTHUTE.

Jla He ce u3MosI3Ba MPH )KUBOTHH O] 6 CEIMUYHA BB3PACT M MpH KOTKU 1oJ 2 kg TenecHa maca.

[a He ce u3nomn3Ba npu KOTKU Mo 6 ceIMUYHA Bh3pacT.

6. HEBJIATOIIPUATHU PEAKLIUN

Nwma nabmronaBaHu coydyal Ha TUIUYHU HeOmaronpusTHU peakuuu rnpu nprmiarade Ha HCIIBC karo
3ary0a Ha afeTuT, MOBPBIIAHE, TUApUM, OKYJITHAa KpbB BbB (ekanmuure, anarus U ObOpeuHa
HEJI0CTaThYHOCT. B MHOTO pesiku ciaydau ce cboOInaBa 3a MOBUIIEHH YEPHOAPOOHN SH3UMU.

[Ipu kydera B MHOTO penku ciaydam (mo-manko oT 1 kuBotHO Ha 10,000 TpermpaHH XUBOTHH,
BKJIFOUMTEITHO W30JIMPaHA CHOOIIEHWS) Ce ChOOIIaBa 3a XEeMOparuyHa [Uaphs, Xemaremesa |
racTPOMHTECTHUHAIIHA yJILEpaLys.

IIpu xyuera Te3n HEONAroONPHUATHH PEAKIMU CE IMOSBABAT OOMKHOBEHO IIpe3 IIbpBaTa CEAMHIIA Ha
JICYEHUETO, CJIe] KOETO OTIIYMSBAT U M34e3BaT MPH NMPEeKpaTsaBaHe Ha TPETUPAHETO, HO B MHOTO PEIKU

Cllydal Morar Jia ObJaT CepHO3HH WK (aTaIHH.

B MHOro peiku ciaydyau MOraT Jia ce MOSBAT aHa(QUIAKTOUIHHU PEaKIUi, KOUTO CE TPETUPAT CIOPE]
CHUMITOMMUTE.

AKko 3a0enexnuTe HIKaKBU HEOMaronpusaTHU PEaKLUH, BKIIOUYNTEIHO U TAKMBA, KOUTO HE Ca OIMCAHU B
Ta3M JINCTOBKA WIIM MUCJIUTE, Y€ BETCPHHAPHOMEANIIMHCKHS TPOAYKT HE PabOTH, MOJIS J1a YBEAOMHTE
Bamms BeTepuHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kydera u xoTku.

8. JO3UPOBKA 3A BCEKH BUJI ’KUBOTHO, METOJ U HAYHUH HA ITPUJIATAHE

EO?.I/I[!OBKa

Kyuera:
Eanokparso nmpunarane Ha mo3a ot 0,2 mg meloxicam/kg temecna maca (0,4 ml/10 kg Tenecua maca).

Kotku:

Ennoxparao npunoxkenne Ha 0.3 mg meloxicam/kg temecna maca (t.e. 0.06 ml/kg temecHa maca),
KOraTo He € Bh3MOXKHO TIOCIIE/IBAIII0 IEPOPATHO TPETUPAHE, HATIP. AUBH KOTKH.

Ennokparno npuioxxenne Ha 0.2 mg meloxicam/kg renecna maca (t.e. 0.04 ml/kg tenecna maca),
KOTaTo TpriIaraneTo Ha Meloxicam mpoasioKasa ¢ IIOCIeABalia mepopaita Teparms.

MeTox 1 HAYMH HA MPUJIATAHE
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Kyuera:
MyCKyTHO-CKEICTHU CMYIIEHUS: HOKPATHO MOJKOXHO UHKEKTHPAHE.

Jlokcuxom 1,5 mg/ml nmepopanna cycniensus u Jlokcukom 0,5 mg/ml mepopaiiHa cycrieH3us Morar Jia
OBbJIaT MpHUJIAraHy 3a MPOIBDKUTENHO JteueHue mpu ao03a 0,1 mg/ meloxicam /kg tenecna maca, 24 yaca
Cllel UH)KEKTUBHOTO TIPUIIOKEHHE.

Penyuupane na ciemoneparmBHata 0onka (3a mepuoxa oT 24 waca): eqHOKPATHO WHTPAaBEHO3HO HITH
MOJIKO’KHO WHXKEKTHPAHE TIPE/IN OTepaliusiTa, HalpuMep 1o BpeMe Ha MOCTaBsHe Ha yroiKara.

Kotku:

3a pemynupane Ha clefonepaTuBHa O0JIKa IMPH KOTKH, KOTAaTO HE € Bh3MOXKHO MTOCIIEIBAIIO ITIEPOPAITHO
TpEeTHpaHEe, HAMP. JIUBH KOTKU:

EnHoKpaTHO MOJKOXKHO HIDKEKTHpaHe Ha go3a ot 0.3 mg meloxicam/kg tenecua maca (1.e. 0.06 ml/kg
TeJIeCHa Maca) TIPeIH oepaIisITa, HalpruMep o0 BpeMe Ha IIOCTaBsiHe Ha yIoiKkara. B To3u cirydaii He
MIpIJIaraiTe TMOCIeBaIla epopasHa Teparms.

3a pemyipaHe Ha cieionepaTiuBHa O0JIKa Mpy KOTKH, KOraTo npuiaraneTo Ha meloxicam npoabiokasa
C MOCJIe/IBAIIIA TIEPOPATHA TEPAITHSL:

EnHokpaTHO MOIKOXKHO HIDKEKTHpaHe Ha jgo3a ot 0.2 mg meloxicam/kg Tenecua maca (1.e. 0.04 ml/kg
TeJIeCHa Maca) eIy ONeparusITa, HapuMep 10 BpeMe Ha MOCTaBsIHE Ha YIIOMKaTa.

3a mpoapnKaBaHe Ha JICYCHHETO 3a 10 5 THH, Ta3u IbPBOHAYAIHA 1032 MOXKE Ja Obje MOCIeIBaHa
cien 24 gaca ¢ npwiarane Ha Loxicom 0.5 mg/ml nepopanna cycniensus 3a koTku mnpu 103a ot 0.05
mg meloxicam/kg Tenecuna maca. ITepopannaTa mociieaBaIia 103a MoXxe J1a ce mpuara 10 o01o 4 103u
[pe3 UHTepBa oT 24 Jaca.

9. CBBET 3A IIPABUJIHO ITPUJIOXKEHUE
CriernatHO BHIMaHUE CIIE/IBA JIa C€ OTJIENIN Ha MPEIM3HOCTTA IIPH TO3UpPaHE

[Moxxomsmio pasrpadena cnpuHioBka oT 1 ml cieBa ga ce u3non3Ba 3a MpuilaraHe Ha IPOAyKTa IpH
KOTKH.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CHELUAJIHM YCJIOBUs 3A CbXPAHEHHUE HA ITIPOAYKTA

Jla ce cbxpaHsiBa Jiajiey OT MorJiea i Ha HEeJIOCTBITHY 32 Jielia MecTa.

To3u BETCPUHAPHOMCIUIIUMHCKHA MMPOAYKT HC N3MCKBAa HUKAKBU CIICIIUATIHU YCJIOBHA 3a ChXPAaHCHUEC.
Cpok Ha rOJHOCT CJIel TBPBOTO OTBApsSHE HA ONMAKOBKaTa: 28 JIHU.

Jla He ce U3M0J3Ba TO3U BETEPUHAPHOMEIUIIMHCKHY IIPOIYKT CIIE/] M3THYaHE CPOKA Ha TOJJHOCT, TOCOUCH
BBPXY €THKETa U KapToHa cien {{'ofieH 10}.

12. CHELUAJIHM NPEAYNPEXJIEHUS

3a obnekuaBaHe Ha ciegorneparuBHa OoJka IIpU KOTKH, 0e30MmacHOCTTa Ha MMpoAYyKTa € JOKa3aHa CaMO
CJI€d aHECTEC3UA C THOIIEHTAJI/XaJIOTaH.

CHGHI/IaHHI/I OpeanasHi MCPKH 3a ) KUBOTHUTEC ITPHU VHOTDe6aTa Ha IIpOAYKTa:

[Ipu nmosiBa Ha HEOJATONMPHUATHU PEAKIIMHU, JICYCHUETO Cjie/Ba Ja Ob/Ie NPEKPaTeHO U JIa Ce MOThPCH
CBHBET OT BETEPUHAPEH JIEKap.
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N36srBaiiTe mpunaraHeTo Npy AeXUAPATHPAHH, XUITOBOJIEMIYHHU U XUIIOTCH3UBHY KUBOTHH, THI KaTo
VMa TIOTEHITMAJIEH PUCK OT ObOpeYHa MHTOKCHKAITHSI

[lo Bpeme Ha aHecTe3Msl, MOCTOSHHOTO HAOJIOJEHHE W TPWIATaHETO Ha TEYHOCTH CIieBa Ja ce
pa3rIIexaaT KaTo CTaHIapTHA MPAKTHKA.

CHeHI/IaIIHI/I OpearnasHy MCPKHM 3a JIMIaTa, NOpujiaramy BETCPUHAPHOMCAMIIMHCKHA MNPOAYKT HaA
KHUBOTHHUTC!

CrnyuaitHO caMOMH)KEKTHpaHE MOXKE Ja IPeIM3BHKa 00JTKa.

Xopa C yCTaHOBEHAa CBPBHXUYYBCTBUTEIHOCT KbM HECTEPOUIHHWTE MPOTHBOBBL3MAIUTEIHH CPEICTBA
(HCIIBC) Tpsa6Ba 1a n30sTrBaT KOHTAKT C BETEPHHAPHOMETUITITHCKUS MTPOTYKT.

[Ipu ciydaiiHO caMOWHXKEKTHUPaHe, He3a0aBHO J1a C€ MOThPCH MEIUIIUHCKU ChBET, KATO Ha JICKaps Ce
MPEIOCTAaBH JIMCTOBKATA MITM €TUKETa Ha MPOYKTA.

To3u mpoIyKT MOXe 1a IPUINHM Jpa3HeHe Ha ounTe. [Ipu KOHTaKT ¢ ounTe He3a0aBHO M CTapaTEITHO
'Y IPOMUITE C BOJA.

bpeMennocT u akranusi:

Be3omnacHocTTa Ha BETEPHUHAPHOMEIMIIMHCKUS MPOAYKT HE € JIOKa3aHa 0 BpeMe Ha OpPEMEHHOCT U
JIAKTaIysl.

BzanMojelicTBrEe ¢ IpYrd BETEPUHAPHOMEIUIIMHCKN IPOAYKTHA U APYTH GOPMH HA B3aNMOJIEHICTBHE:

Wznomsanero ¢ apyrm HCIIBC, amyperuiin, aHTHKOAryjJaHTH, aHTHOMOTHIM OT Tpynara Ha
AMHMHOTJIMKO3UANTE M BELIECTBA C BHCOKA CTEICH Ha CBBP3BaHE C MPOTEMHHUTE MOXKE Ja JOBEIE N0
KOHKYPEHTO CBBP3BaHE U 0 TO3W HAYMH JIa IPEAU3BHKA TOKCUUHH edekTu. JIokcukoMm He TpsiOoBa 1a
ce mpunara 3aeaHo ¢ apyru HCIIBC win rmokokopTukoctepous. ChbBMECTHO NpujaraHe Ha
MOTEHIIMATHO HE(PPOTOKCHYHH JIEKApCTBEHU NMPOIYKTH cienBa aa Obae m3dsreano. [Ipu xuBOTHU
AQHECTE3UOJIOTUYCH PUCK (HAmp. BB3PACTHH JKMBOTHH) Ja C€ HMMa MPEIBUJA HHTPABEHO3HO WIIH
MOJKOXKHO TpujaraHe mo BpeMe Ha asectesusta. Koraro anecretuxk u HCIIBC ce mnpumarat
€HOBPEMEHHO, HE MOXKeE J1a C€ M3KIIFOYH PUCKBT 32 (PYHKIIMOHUPAHETO Ha OBOpeuTe.

[Ipeaxoxmaio JedeHne ¢ MPOTUBOBB3MAIUTEIHH CPEACTBA MOXKE Ja JOBEAC M0 JOMBIHUTEITHN WU
MT0-OCTPU HEOJIArONPHUSITHN Peakliy U TIOpPaad TOBA MEXAy MPUIAraHeTO Ha TopHUTE U JIOKCHKOM e
HeoOXOoauM Tepuoa OT Hai-manko 24 dvaca. Tosm mepwopn cnenBa na Obae cboOpazeH H C
(hapMaKoJOrMUHUTE CBONCTBA HA TIPEIXOIHUS IPOAYKT.

IIpenosupane (CHMIITOMH, COENIHNA MEPKH, AHTUIOTH):

B cnydvaii Ha nipezio3upane J1a ce MpUIIoKH JeYeHUe, Ch0OPa3eHO ChC CUMIITOMHUTE.

OCHOBHHM HECHBMECTHUMOCTH:

[Ipu nurica Ha JaHHHU 32 CbBMECTUMOCT, TO3M BETCPUHAPHOMEIUIIMHCKH MIPOAYKT HE TPsOBa 1a Obie
CMECBaH C JPYTM BETEPUHAPHOMEANIIMHCKHU NPOIYKTH.

13. CHELUAJIHU MEPKHU 3A YHUIIIOKABAHE HA HEU3ITOJI3BAH NPOAYKT UJIHN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba a2 6bAaT U3XBBPISIHA Ype3 OUTOBH OTIIAABLM WIA OTHAIHU BOJU.

[Tonwuraiite Bamus BeTepuHapeH Jiekap kKakBo Jia npaBute ¢ HeHyxHUTe BMII. Te3n Mepku me nomorsar
3a OI1a3BaHE HAa OKOJIHATA Cpelia.
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14, JATATA HA INIOCJIEAHATA PEJAKIIUA HA TEKCTA

IMoapo6Ha nH(pOpMALKUs 32 TO3W BETEPHHAPHOMETMIIMHCKH MPOLYKT MOXE J1a HAMEPUTE Ha WHTEPHET
crpanmaTa Ha EBponeiickata Arenrus mo Jlekapcrsara http://www.ema.europa.eu/.

15. JOHNBJHUTEJIHA NTH®OPMAIINUS
®naxon orl0 ml, 20 ml wiz 100 ml.
He Bcruku pasMepH Ha OIlaKOBKaTa MOTaT fa ObJaT Ipeajarany Ha masapa.

3a Bcsika MHGOpPMAIUS OTHOCHO TO3M BETEPHHAPHOMEAMIIMHCKH IPOJYKT, MOJISI CBBPIKETE CE C
TEPUTOPHUATHIS MIPEICTABUTEN HA MIPUTEKATEN Ha JIMIIEH3a 32 yIoTpeoa.

Belgié/Belgique/Belgien Latvija
Luxembourg/Luxemburg Magnum Veterinarija SIA
Nederland Ulbrokas 23, Riga, LV-1021,
Alivira NV Tel. +371 2942 3705
Kolonel Begaultlaan 1a magnum@magnumvet.lv

BE-3012 Leuven
Tel: +32 16 84 19 79

PHV@alivira.be

Penybnnka buarapus Lietuva

Norbrook Laboratories (Ireland) Limited Magnum Veterinarija, UAB

Rossmore Industrial Estate Martinavos g. 8, Martinavos k.,

Monaghan LT-54463 Kauno r.

Wpnangus Tel.: +370 688 96944
info@magnumvet.lt

Ceska republika Magyarorszag

Samohyl group a.s. Alphavet Zrt.

Smetanova 1058 512 51 HU-8000 Székesfehérvar, Homoksor 7.

Lomnice Nad Popelkou Tel: +36-22-534-500

Cz

Tel: +420 483 006 490
norbrook@samohyl.cz

Danmark Malta

ScanVet Animal Health A/S Borg Cardona & Co. Ltd.

Kongevejen 66 ‘Eltex’ Dr. Zammit Street

3480 Fredensborg Balzan BZN 1434- MT

DK Tel +356 21442698

TIf: +45 4848 4317 Fax +356 21493082
sales(@borg-cardona.com

Deutschland Norge

Norbrook Laboratories (Ireland) Limited Norbrook Laboratories (Ireland) Limited

Rossmore Indistrial Estate Rossmore Industrial Estate

Monaghan, Monaghan,

Irland. Irland.

Eesti Osterreich
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AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

EE

Tel: +372 650 1920

Fax: +372 650 1996

EAlhada

Xeroopapp Vet AE

Lo yAp. A. ITowovicg-Maprkomoviov
TO100,

19002, IToovia,

EL

TnA: : +30 2106895188, +30 2114041436
Fax: +30 2106833488
info@hellafarmvet.or

Espaiia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona

ES

France

Norbrook Laboratories (Ireland) Limited
Rossmore Indistrial Estate

Monaghan,

Irlande.

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Irska

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

IE

Tel: + 44 (0) 28 3026 4435

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

frland..

Italia
Bioforlife Italia SRLVia Puccini 1,

Pro Zoon Pharma GmbH
Karl-Schonherr-Strafie 3
AT-4600 Wels

Tel: + 43 7242 28333
office(@prozoon.at

Polska

ScanVet Poland Sp. z 0.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

PL

Tel. : +48 61 426 49 20

Portugal

Prodivet-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 Lisboa

PT

Tel: + 351 932 694 011
farmacovigilancia@prodivetzn.pt

Romania

Maravet SRL

Strada Vasile Lucaciu nr. 4,
Cicarlau, 437095

RO

Tel/Fax: +40 756 272 838
farmacovigilenta@maravet.com

Slovenija

Genera SI d.o.o.
Parmova Ulica 53
1000 Ljubljana, SI
Tel: +386 1 4364466

Slovenska republika
Pharmacopola s.r.o.

Svitokrizske nam. 11

SK — 965 01 Ziar nad Hronom

Tel. +421 907 809 552
neziaduce.ucinky(@pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige
N-vet AB
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20121, Milan
IT

Kvnpog

Xmopog Zravpwvidng Képucoig Atd
Aewo. Ztacivov 28, 1060 Asvkwoia, CY
TnA: 22 447464 / ®a&: 22 756902
chemicals@stavrinides.com.cy

Uppsala Science Park
751 83 Uppsala

SE

Tel: +4618 57 24 30

info@n-vet.se

United Kingdom (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate

Newry

BT35 6QQ, Co Down

Northern Ireland

Tel: + 44 (0) 28 3026 4435
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JIMCTOBKA:

Loxicom /Jlokcukom/ 0,5 mg/ml nepopanna cycneHsust 3a KOTKA

il UME N ITIOCTOSSHEH AJIPEC HA ITPUTEKATEJIS HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexaTen HaA JIMIICH3A 3a VHOTDe6aZ
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

HDOI/IBBOILI/ITCJ‘I, OTTOBOPECH 3a oc306o>1<z[aBaHe Ha nmaprujara.
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited

105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUMHCKUSA IPOAYKT

Loxicom /JTokcukom/ 0,5 mg/ml mepopaita cycneHsust 3a KOTKA
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUUA U EKCHUUIIMEHTUTE
Bcexu ml chabpxa:

AKTHBHA cy0OCTaHIUA:
Meloxicam 0,5mg

Excuunuenru:
Hatpues 6enzoar 1,5mg

biienoxpnra cycneHsusl.

4. TEPAIIEBTUYHU IOKA3AHUA

3a obnex4yaBaHe Ha JIEKM A0 CPEOHM CJIEIONEPAaTHBHU OOJKM M BB3MAJCHUS CIE] XUPYPrHYECKH
HPOLIEIYPH NIPU KOTKH, HAIIPUMEP OPTONEINYHU U HA MEKUTE ThKaHHU.

3a obsexkuaBaHe Ha Bh3MAICHHUS U OOJIKM IPU OCTPH U XPOHUYHHU MYCKYJIHO-CKEJIETHH CMYIIEHUS IPU
KOTKH.

5. INPOTUBOITIOKA3AHUSA
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Jla He ce u3Mno3Ba Npy OPEMEHHU WJIH JTAKTHPAIIHA KOTKH.

[a He ce u3MON3Ba MpU KOTKH, CTPAJalld OT CTOMAIITHO-UYPEBHU Pa3CTPOUCTBA, KATO BH3MAICHUS U
KPBBOWM3IIMBA, TPH YEPHOAPOOHa, ChpJAEYHA WIH OBOpedHa HETOCTATPYHOCT M XEMOparudHH
CMYIIEHHSL.

Jla He ce M3MON3Ba MPU CBPBHXYYBCTBUTEIHOCT KbM aKTHUBHATa CyOCTaHIMS WIM KbM HSKOW OT
eKCIUTTHEeHTHUTE.

Jla He ce M3MOI3Ba IPH KOTKH MO 6 CeMIYHA BB3PacT.

6. HEBJIATOITPUATHHN PEAKIINN

Nma HaOnroaBaHu ciyyad Ha TUITUYHU HeOMaronpusaTHu peakuuu npu npwiarade Ha HCIIBC karo
3aryba Ha ameTwuT, MOBpPBINAHE, JUApWH, OKYJITHa KPBB BBB (JeKanmuuTe, JIeTaprust U ObOpedHa
HeZocTaThyHOCT. B MHOTO penku ciaydan (mo-manko ot 1 xwuBotHO Ha 10,000 TpetupaHu KUBOTHH,
BKJIFOUUTEITHO M30JIMPAaHU ChOOIICHMsI) ce ChOOIaBa 3a CTOMAIIHO-UYPEBHA YIIIICPAllHs U [TOBUIIICHU
YepHOAPOOHH EH3UMH.

Te3u HeOIaronpusTHA Peakuy ce MOsABSIBAT OOMKHOBEHO Tpe3 MbPBATa CEMHUIIA HA JICYEHUETO, CIIE]T
KOCTO OTIONYMABAT U U34YE€3BaT IIPU NPCKpPATABAHC HA TPETUPAHECTO, HO B MHOT'O PCAKHU CIIy4dan MOraTt Jia
ObIIaT cepro3HU WIH (aTalTHU.

AKoO 3a0eeXnTe HIKAKBU H€6H3FOHpI/IHTHI/I PCaKnuM, BKIIIOYUTCIIHO U TAKHMBA, KOMUTO HE Ca OIIMCAaHU B
Ta3M JIMCTOBKA WM MUCIINUTE, Y€ BETEPUHAPHOMEAULMHCKUS IPOLYKT HE paboTH, MOJIS Ja YBEIOMUTE
Bamus BeTepruHapeH Jekap.

7. BUJOBE )KMBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

KoTtkun.

8. JAO3UPOBKA 3A BCEKHU BUJ ’KUBOTHO, METOJ U HAYHUH HA ITPUJIATAHE

3a nepopajiHO MPUIIOKEHHE.

EO?.I/I[!OBKa

CnegoneparrBHa 00JKa U BE3MAJEHNS B PE3YITAT HA XUPYPIrHUECKHU IPOLIEYPHU:

Cnen mbpBoHaYaiHO mpwiarane Ha JlokcukoM 5 mg/ml WHXEKIIMOHEH pa3TBOp 3a KydeTa W KOTKHU
MPOJBIDKETE JieueHUeTo cien 24 yaca ¢ Jlokcukom 0,5 mg/ml nepopaiHa cycrieH3ust 3a KOTKHU MPH 71032
0,05 mg meloxicam/kg Tenecna maca. [Tourbpskaniara 03a MOXe Jia Ce IpHIara eIH IIbT JHEBHO (Ha
WHTEpBaJ OT 24 Jaca) 3a 710 4 THH.

OcTpy MYCKYJIHO-CKEJIETHH CMYIIICHUSL:

JleueHneTo J1a 3aMoYHe C €JHOKpPATHA HaYaIHa epopaiHa jo3a ot 0,2 mg meloxicam/kg TenecHa maca
npe3 IbpBUs JieH. JIedeHueTo ciieBa /1a MPOABIDKH Ype3 MepopalHO MPHIIOKEHUE, €IWH BT Ha JICH
(mpe3 24 gaca) npu ;03a ot 0,05 mg meloxicam/kg tenecHa maca j0 U34e3BaHe Ha ocTpara OOJIKa U
BB3MAJICHHE.

XDOHI/I‘IHI/I MYCKYJHO-CKCJICTHU CMYIIICHUA.

JleueHneTo Jia 3arMovHe C SJHOKpPATHA HaYaIHa repopaiHa go3a ot 0,1 mg meloxicam/kg Tenecna maca
npe3 nbpBust jieH. JleueHneTo cieBa Ja MPOIbDKH Ype3 MepOpaHO MPHIOKEHHE €AUH BT Ha JICH
(mpe3 24 gaca) npu g03a ot 0,05 mg meloxicam/kg tenecua maca.
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KinnHu4HEAT eeKT HOpMAaHO ce BIKIa B pakute Ha 7 nHH. JledeHueTo ciesBa qa Objie MpekpaTeHo
Hall-kbCHO cnen 14 qHu, B caydaid, ue He ce HaOmoJaBa moJoopeHme.

MeTo/1 M HAYMH HA PUJIATaHE

IIpouenypa Ha no3upase:

CHpHHIIOBKHTE CE 3aKpenBaT 3a (IakOHAa M MMaT CKaja B Kg TelleCHa maca, KOSATO ChOTBETCTBA Ha
moamepKamara goza or 0,05 mg meloxicam/kg temecHa maca. Taka 3a JiedeHHE Ha XPOHHYHHU
MYCKYJIHO-CKEJICTHH CMYIIECHHS TIPe3 MIbPBUsI ICH Ce MpHUJIara IBOWHA MOIbpiKalla 103a. 3a JeUeHHe
Ha OCTPU MYCKYJIHO-CKEJIETHH CMYIIEHHS TIPe3 TbPBHS JIEH CE MPHUIIara 4eTBOPHa MO IbpPKallla 103a.

CrnenuanHO BHHMaHHE CJielBa Ja CE OTAEIM Ha NPELUU3HOCTTa Ha fo3ara. Jla He ce HajgBuUIIaBa
npenopbyanara no3a. CycneHsusita ga ce mnpunara ¢ JIOKCHKOM MepHTeTHaTa CIPUHIIOBKA OT
OIIaKOBKara.

9. CBBET 3A ITIPABUJIHO ITPUJIIOKEHUE

Meloxicam uMa TecHH rpaHHUIM HA TEPANCBTUYHA OE30MACHOCT MPH KOTKH U KIMHHIHUTE CUMITTOMH
Ha Tpepo3MpaHe Morar Ja ce HaOJIoJaBaT MpU OTHOCHUTEIHO HHCKM HMBA Ha mpeno3upaHe. 3a
OCUTypsiBAHE Ha TMPELH3HO [03UpaHe YCTAHOBETC BH3MOXKHO HAW-TOYHO TeJIeCHATa Maca Ha
’KHBOTHOTO.

Mo, ciiefiBaiiTe BHUMATEITHO HHCTPYKIIMUATE Ha BETEPUHAPHUS JIEKap.

Pasknarere no0Ope npenu ynorpeda.

Jla ce n30sATBa KOHTAMHHAIIKS 110 BpEME Ha MpHUIIaraHe.

10. KAPEHTEH CPOK

He e npuioxxumo.

11. CHELOUAJIHM YCJOBUs 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce cbxpaHsiBa Jlajed OT Morjie/a ¥ Ha HeJIOCTBITHY 32 Jelia MecTa.

To3u BECTCPUHAPHOMEANIMHCKHU IPOAYKT HE N3MCKBA HUKAKBU CIICIUAJIHU YCJIOBHUS 3a ChbXpPaHCHUC.
Jla He ce U3M0JI3Ba TO3M BETEPUHAPHOMEMIIMHCKY IIPOLYKT CIIe]] U3THYaHe CPOKA Ha TOJJHOCT, IOCOYCH
BBPXY €THKETa U KapToHa cien {{'ofieH 10}.

CpoK Ha rOJHOCT CJIe/l TBPBOTO OTBApsSHE Ha OMAKOBKAaTa: 6 Mecerla.

12. CHELUAJIHU NPEAYNPEXJIAEHUS

Crenmaniay npeina3siy MEPKH 3a )KUBOTHHUTE IIPU VIIOTpeOdaTa Ha IPOYKTa:

ITpu nosiBa Ha HEOIATONPUATHH PEaKIUH, JEUSHUETO cie/Ba Ja Obje NMPEKPaTeHo U Jia ce MOThPCU
CBBET OT BEeTEPUHAPEH JIeKap.

N36srBaiiTe mpunaraHeTo Npy AeXUAPATHPAHH, XUITOBOJIEMUYHHU U XUITOTEeH3UBHY KUBOTHH, THIl KaTo
VMa TOTEHINaJIeH PUCK OT ObOpedHa HHTOKCHKAITHS

Cren onepaTuBHU OOJIKM M BB3MAJICHUE B PE3YJITAT HA XUPYPrHYECKH NPOLEAYPH:
B ciyuaii, ue e HEoOXOAWMO JONIBIHUTENIHO OOJIEKUYeHHEe Ha OoJikara, cjejBa Jia Cce IMPHIOKH

MyJITUMOJAaJIHa Tepalus.

XPOHUYHH MYCKYJITHO-CKEJIETHU CMYILIEHUS:

96



[Ipu IpoIBIDKUATETHO JISUCHUE ChCTOSHUETO Ha )KUBOTHHUTE CIICABA Jla C€ HAOI0MaBa IEPUOINIHO OT
BETEpUHAPEH JIeKap.

Jledennero crenBa ma Obae MpeKpaTeHO HaW-KBCHO ciex 14 mHu, B ciiydaid, ye He ce HabmomaBa
mogoOpeHHeE.

CHCIII/I&]'IHI/I IIpeana3sHyu MEpKHU 3a Junara, Ipujaaraimy BETCPUHAPHOMCANIMHCKUS IPOAYKT HA )KUBOTHUTE:

Xopa ¢ yCTaHOBEHa CBPBHXUYBCTBUTEIHOCT KbM HECTEPOUJIHUTE MPOTUBOBBIMAIUTEIHU CPEACTBA
(HCIIBC) TpsibBa 1a M305TBaT KOHTAKT C BETCPUHAPHOMETUITMHCKUS MTPOYKT.

[Ipu cnmydaitHo moribIane, He3a0aBHO Ja C€ MOTHPCH MEIWIIMHCKHA CHBET, KaTO Ha JIeKaps ce
MPEAOCTAaBU JTUCTOBKATA WJIM €TUKETA HA IPOIYKTA.

To3u MPOIYKT MOXKeE Jla IPUYHMHY Apa3HeHe Ha ounTe. [Ipy KOHTAKT ¢ ounTe He3a0aBHO M CTapaTeIHO
'Y IPOMUITE C BOJA.

bpeMennocT u akranusi:

BbezonacHocTTa Ha BeTeprHApHOMEAMLMHCKNS NPOLYKT HE € JOKa3aHa 10 BpeMe Ha OpEeMEHHOCT U
JIAKTaIusl.

BzanMojielicTBrE ¢ IpYrd BETEPUHAPHOMEIUIIMHCKN IPOAYKTHA U APYTH POPMH HA B3aHUMOJEICTBHUE:

Uznonzsanero ¢ apyru HCIIBC, numyperuiy, aHTHKOAryJlaHTH, aHTHOMOTHIM OT Tpymnara Ha
aMUHOTIIMKO3UINTE W BEIECTBA C BHCOKA CTENEH HAa CBHP3BaHE C NMPOTEHHUTE MOXE Ja JTOBene 0
KOHKYPEHTO CBBP3BaHE W 110 TO3HM HAYWH Ja Mpeau3BrUKa TOKCHYHH edekTr. JIokcnkoM HE TpsOBa na
ce npwiara 3aeaHo ¢ apyru HCIIBC wiu riioKOKOPTUKOCTEPOUTH.

[Ipenxoxmamnio JeueHre ¢ MPOTHBOBB3MAIUTENHA CPEACTBA MOXKE JIa JIOBEE 10 JAOIBIHUTETHN WITN
MTO-OCTPH HEOIArONPUSITHA PEeakliy U TIOPaay TOBA MEXAY MMPHIIATaHeTO Ha TOpHUTe U JIoKcHKOM e
HEOOXOaUM TepHoa OT Hak-manko 24 4vaca. To3u mnepuoja ciensa jaa Objae cboOpaseH H C
(hapMaKOKMHETHYHHUTE CBOMCTBA HA IPEAXOJHHUS MPOIYKT.

IIpeno3upane (CUMITOMH, COEIIHU MEPKH, aHTUIOTH):

Meloxicam uMa TecHH rpaHHIM HA TEPANeBTHYHA OE30MACHOCT MPH KOTKH U KIMHHYHUTE CUMITTOMH
Ha Mpeo3upaHe MOrarT Jia ce HaOJIIoaBaT NPy OTHOCUTETHO HUCKHM HUBA HA MPeI03upaHe.
B ciyuaii Ha npeio3upane MoXe Jla ce 04akBa HeONaronpusATHUTE peakiuu Ja ObJar Mmo-oCcTpH U TOo-
yectu. B ciryuait Ha npeno3upane j1a ce MPUIOKH JieueHne, ChoOpa3eHo ChC CUMIITOMUTE.

OCHOBHHM HECHBMECTUMOCTH

HpI/I JIMIICA Ha JaHHU 34 CbBMECTUMOCT, TO3U BETCPUHAPHOMECAUIIUHCKHA IMMPOAYKT HE TpHGBa Ja 6’[),[[6
CMCCBAH C IPYIru BETCPUHAPHOMCAUIIUMHCKU IIPOJYKTH.

13. CHELUWAJIHU MEPKU 3A YHUIIIO)KABAHE HA HEU3ITIOJI3BAH NPOJAYKT NN
OCTATHIHA OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba a2 6bAaT U3XBBPISIHA Ype3 OUTOBH OTIIAABLM WIA OTHAIHU BOJU.
[TonuTaiiTe Bamus BeTepuHapeH Jiekap KakBo Ja rnpaBute ¢ HeHyxHuTe BMII. Te3u mepku 1ie noMorsar
3a OIa3BaHE HA OKOJIHATA CPeJa.

14, JATATA HA ITIOCJIIEAHATA PEJAKIIUS HA TEKCTA
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IMoapo6Ha nH(pOpMALKUs 32 TO3W BETEPHHAPHOMETMIIMHCKH MPOLYKT MOXE J1a HAMEPUTE Ha WHTEPHET
crpanmaTa Ha EBponeiickata Arenrus mo Jlekapcrsara http://www.ema.europa.eu/.

15. JAOH'BJHUTEJHA UHOOPMALIUA

Hauywun Ha geiicTBHe:

Meloxicam e HectepoumHo mpotuBoBb3nanurenHo cpeacrso (HCIIBC) or kimaca Ha OKCHKaMUTE,
KOWTO JeHCTBa Ype3 MHXMOMpaHe Ha CHHTE3a Ha MPOCTArJaHAWHHA M 10 TO3M HAYWH HPOABSIBA
NPOTHBOBB3MAINTEIEH, aHAIreTHYEeH, AaHTHEKCYJaTHBEH | aHTHIUpeTHdeH edekT. Pemymmpa
UH(QUITPUPAHETO Ha JIEBKOIMTUTE BBHB BB3MAICHUTE ThKaHW. B IMO-Maika CTENeH, ChINO Taka,
MHXHOMpa KOJAreHHO WMHAYIHUPAHOTO TPOMOOIMTHO CTpymBaHe. M3cimemsanus in Vitro u in vivo
mokasBar, ue Mmeloxicam wHxubupa mukIookcurenasa-2 (COX-2) B mo-roasiMa CTENEH OT

ukiookcurenasa-1 (COX-1).

OnakoBka

Jloxcukom 0,5 mg/ml mepopaita cycrieH3us 3a KOTKH ce mpejjara B omakosku ot 5 ml, 15 ml u 30 ml.

3a BcAka HMHPOpPMALUS OTHOCHO TO3M BETEPHMHAPHOMEIMLIMHCKH IMPOAYKT, MOJISI CBBPIKETE CE€ C
TEPUTOPHATIHUS IPEACTABUTEI Ha IPUTEKATEISI Ha JIMIIEH3a 3a yHoTpeoa.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Alivira NV

Kolonel Begaultlaan 1la
BE-3012 Leuven

Tel: +32 16 84 19 79
PHV@alivira.be

Peny6auka bbarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Upnangus

Ceska republika
Samohyl group a.s.
Smetanova 1058 512 51
Lomnice Nad Popelkou
Ccz

Tel: +420 483 006 490
norbrook@samohyl.cz

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredenshorg

DK

TIf: +45 4848 4317

Latvija

Magnum Veterinarija SIA
Ulbrokas 23, Riga, LV-1021
Tel. +371 2942 3705
magnum@magnumvet.lv

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kaunor.

Tel.: +370 688 96944
info@magnumvet.lt

Magyarorszag

Alphavet Zrt.

HU-8000 Székesfehérvar, Homoksor 7.
Tel: +36-22-534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MT
Tel +356 21442698

Fax +356 21493082
sales@borg-cardona.com
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Deutschland

Norbrook Laboratories (Ireland) Limited
Rossmore Indistrial Estate

Monaghan,

Irland.

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

EE

Tel: +372 650 1920

Fax: +372 650 1996

E\LGoa

Xeraopapu Vet AE

Lo yAp. A. Honaviac-Mapkomoviov
TO100,

19002, ITotovia,

EL

TnA: : +30 2106895188, +30 2114041436
Fax: +30 2106833488
info@hellafarmvet.gr

Espafia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona

ES

France

Norbrook Laboratories (Ireland) Limited
Rossmore Indistrial Estate

Monaghan,

Irlande.

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Irska

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

IE

Tel: + 44 (0) 28 3026 4435

island
Norbrook Laboratories (Ireland) Limited
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Norge

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Irland.

Osterreich

Pro Zoon Pharma GmbH
Karl-Schonherr-Stralie 3
AT-4600 Wels

Tel: + 43 7242 28333
office@prozoon.at

Polska

ScanVet Poland Sp. z o.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

PL

Tel. : +48 61 426 49 20

Portugal
Prodivet-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41

1800-282 Lisboa

PT

Tel: + 351 932 694 011
farmacovigilancia@prodivetzn.pt
Romania

Maravet SRL

Strada Vasile Lucaciu nr. 4,
Cicarlau, 437095

RO

Tel/Fax: +40 756 272 838
farmacovigilenta@maravet.com

Slovenija

Genera Sl d.o.o.
Parmova Ulica 53
1000 Ljubljana, SI
Tel: +386 1 4364466

Slovenska republika
Pharmacopola s.r.o..

Sviatokrizske nam. 11

SK — 965 01 Ziar nad Hronom

Tel. +421 907 809 552
neziaduce.ucinky@pharmacopola.sk

Suomi/Finland
Vet Medic Animal Health Oy
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mailto:info@hellafarmvet.gr
mailto:farmacovigilenta@maravet.com
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Rossmore Industrial Estate
Monaghan,
Irland.

Italia

Bioforlife Italia SRLVia Puccini 1,
20121, Milan

IT

Kvzpog

Emopog Zravpwvidng Képkodg Atd
Aew@. Xtacivov 28, 1060 Asvkwcia, CY
Tn\: 22 447464 / ®a&: 22 756902
chemicals@stavrinides.com.cy

PL/PB 27,
FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala

SE

Tel: +4618 57 24 30
info@n-vet.se

United Kingdom (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate

Newry

BT35 6QQ, Co Down

Northern Ireland

Tel: + 44 (0) 28 3026 4435
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JINCTOBKA:
Loxicom /JIokcukom/ 20 mg/ml MHKEKIIMOHEH Pa3TBOP 3a FOBE/Ia, CBUHE M KOHE

il HUME U ITIOCTOSAHEH A/IPEC HA ITPUTEXATEJISI HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJIA, AKO TE CA PA3JINYHU

HDI/ITC)KaTeJ'I Ha JIUIICH3a 3a Vnome6a:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

HDOI/IBBO,HI/ITCJ‘I, OTTOBOPCH 3a oc3060>1<z[aBaHe Ha Daprugara.
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road

Newry

Co. Down, BT35 6PU

United Kingdom

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIINHCKHUA ITPOAYKT

Loxicom /Jlokcukom/ 20 mg/ml uHxeKIIMOHEH Pa3TBOP 3a rOBE/a, CBUHE M KOHE
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUA U EKCIHUIIMEHTUTE

Enua ml ceabpika:
Meloxicam 20 mg
Eranon 150 mg

buctbp, xbAT pa3TBOp.

4. TEPAIIEBTUYHU IOKA3AHUA

TI'oBena:

3a ymnotpeba mpH OCTPH PECHUPATOPHU HHEPEKIMH C TMOAXOMAANla AHTHOMOTUYHA Tepamus 3a
HaMaJIsIBaHC HA KIMHUYHUTC HpI/I?,HaIH/I HpI/I roBcaa.

3a ynoTpeba mpu Auapus B KOMOMHANWS C MepopaliHa pexuapaThpalna Tepanuvs 3a HaMmallsiBaHe Ha
KJIMHUYHUTE TMPU3HALM IPU TEJIETa Ha Bh3PACT HaJl €JHA CEAMMIIA U MJIaJN HETAKTUPAIIU KPaBH.
KaTO JOITBJIHUTCIIHA Tepam/m HpI/I JICUCHUC HA OCT’Bp MAaCTHUT B KOM6I/IHaHI/I$I C aHTI/I6I/IOTI/I‘IHa Tepam/m.
3a obnekuaBaHe Ha Clle[oNiepaTHBHATa 0OJIKa Ciie]] 00e3pOTroBsBaHE Ha TENeTa.

CBuue:
3a ynoTpeba mpu He3apa3HH JBHraTe/IHM HAPYIICHUS 332 HaMajsBaHE Ha CUMITOMHMTE Ha KyILOTa W
BBb3MOaJIEHUE.
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Karo mompimHUTENHA Tepamnus MpH JeUeHUe Ha ITyepriepaiHa CeNTHIIEMUS W TOKCeMHUs (CHHAPOM Ha
MaCTUT-METPUT-arajakCHsi) C MOAXOIsIIa aHTUOMOTHYHA TePaTIHsl.

Kone:

3a ymoTpeba mpu o0iiekuaBaHe Ha BB3MAICHHUETO U HaMaIsIBaHe Ha 0OJKaTa KaKTO MPH OCTPH, TaKa U
MIPY XPOHUYHU MYCKYJIHO-CKEJICTHH HAPYIICHUSI.

HamansBane Ha Oosika cBBp3aHa C KOJIMKA MTPH KOHE.

5. MNPOTUBOIIOKA3AHUSA

Ja He ce u3MmoI3Ba NpU KOHE 1Mo 6 ceIMUYHA Bh3pacT.

Ja He ce u3mon3Ba npu OpeMeHHN U JTaKTHPAIIH KOOWIIH.

Ja He ce W3mon3Ba NpH KUBOTHH, CTPAJAIIN OT HapylleHa YepHOApoOHa, ChpaedHa Wiu ObOpedHa
(GYHKIHS U XeMOparnyH! HApyIIeHUs WIH KbJETO MMa JJAHHHU 3a YIIEPOTeHHU TaCTPOMHTECTUHAITHH
MOPaKEHHS.

Jla He ce M3MON3Ba NMPU CBPBHXYYBCTBUTEIHOCT KbM aKTHUBHATA CyOCTaHIMS WIM KbM HSKOH OT
CKCIUITUEHTHUTE.

[Ipu neyenune Ha muapus pu ToBea, a HE ce U3MOJI3Ba Ha Bb3pacT MO/ €Ha CeMHUIIA.

6. HEBJIATOITPUSATHHN PEAKIINN

IIpu mo-manko ot 10% oT TpeTupaHuTe B KIMHUYHY NPOYUYBAHUS TOBela € HAOII0AaBaHO caMmo c1albo
BPEMEHHO NOAYBaHE B MSCTOTO HAa MHXEKTUPAHE CJe]] MOJKOXKHO MpUiarane npyu roBesa.

HpI/I KOHEC MOKE€ Ja HaCTBIIM BpECMCHHO MMOAYBAHE Ha MACTOTO Ha MHKCKTUPAHE, KOCTO IPpEMUHABA 0e3
HWHTEPBCHIINA.

B mHoro penxu cimydam (mo-manko oT 1 xuBotHo Ha 10,000 TpeTupaHd *KUBOTHH, BKJIIOUUTEIHO
M30JIMpaHy CHOOIEHHUSI) MOXKE Jla C€ TMOSBAT aHa(QWIAKTOWIHHM pPEaKIW{, KOUTO MoraT aa Obaar
CepUO3HU (BKIIIOUNTENHO (paTaiHu) u TpsAOBa 1a ObIAT IEKYBaHU CUMITTOMATHYHO.

AKo 3a0eneXnuTe HIKaKBY HeOJIaronpusTHH PEaKIIiy, BKIOYHTEITHO 1 TAKWBa, KOUTO HE Ca OMHCAHU B
Ta3W JUCTOBKA WM MUCJIHTE, Y€ BETCPUHAPHOMEINIIMHCKUS IIPOYKT HE pabOTH, MOJIS a YBEIOMHUTE
Bamus BerepuHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

FOBC,I[a, CBHHC MU KOHC.

8. JO3UPOBKA 3A BCEKHU BUJ ’KUBOTHO, METOJ 1 HAYHUH HA ITPUJIATAHE

I'oBena:

EHOKpATHO MOIKOKHO WM HHTPABEHO3HO MHKEKTHpaHe Ha jo3a oT 0,5 mg meloxicam/kg Tenecna
maca (t.e. 2,5 ml/100 kg TenecHa mMaca) B KOMOMHAIUS ¢ AaHTHOMOTHYHA TEpaNus WIH C epOpaIHa
pexuaparupalia Tepanus, cropen ciydas. [Ipenopbunrtennara Haii-roysiMa J103a, KOSITO MOXE Jia ce
MPUIIOXKH B €JHO MACTO Ha WHKekTupane ¢ 10 ml.

CBune:

EnHOKpaTHO MHTPAaMyCKYJIHO HHKeKTHpaHe Ha jo3a ot 0,4 mg meloxicam/kg tenecha maca (t.e. 2,0
ml/100 kg Tenecna maca) B KOMOMHAIIMS C TIOAXOAINA AHTHOMOTHYHA Tepanusi. AKO € HEOOXOANMO,
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MOBTOPHO npuiarane Ha meloxicam moxke 1a ce HampaBu cien 24 yaca. I[IpernopbunTenHaTa Hai-
rojsiMa J103a, KOSITO MOJKE JIa ¢€ TIPHIIOXKH B €HO MSACTO Ha HHKeKTHpaHe ¢ 2 ml.

Kone:

EnHOKpaTHO MHTPaBEHO3HO HMIKeKTHpaHe Ha mo3a ot 0,6 mg meloxicam/kg tenxecna maca (t.e. 3,0
ml/100 kg Tenecuna maca).

3a ymoTpeba mpu o0iiekuaBaHe Ha BBH3MAICHUETO W HaMalIsIBaHe Ha 0OJKaTa KaKTO MPH OCTPH, TaKa U
MPU XPOHWYHU MYCKYJIHO-CKEJICTHH HApYIICHHS, 332 MPOABLIDKABAHE Ha JICYCHUETO MOXKE Jia ce
M3I0JI3Ba MOAXOMAAINA TIepOpaaHa Tepamus, chabpikamuy meloxicam, mpuiarad B ChOTBETCTBHE C
MPEMOPHKUTE MOCOYCHH B €THKETa, MOTaT Jia ObJaT W3MOJ3BaHU 3a MPOJb/DKABAHE HA JICUCHUETO.
Ja ce n30sTBa BHBEXK/IaHE HA 3aMBbPCSIBAHE IO BpEME Ha yIoTpeoa.

Jla He u3BbpiBar noseue ot SO mpoOuBaHus Ha (PprakoH. AKO € HEOOXOAMMO U3BHPIIBAHETO HA TIOBEYE
ot 50 mpoOuBaHUA Ha Tamara Ha (JrakoHa ce MpenophYBa M3MOJI3BAHETO Ha WIJlaTa 3a U3TOYBAHE HA
ChIIBPIKAHUETO.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHUE

Jla ce u30srBa 3aMbpCsIBaHE MO BpEeMe Ha yrnoTpeoa.

10 KAPEHTHMU CPOKOBE

I'oBena: Meco u BpTpeliHy opranu: 15 guu; Misko: 5 nHH.

CeuHe: Meco 1 BbTpEIIHU OpTaHu: 5 THU.

Kone: Meco u BbTpeIIHu Opranu: 5 THH.

He ce paspemasa 3a ynorpeba mpu >KHBOTHH, YMETO MIISIKO € IPEAHA3HAUYEHO 3a KOHCYMAIHs OT X0pa.

11. CHELOUAJIHM YCJIOBUs 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cbxpaHsiBa Jiajiey OT MorJiea ¥ Ha HEeJIOCTBITHY 3a Jielia MecTa.

To3u BECTCPUHAPHOMCIUIIUMHCKHA MMPOAYKT HC N3MCKBAa HUKAKBU CIICIIMATIHU YCJIOBHA 3a ChXPAaHCHUEC.
Cpok Ha rOHOCT CJIe/l TBPBOTO OTBApSHE Ha ONAKOBKaTa: 28 JIHU.

Jla He ce U3M03Ba TO3U BETEPUHAPHOMEUIIMHCKHU IIPOIYKT CIIE/] M3THYaHE CPOKa Ha TOJJHOCT, TOCOUCH
BBPXY €THKETa U KapToHa cien {{'ofieH J0}.

12. CHELUAJIHU NPEAYHOPEXJIEHUSA

Tperupanero ©a Tenmerata ¢ Loxicom 20 MuHYTH mpead 00e3pOroBSBAHETO HaMaslsBa
cienoneparuBHara 6omka. Camo LOXICOM HsiMa 1a OCHTYpH MOAXOAAIIO 00e300Is1BaHe 10 BpeMe Ha
mporeaypara 3a 00e3poroBsiBaHe. 3a Ja Ce MOIy4Yd MOAXOMASmo 00e300isgBaHe MO BpeMe Ha

orepamnuAara, € HeO6XOI[I/IMO CAHOBPEMCHHO IIpUWJIaraHe Ha MmoAXoAA11l aHAJITCTHUK.

CHC]_II/Ia.]'IHI/I Opeanas’i MCPKH 34 ) KUBOTHUTEC MTPHU VHOTDe6aTa Ha IpOAYKTa:

B cnyuait Ha HEOIAroNMPUATHH PeakIUK JISYSHUETO TPSAOBa Jla Ce MPEKPaTH | JIa CE IIOThPCU CHBET OT
BETEPUHAPEH JIEKAP.

Jla ce u30srBa ynorpebaTa Mpy MHOTO CHJIHO JAEXHApPATHPaHH, XUIIOBOJEMUYHU HIIM XUITOTCH3UBHH
’KUBOTHH, KOUTO U3UCKBAT NapEHTEpaIHa pexuipaTalys, Thid KaTo ChIIECTBYBA MOTEHIIMAIEH PUCK OT
pEHaJIHAa TOKCUYHOCT.

103



B cnyyaii Ha He3aI0BOJIMTETHO HAMAaJIsIBaHE Ha OOJIKAaTa MPH JICYCHUETO Ha KOJIMKA TIPU KOHE TPIOBa
Jla ce HalpaBy BHUMATEIHA NPEOIICHKA HA JIMAarHO3aTa, Thil KATO TOBAa MOXKE Ja ObJIc MHIUKAIUS 3a
HEO0OXOIUMOCTTA OT XUPYPrUYHA UHTCPBCHIIHSL.

Crenuanay NpeanasHd MEpKH 3a JIMIaTa, IpWiIaraiy BETEPUHAPHOMEIMIIMHCKUS NIPOAYKT Ha
>KUBOTHHUTE:

NHmmaeHTHO  caMOWHXKEKTHpaHe MOXe Jla Tmpeam3BUKa Oomka. Xopa C  yCTaHOBEHa
CBPBXYYBCTBUTEIHOCT KbM HecTepouaHuTe NpoTuBOBB3manutennu cpeacrsa (HCIIBC) tpsoBa na
M30SATBaT KOHTAKT C BETEPUHAPHOMEIUIIMHCKHUS TIPOITYKT.

[Ipu cirydaiino caMOMH)KEeKTHpaHe, He3a0aBHO J1a ce MOThPCH MEIUIIMHCKH CHBET, KATO Ha JIEKaps ce
MPEIOCTAaBH JIMCTOBKATA 32 yHoTpeOa WM €THKETa Ha MPOTyKTa.

To3u MpoyKT MOXKeE Jla IPUYHMHU Jpa3HeHe Ha ouynTe. [Ipy KOHTAKT ¢ ounTe He3a0aBHO U CTApATEITHO
T'Y IPOMUITE C BOJA.

bpeMeHHOCT U JTaKTallKs:

I'oBena u cBuHe: Moe fa ce mpuiiara 1o BpeMe Ha OpeMeHHOCT U JIAKTaIfusl.
Kone: Bux Touka ,,IIpoTuBonokazanus’.

BzanMojeiicTBrE ¢ IpYrd BETEPUHAPHOMEIUIIMHCKN IPOAYKTHA U APYTH POPMH HA B3aHUMOJEICTBHUE:

Jla He ce mpuiara CbBMECTHO C TJIIOKOKOPTUKOCTEPOU I, IPYTH HECTEPOUIHU IPOTUBOBB3NATUTEIHH
CpeACTBa WM AHTUKOAryJaHTH.

IIpeno3upane (CUMITOMH, COEIIHU MEPKH, aHTUIOTH):

B cnyuaii Ha npenosupane, TpsOBa fa ce 3a0YHE CUMITOMATUYHO JICUCHHE.

13. CIEUAJIHU MEPKHU 3A YHULIOKABAHE HA HEU3IIOJI3BAH MPOAYKT WJIN
OCTATHIA OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba a2 6bAaT U3XBBPISIHU Ype3 OUTOBH OTIIAABLM WINA OTHAIHU BOJU.

[TonuTaiiTe Bamus BeTepuHapeH Jekap KakBo jAa npaBute ¢ HeHyxHuTe BMII. Te3u Mepku 1ie noMorsar

3a OIla3BaHE Ha OKOJIHATA CpeJia.

14. JATATA HA MMOCJIEJHATA PEJAKIMSI HA TEKCTA

[MoxpobHa nH(OpPMAIUS 32 TO3M BETEPUHAPHOMEIMIIMHCKH MPOAYKT MOXE Jla HAMEPUTE HA MHTEPHET
crpanunara Ha EBponeiickara Arenmus o Jlekapcrsara http://www.ema.europa.eu/.

15. JOHI'BbJHUTEJIHA HUHOOPMALIUA
Camo 110 JIeKapcKo MpeaucaHue.

Kapronena xytus ¢ 1 wim 12 6e3uBereH cThKIeH (GiakoH uHxkeKIus (1) Besika ¢ mo 30, 50 wmu 100
ml. Kapronena kyTusi ¢ 1, 6 min 12 6e31iBereH cThKiIeH (aakoH urkeknus (1) Beska ¢ mo 250 ml.

Bceekn (bHaKOH € 3aTBOPCH C 6p0M06y'TI/IJ'I BTYJIKA U 3a11€4aTaH ¢ AJIlyMUHHUCBA KallavkKa.

He Bcwukm pasmepu Ha OImakoBKaTa MOTaT Aa OBJaT MpejjiaraHy Ha ma3apa.
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3a Bcska WHPOpPMAIUS OTHOCHO TO3U BETEPHHAPHOMEIMIIMHCKH IPOAYKT, MOJS CBBPIKETE CE€ C

TCPUTOPUATHUA ITPEACTABUTEI Ha MIPUTCIKATEIIA HA JIMICH3A 3a yrIOTpe6a.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Alivira NV

Kolonel Begaultlaan 1a
BE-3012 Leuven

Tel: +32 16 84 19 79
PHV@alivira.be

Peny06iuka boarapus

Acknen - ®apma OO/Irp. Codus, x.K. JIronuH -

7,
61. 711A, marasus 3
BG

Ceska republika
Samohyl group a.s.
Smetanova 1058 512 51
Lomnice Nad Popelkou
CZ.

Tel: +420 483 006 490
norbrook@samohyl.cz

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

DK

TIf: +45 4848 4317

Deutschland

Elanco GmbH
Heinz-Lohmann--StraRe 4
27472 Cuxhaven

DE

Tel: + 49 32221852372

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

EE

Tel: +372 650 1920

Fax: +372 650 1996

E)\LGda
Xelaopapu Vet AE

lo yAp. A. Iowovieg-Mapkomovrov

Latvija

Magnum Veterinarija SIA
Ulbrokas 23, Riga, LV-1021
Tel. +371 2942 3705
magnum@magnumvet.lv

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r.

Tel.: +370 688 96944
info@magnumvet.lt

Magyarorszag

Alphavet Zrt.

HU-8000 Székesfehérvar, Homoksor 7.
Tel: +36-22-534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MT
Tel +356 21442698

Fax +356 21493082
sales@borg-cardona.com

Norge

Dansk Reprasentant
ScanVet Animal Health A/S
Kongevejen 66

DK-3480 Fredensborg

Tel: +45 4848 4317
QA@scanvet.dk

Osterreich

Pro Zoon Pharma GmbH
Karl-Schonherr-Strafte 3
AT-4600 Wels

Tel: + 43 7242 28333
office@prozoon.at

Polska
ScanVet Poland Sp. z o.0.
Skiereszewo, ul. Kiszkowska 9
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TO100,

19002, IToovia,

EL

TnA: : +30 2106895188, +30 2114041436
Fax: +30 2106833488
info@hellafarmvet.gr

Espafia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona

ES

France

Biotopis

49 route de Lyons,
27 460 IGOVILLE,
France

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Irska

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

IE

Tel: + 44 (0) 28 3026 4435

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

irland

Italia

Elanco ltalia S.p.A.

Via Colatori 12

50019 Sesto Fiorentino (FI)

Kvnpog

Eropog Zravpwvidng Képikodg Atd
Aew. tacivov 28, 1060 Asvkwoia, CY
TnA: 22 447464 / ®a&: 22 756902
chemicals@stavrinides.com.cy

62-200 Gniezno
PL
Tel. : +48 61 426 49 20

Portugal

ProdivetT-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 Lishoa

PT

Tel: + 351 932 694 011
farmacovigilancia@prodivetzn.pt

Romania

Maravet SRL

Strada Vasile Lucaciu nr. 4,
Cicarlau, 437095

RO

Tel/Fax: +40 756 272 838
farmacovigilenta@maravet.com

Slovenija

Genera Sl d.o.o.
Parmova Ulica 53
1000 Ljubljana, SI
Tel: +386 1 4364466

Slovenska republika
Pharmacopola s.r.o.

Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom

Tel. +421 907 809 552
neziaduce.ucinky@pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala

SE

Tel: +4618 57 24 30

info@n-vet.se

United Kingdom (Northern Ireland)
Norbrook Laboratories Limited
Carnbane Industrial Estate

Newry

106


mailto:info@hellafarmvet.gr
mailto:farmacovigilenta@maravet.com
mailto:neziaduce.ucinky@pharmacopola.sk
mailto:info@n-vet.se
mailto:chemicals@stavrinides.com.cy

BT35 6QQ, Co Down
Northern Ireland
Tel: + 44 (0) 28 3026 4435

107



JIMCTOBKA:

Loxicom /JToxcukom/ 50 mg/g mepopaita macra 3a KOHE

il UME N ITIOCTOSSHEH AJIPEC HA ITPUTEKATEJIS HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexaTen HaA JIMIICH3A 3a VHOTDe6aZ
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

HDOI/IBBO,HI/ITCJ‘I, OTTOBOPECH 3a OCBO60)KI[aBaHe Ha napTuaaTa.
Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town

Co. Monaghan

H18 W620

Ireland

Norbrook Laboratories Limited
105 Armagh Road,

Newry,

Co. Down,

BT35 6PU

United Kingdom

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA TIPOAYKT

Loxicom /JTokcukom/ 50 mg/g mepopaiiHa macra 3a KOHe
meloxicam

3. CbABPXKAHUE HA AKTUBHATA CYBCTAHIIUA U EKCIIUIITUEHTUTE
Enun g ceabpxa:

AKTHBHA cy0OCTAHIHUSA:

Meloxicam 50 mg
Excuunuent:
BeH3uior ankoxoi 10 mg

BJ'Ie,Z[O)K’LJ'ITa, XOMOT'€CHHA 11acTa.

4. TEPAIIEBTUYHU IOKA3AHUA

ObnexyaBaHe Ha Bh3MAJICHNE U HAa O0JIKA TIPY OCTPU U XPOHUYHH MYCKYIIHO-CKEJIETHH HapyIIeHUs MPH
KOHE.

5. INPOTUBOIIOKA3AHUS
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Jla He ce u3mon3Ba pu OpeMEHHH WIH KbPMEIH KOOHIIH.

Ja He ce M3MOa3Ba MpH KOHE, CTPAAAlIM OT CTOMAIIHO-UYPEBHM HapyIIEHUs, KaTo pa3ipa3HEeHHE U
XeMoparusi, HapylleHa YepHOAPOOHa, ChpAeuHa Wik ObOpedHa QyHKIHA U XeMOparuyHHu HapyLIeHUsI.
Jla He ce W3M0N3Ba NPH CBPBXUYBCTBUTEIHOCT KbM aKTHBHATa CyOCTAaHIMSI WJIM KbM HSIKOH OT
CKCLIUIIUEHTHUTE.

Jla He ce U3M0I3Ba NpU KOHE HA BB3PACT MO 6 CEIMUIIH.

6. HEBJIATOIIPUATHU PEAKLINN

W3ommpann cirydan Ha HeOMAronpuaATHU peakiun, ThnuaHo cBbp3ann ¢ HCIIBC, ca HaGmonaBanu B
KIIMHUYHU W3MUTBaHUS (Jieka yprukapus, nuapus). Cumnromute ca Ownm oOpatumu. Yecro ce
MoJTy4aBa HaMaJICHHE Ha KOHIICHTpAIMATa Ha JIOYMUH B KPBBTA IO BPeMe Ha MepHo/ia Ha JIeueHHe (10
14 nam). B muOro pemkm cmydam (mo-manko ot 1 skwmBotHO Ha 10,000 TperwpaHu >KHBOTHH,
BKJTFOUMTEITHO H30JIMPAaHU ChOOIIEHHUS) MMa ChOIIEeHNs 3a 3ary0a Ha aleTHT, JeTaprus, 00JIKa B Kopema
Y KoJuT. B MHOTrO penku ciiydad MOrar Jia ce mojiyyaT aHa(pUIaKTOUJIHU PEaKIuu, KOUTO MOraT Ja
ObJIaT CepPHO3HU (BKJIIOUUTENIHO (DaTaiHu) U TpIOBa J1a Ce JICKyBaT CUMIITOMATHYHO. AKO Ce€ TIOSBAT
HEONArompHUATHY PEaKlUH, JICUYCHUETO TPsIOBa Jla ce MPEeKpaTH W TpsOBa Ja ce MOTBPCH CHBET OT
BETEpUHAPEH JIeKap.

AKo 3a0eneXnuTe HIKaKBYA HeOIarompusTHH PEaKIIiH, BKIIOYHTEITHO 1 TAKWBa, KOUTO HE Ca OMHCAaHU B
Ta3W JMCTOBKA WM MUCJIHTE, Y€ BETEPUHAPHOMEANIIMHCKHS IIPOYKT HE pabOTH, MOJIS Ja YBEIOMHUTE
Bamus BerepuHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Komne.

8. JO3UPOBKA 3A BCEKH BUJI ZKUBOTHO, METO/JI U HAYUH HA ITIPUJIATAHE
Ha ce npunarat 0.6 mg/kg TenecHa Maca, BEIHBK JHEBHO, 3a IepHo 110 14 qHu.

Jla ce mpunara IUPEKTHO B yCTaTa HaJl 33/IHATA YacT Ha €3MKa, KaTo IJ1aBaTa Ha )KHBOTHOTO CE€ JIbPKH
BJIMTHATA, IOKATO MPOAYKTHT ObJIC MOrbIIHAT.

Tpsi0Ba na ce mpuiara eaHO JeJieHre Ha CpuHIIOBKaTa ¢ macta Ha 50 kg TenecHa maca. CripuHIIOBKaTa
¥MMa BrpajJicH ajanTep W € rpaayupaHa B Kg/TenecHa maca. Bcesika crnipuniioBka ocurypsisa 420 mg
MEJIOKCHKaM, J0CTaTh4eH 3a jieueHue Ha 700 kg TenecHa maca.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHUE

Jla ce u30srBa KOHTaMHUHAIIHS 110 BpeMe Ha yrorpeoa.

10. KAPEHTEH CPOK

Meco u BbTpEIIHN OpraHu: 3 JHHU.
He ce paspemasa 3a ynorpe6a Ipu >KUBOTHH, YMETO MIISIKO € IIPEAHA3HA4YEHO 3a KOHCYMalUs OT Xopa.

11. CIHEHNUAJIHM YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA
Ja ce cbxpaHsiBa ajed OT IOorJIea U Ha HEJOCTBIIHU 32 JIeLa MECTa.
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Ja ce cexpansaBa npu temrepaTtypa mox 30 °C

Jla He ce M3MmoII3Ba TO3K BETEPUHAPHOMETUITMHCKH TPOIYKT CJIe]] U3THYaHE CPOKA HA TOJHOCT, TOCOYCH
BBPXY KapTOHA U cripuHIlOBKaTa {'0jeH 110} .

CpoK Ha TOTHOCT CJIe TEPBOTO OTBAPSHE HA OMMAKOBKATa: 28 THH.

12. CIEINUWAJIHU NPEAYHNPEXIEHUA

CHeIII/IaJ'IHI/I Opeanas’Hii MCPKH 34 ) KUBOTHUTEC MTPU VHOTDC6aTa Ha IIPpOAYKTa:

Ja ce n36srea ynorpeda npy >KUBOTHH C JIEXUAPATAIUS, XUTTOBOJIEMHUSI WIIA XUTIOTOHUS, ThI KaTO HMa
MOTCHIIUAJIICH PUCK OT OhOpPEUHA TOKCUYHOCT.

Jla He ce mpeBuIlIaBa npenopbuaHaTa J103a Wi MPOIb/DKUTEITHOCT Ha JICUESHUE, TIOPaid Bb3MOXKHOCTTA
3a MPOSBSBAHE HA TEXKKHW HEONIArONMpUATHH peakinu. Brkre pazmen 4.10.

CHCIII/I&]'IHI/I OpearnasHu MCPKHM 3a JiMhaTa, NOpujaaramy BETCPUHAPHOMCAMIIMHCKHA MNPOAYKT HaA
ZKHMBOTHUTC!

Xopa ¢ yCTaHOBEHa CBpPBHXYYBCTBHTEIHOCT KbM Mmeloxicam TtpsbOBa na u30sArBaT  KOHTakT ¢
BETEpUHAPHOMETUIIMHCKUS TPOAYKT. Jla ce m30sArBa KOHTAKT HA MPOJYKTa C Koxara W o4ute. [Ipu
CIIy4aeH KOHTaKT C KOXKaTa W/WIH O4YuTe, He3a0aBHO M3MHITE 3aCETHATUTE YacTh C Boaa. AKO ce
MOJIYYH pa3Apa3HEHHE U TO MEPCUCTUPA A CE MOThPCU MEIULIUHCKH ChBET.

[Ipu cnyuaiino moriplnaHe, He3a0aBHO Ja ce TOTHPCH MEAWIMHCKUA CHBET, KaTO Ha JieKaps ce
NpEeAOCTaBH JUCTOBKATA WIH €TUKETA HA IPOIYKTA.

bpeMennocT u akramnusi:

BbezonacHocTTa Ha BeTepMHAPHOMEIMIIMHCKUS MPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpeMEHHOCT U
nakTanus. He ce mpenoppyuBa NpuiiaraHeTo My 10 BpeMe Ha OpEMEHHOCT U JIaKTallHs.

BzanMojelicTBrEe ¢ Ipyru BETEPUHAPHOMEIUIIMHCKN IPOAYKTHA U APYTH GOPMH HA B3aHUMOJEICTBHUE:

Ha He ce mpuirara €JHOBPEMEHHO C  IIIOKOKOPTHKOCTEPOUAU, JPYI'H  HECTEPOUJHU
MPOTUBOBB3NAIUTEIHN BETEPUHAPHOMEAUIIMHCKY NPOIYKTH HIIM aHTUKOATyJIaHTH.

IIpeno3upane (CUMIITOMH, COEIIHU MEPKH, aHTUIOTH):

Nma cboOlieHus 3a CleJHUTE KIMHUYHU NpPU3HAIM (HIKOU OT KOWTO MOXE Ja ObJAT CepHO3HH) B
KIIMHWYHU U3IUTBAHU ClIe IPUIOKEHNUE Ha IIPOAYKTa IIPU IIPEI03UpaHe: YHUIIO IOBEECHHUE, JUAPHs,
OTOK, OOpa3yBaHe Ha paHM MO OyKajHaTa JIMTaBUIlA W/WIM ypUHA ¢ ThMEH IBAT. B ciydail Ha
mpeao3upane TpsoOBa Jia ce 3ar0YHe CUMIITOMATHYHO JICUeHHe.

13. CHELHWAJIHU MEPKH 3A YHUILIOKABAHE HA HEU3MMOJI3BAH NPOAYKT UJIHN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII ne tpsi6Ba 1a ObAAT U3XBBPISIHA Ype3 OMTOBU OTHAABIHN MM OTHAIHU BOJIH.
[Nonwuraiite Bamus BeTepuHapeH Jiekap kKakBo Ja npaBute ¢ HeHyxHuTe BMII. Te3u Mepku me noMorsar
3a OIa3BaHE HA OKOJIHATA Cpefa.

14, JATATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA
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[HonpoGHa nH(poOpMaIus 3a TO3WM BETEPHHAPHOMEIAUIIMHCKHA MPOAYKT MOXKE Ja HaMepuTe Ha MHTEpPHET

crpanunara Ha EBponeiickara Arenuus o Jlekapcrara http://www.ema.europa.eu/.

15. JAOHBJHUTEJHA UHOOPMALIUA

Camo 3a BeTepHHApHOMEAMITUHCKA yrioTpeba. Jla ce oTIycka camo 1o JeKapcKo MpeAnvcaHue.

[lepopannaTa macTa ce mpeasara B CIIJHUTE pa3MepHU Ha OMaKOBKaTa:
- 1 KapTOHEHa KyTHs, ChabpXkallia 1 CIpUHIIOBKA

- 1 kapTOHEHa KyTus, ChIbprKalla 7 CIPUHLUOBKU

- 1 kapTOHEHa KyTHs, ChAbpKama 14 cipuHIIOBKU

He Bcuuku pa3mepu Ha ommakoBKaTa MOTat Aa ObJaT MpeajaraHy Ha masapa.

3a Bcsika HH(OPMAIIYS OTHOCHO TO3U BETCPUHAPHOMEIUITUHCKHU TIPOIYKT, MOJISI CBBPIKETE CE C
TEPUTOPHUATHHS TIPEICTABHUTEI Ha MIPUTEKATETS Ha JIMIICH3a 32 ynoTpeoa.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Alivira NV

Kolonel Begaultlaan 1a
BE-3012 Leuven

Tel: +32 16 84 19 79
PHV@alivira.be

Peny6auka bbarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Upnangus

Ceska republika
Samohyl group a.s.
Smetanova 1058 512 51
Lomnice Nad Popelkou
Cz

Tel: +420 483 006 490
norbrook@samohyl.cz

Danmark

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Irland

Deutschland
Norbrook Laboratories (Ireland) Limited

Latvija

Magnum Veterinarija SIA
Ulbrokas 23, Riga, LV-1021,
Tel. +371 2942 3705
magnum@magnumvet.lv

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kaunor.

Tel.: +370 688 96944
info@magnumvet.lt

Magyarorszag

Alphavet Zrt.

HU-8000 Székesfehérvar, Homoksor 7.
Tel: +36-22-534-500

Malta

Borg Cardona & Co. Ltd.
‘Eltex’ Dr. Zammit Street
Balzan BZN 1434- MT
Tel +356 21442698

Fax +356 21493082
sales@borg-cardona.com

Norge
Norbrook Laboratories (Ireland) Limited
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Rossmore Indistrial Estate
Monaghan,
Irland.

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

EE

Tel: +372 650 1920

Fax: +372 650 1996

EAlrGoo

Xeraopapy Vet AE

Lo yAp. A. onaviac-Mapkomoviov
TO100,

19002, ITowowvia,

EL

TnA: : +30 2106895188, +30 2114041436
Fax: +30 2106833488
info@hellafarmvet.gr

Espafia

Laboratorios Karizoo

Pol. Ind. La Borda, Mas Pujades 11-12
08140 Caldes de Montbui

Barcelona

ES

France

Norbrook Laboratories (Ireland) Limited
Rossmore Indistrial Estate

Monaghan,

Irlande.

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Irska.

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

IE

Tel: + 44 (0) 28 3026 4435

island
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Rossmore Industrial Estate
Monaghan
Irland

Osterreich

Pro Zoon Pharma GmbH
Karl-Schonherr-Stralte 3
AT-4600 Wels

Tel: + 43 7242 28333
office@prozoon.at

Polska

ScanVet Poland Sp. z 0.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

PL

Tel.: +48 61 426 49 20

Portugal

Prodivet-ZN S.A

Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
1800-282 Lisboa

PT

Tel: + 351 932 694 011
farmacovigilancia@prodivetzn.pt

Romania

Maravet SRL

Strada Vasile Lucaciu nr. 4,
Cicarlau, 437095

RO

Tel/Fax: +40 756 272 838
farmacovigilenta@maravet.com

Slovenija

Genera Sl d.o.o.
Parmova Ulica 53
1000 Ljubljana, SI
Tel: +386 1 4364466

Slovenska republika
Pharmacopola s.r.o..

Sviatokrizske nam. 11

SK — 965 01 Ziar nad Hronom

Tel. +421 907 809 552
neziaduce.ucinky@pharmacopola.sk

Suomi/Finland
Orion Qyj
Orion Pharma Eldinladkkeet,

112


mailto:office@prozoon.at
mailto:info@hellafarmvet.gr
mailto:farmacovigilenta@maravet.com
mailto:neziaduce.ucinky@pharmacopola.sk

Monaghan,
Irland.

Italia

F.M. Italia Group s.r.l.Zona Industriale Isola, 31

05031 Arrone (TR) - IT

Kvzpog

Emopog Zravpwvidng Képkodg Atd
Aew@. Xtacivov 28, 1060 Asvkwcia, CY
TnA: 22 447464 / ®a&: 22 756902
chemicals@stavrinides.com.cy

PL 425,
FI-20101 Turku

Sverige

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Irland

United Kingdom

Norbrook Laboratories Limited
Carnbane Industrial Estate
Newry

BT35 6QQ, Co Down
Northern Ireland

Tel: + 44 (0) 28 3026 4435
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