HNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

Loxicom /Jloxcukom/ 0,5 mg/ml mepopanHa cycrieH3us 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml ceappika:

AKTHBHA cy0OCTaHIMA:
Meloxicam 0,5 mg

ExcuunuenTn:
Harpues 6enzoar 1,5 mg

3a IBIHMSA CIUCHK HA €KCIIMITHEHTHTE, BIDK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

CycrieH3us 3a epopaiHO MPUIIOKEHHUE.
bremoxbiaTa CycreH3usl.

4. KJIMHUYHU JAHHU

4.1 Bujnose :knBoTHH, 32 KOUTO e npeanasHadyen BMII

Kyuera.

4.2 TepaneBTUUYHU MOKA3AHMS, ONIPeeJIeHH 32 OTeJTHUTE BUAOBE )KUBOTHH

3a obnekyaBaHe Ha BB3MAJICHHE U 0OJIKA MPU OCTPH M XPOHUYHU MYCKYITHO-CKEJIETHU CMYIICHUS IIPH
Kydera.

4.3 IIpoTuBONOKA3aHUA

Jla He ce n3moa3Ba npu OpeMEHHU WIH JIAKTUPAIIH KUBOTHH.

Jla He ce u3MOa3Ba MPH KydeTa, CTpaJalld OT CTOMAIIHO-YPEBHHU PA3CTPOMCTBA, KAaTO BBH3MAICHUS U
KPBHBOM3IIMBU, TpPU YEpHOIPOOHA, ChpJeYHAa WIH OBOpedHa HEAOCTATHYHOCT M XEMOPArmyHU
CMYIIEHHS.

Jla He ce W3MON3BA MPU CBPBHXUYYBCTBUTEIHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSKOH OT
EKCITUTTCHTHUTE.

Jla He ce u3MmoJI3Ba MpH KyueTa 1oj 6 ceIMUYHa Bbh3PacT.

4.4 CoeuuajJHu mpeAna3sHu MePKH 32 BCEKU BU/I *KMBOTHH, 32 KOUTO e npeanasHayen BMII
Hsma.

4.5 CrnenuaJiHu MpeANa3HH MePKHU NPH ynoTpeda

CHGHI/IaHHI/I Opeanasiy MCpKH 3a )KMBOTHUTC IIPH VHOTDe6aTa Ha IIPOAYKTa

[Ipu mosiBa Ha HEONATONMPHUATHU PEaKLWH, JICYCHUETO Cie/Ba Aa Ob/e MPeKpaTeHo U a ce MOTHPCH
CHBET OT BETEPUHAPEH JIeKap.



N30sarsaiite IIpUJIaraHeTo npu ACXuapaTupad, XUIOBOJICMUYHN U XUITOTCH3UBHHA )KUBOTHU, TBU KaTO
UMa MOTEHIHAICH PUCK OT ObOpEeYHa HHTOKCHUKALIHSL.

To3u mpomyKT 3a Kydera He TpsiOBa Ja ce M3IO0JI3BAa NMPHU KOTKU MOPagdl Pa3IMYHHUTE JO3UPOBBUHH
ycrpoiictea. [Ipu koTku TpsiOBa na ce u3non3sa Jlokcukom 0,5 mg/ml nepopaiHa cycrieH3us 3a KOTKH.

CroenpasHy npeanasHyd MEpPKH 3a JIMIara, IpWiaraiy BEeTEPUHAPHOMEIMIIMHCKUS TPOAYKT Ha
JKMBOTHHUTE

Xopa ¢ ycTaHOBEHa CBPBHXYYBCTBUTEIHOCT KbM HECTCPOUIHHTE MPOTHBOBB3MAIUTEIHUA CPEICTBA
(HCIIBC) TpsibBa 1a M30sATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKUS TIPOIYKT.

Ilpu cnyuaitHo mornbliaHe, He3ab0aBHO Ja ce TMOTHPCH MEIUIIMHCKK ChBET, KaTo Ha JieKaps ce
MPEIOCTaBU JINCTOBKATA UM €TUKETA HA MPOAYKTA.

4.6 HebOnaronpusiTHu peakuuu (4eCTOTa M BasKHOCT)

Wwma HabmronaBaHu ciay4yauw Ha TUIIMYHU HEONaronpusTHU peakiuu rnpu npunarade Ha HCIIBC kato
3ary0a Ha amneTUT, TOBpBINAHE, JWAPWUH, OKYJITHA KPHB BBB (ekanuure, amatus W ObOpedHa
HEJOCTaThYHOCT. B MHOro peaku ciydanm ce choOllaBa XeMoparuyHa AuapHs, XemaTemesa,
racTpOMHTECTHHAIHA yIIepalys ¥ MOBUIICHN YePHOIPOOHU EH3UMHU.

Te3u HeONIaronpuATHYU PEaKLUK Ce MOSBSIBAT OOMKHOBEHO IIPe3 IIbpBaTa CEIMMILIA Ha JICYEHUETO, CIIE]
KOETO OTHIYMSBAT M U34e3BaT MPH MPEeKpaTsiBaHe Ha TPETUPAHETO, HO B MHOTO PEJIKH CIIy4au MoraT Ja
ObAaT cepro3HH WK (aTaIHu.

AKO ce MosBAT HeOJIaronpusATHH PEaKLUUH, JIEUCHHETO TPAOBa a ce MPEeyCTaHOBU U Ja CE MOThPCH
CBBET OT BETEpUHAPEH JIeKap.

YecToTara Ha HEOIArONPUATHUTE PEAKIIUU CE OINIPEIess upe3 cleaHaTa Kiacu(ruKaus:

- MHOro uecTr (moBede oT | Ha 10 TpeTHpaHu KUBOTHH, TPOSIBSIBALIN HEOIATONPUATHH PEaKLIIH)

- yectu (oBeye oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTHpaHU )KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHEM Ha 1,000 TpeTHpaHN KUBOTHH )

- penku (moBeye ot 1, HO mo-manko ot 10 sxuBoTHU Ha 10,000 TpeTHpaHu >KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH, BKIFOYUTETHO U30JIUPAHU
CHOOTIICHHS).

4.7 Ynorpeba nmo BpemMe Ha OPEMEHHOCT, JAKTAIUS WU sTiiIEeHOCeHe

Bbe3omacHocTTa Ha BETEpUHAPHOMEIUITMHCKUSA TIPOIYKT HE € JO0Ka3aHa [0 BpeMe Ha OpPEMEHHOCT M
nakrarys (Bux T. 4.3).

4.8 B3aumopgeiicTBHe ¢ JAPYrd BeTepPUHAPHOMEAWLMHCKH NPOAYKTH M JAPYyru ¢(opmMu Ha
B3auMo/eiicTBHE

W3nomspanero ¢ apyru HCIIBC, muypeTwiid, aHTHKOAryJIaHTH, AHTHOWOTHIIM OT TpylaTta Ha
aMHUHOTJIMKO3UANTE U BEIIECTBA C BHCOKA CTETNEH Ha CBBP3BAaHE C MPOTEHHUTE MOXE Ja JOBele 0
KOHKYPEHTO CBBP3BaHE U MO TO3W HAYMH J1a PEeAN3BHKa TOKCHYHH edekTu. JIokcukom He TpsiOBa na
ce npuiara 3aeaHo ¢ apyru HCIIBC unu rioKoKOpTUKOCTEPOUIH.

[Ipenxoxnamio JiedeHne ¢ MPOTUBOBB3MAIUTEIHU CPEICTBA MOXKE JIa IOBEJC J0 JOMBIHUTCITHH WK
MO-OCTPU HEONMArOMPHUATHH PEAKIUK U MOPaay TOBA MEXIy MPUIIAraHeTO Ha rOpHUTE U JIOKCHKOM ¢
HeoOXoauM Tepuon oT Hai-manko 24 waca. To3m mepmonm ciemBa na ObIe choOpaseH U C
(apMaKOKHHETHYHHUTE CBOMCTBA HA TIPEAXOJHHS TIPOIYKT.

4.9 Jo3a 1 HAYMH HA NPUJIOKEHHE

3a nepopaiiHO MPUIIOKEHHE.



Jleuenneto cienBa a 3armoyvHe ¢ enHOKparHa a03a ot 0,2 mg Menokcukam/kg Tenecna maca (4 ml/10 kg
TeJecHa Maca) Mpe3 MbPBHA JIeH M a MPOABIDKH ¢ moagbpkama fo3a ot 0,1 mg memokcukam/kg
tenecHa Maca (2 ml/10 kg TenecHa maca) mepopaliHO eUH BT Ha JieH (Ha HHTEpBal OT 24 Jaca)

[Ipu mo-pOABIKUTEHO JICUECHUE, CIIE]] YCTAHOBSABaHE HAa KIMHUYHUS e(dekT (ciex okojio 4 JIHM),
J03aTa Moke 1a ObJie peryjrpaHa 10 Hall-HucKaTa e()eKTHBHA WHANBH/yallHA 110 HAYWH, Y€ CTEIIeHTa
Ha 0OJKa W BB3MAJICHHE BHB BPB3Ka C XPOHHYHUTE MYCKYJIHO-CKEJIETHH CMYIICHHS a Bapupa BHB
BpEMETO.

CriernaiiHo BHIMaHHE CIIe/IBa J]a c€ OTJENN Ha MPEeIU3HOCTTa Ha J103aTa.

CycneH3usTa Moxe J1a ObJie MPUIIOKEHA Ype3 e/IHA OT ABETEe MEPUTEIHH CIIPUHIIOBKH KbM OIIAKOBKATa.
CHpuHIIOBKUTE CE€ 3aKpenBar 3a (UIakoHa U UMar ckaia B kg TenecHa Maca, KOSTO ChOTBETCTBA Ha
noxappkamara no3a (0,1 mg menokcukam/kg TemecHa maca). [Ipe3 mbpBus NeH ce mpuiara ABOHHA
moambpkama jgo3a. Karo anrepHatmBa JIedeHHETO MOXKe 1a 3amouHe ¢ Jlokcmkom 5 mg/ml
HMHXXEKIIMOHEH Pa3TBOpP.

KimmHAYHUAT eeKT HOPMATHO ce BIKIa B pakuTe Ha 3-4 mHu. JIedeHunero ciensa na Obe mpeKpaTeHo
Hal-kbCcHO ciien 10 aHu, B ciiyuaii, ye He ce HaOJIro1aBa o J00peHue.

CbBeT 32 NIPABUJIHO NPUJIOKEHHE
3a nepopaiHO NMPUJIOKEHUE YPe3 XpaHaTa WK JUPEKTHO B ycTara.

Pasknarere moOpe npenu ynorpeoda.

Ja ce n30srBa KOHTAMHUHAIUS 110 BpeMe Ha MpHIIaraHe.

4.10 IIpemo3upane (CHMITOMH, CIEIIHA MEPKH, AHTHI0TH), AKO € He00X0IHMO
B ciyuait Ha mpeno3upane a ce IpUiIoKH JieueHne, ChoOpPa3eHoO ChbC CUMIITOMUTE.

4.11 KapeHTeH cpok

He e npunoxxumo.

5. OAPMAKOJIOT'HYHU OCOBEHOCTHA

dapmakoTepaneBTHUHa rpyna: [IpOTHBOBB3NANUTEIHH W  NPOTUBOPEBMATHYHU  NPOIYKTH,
HECTEPOUIHH (OKCHKAMHU).

Berepunapnomeauunncku Anaromo-TepanestuueH Kox: QMO1AC06
5.1 ®apmakoauHAMHMYHHU CBOIiCTBA

Meloxicam e HecTepougHO NpoTuBOBB3NanuTenHO cpenctBo (HCIIBC) or kimaca Ha OKCHKaMuTe,
KOeTO JeiicTBa 4pe3 MHXMOWpaHe Ha CHHTe3a Ha NPOCTArNIAHAWHA W IO TO3W HAYHWH IPOSBSBA
MPOTUBOBB3MAINTEIICH, AHAITCTUYCH, AHTHEKCYJIaTHBEH W aHThnuperndeH ecdekr. Pexymnmpa
WHQWITPUPAHETO Ha JIEBKOIUTHTE BHB BH3MAICHWTE THhKaHW. B Mo-Maika cremeH, CHIIO Taka,
MHXUOWpa KOJareHHO HHAYIHUPAHOTO TPOMOOIMTHO CTpymBaHe. M3cnmemBaHus in vitro W in vivo
mokaspar, 4e meloxicam wuHXxuOUpa nukiookcurenasa-2 (COX-2) B mo-rojisiMa CTENEH OT
nukiaookcurenasa-1 (COX-1).

5.2 ®apmakoOKHMHETHYHHU 0COOEHOCTH

Pe3opOrus
Meloxicam ce pe3copOupa HAIIBIHO MPH TIEPOPATHO TPHIOKEHHE M MAKCHMAaTHH TUIa3MEHHU

KOHIICHTPAIMH CE TOCTUTAT cea mpuoimm3uTenHo 4.5 gaca. Korato npoayKTsT € IPHUIIOKEH CHITIACHO
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MPeNnopbYaHUTE J03H, CTAOMIHA MOCTOSIHHA TIa3MEHa KOHIIEHTpaIusa Ha meloxicam ce joctura Ha
BTOPHUS JICH OT JICYCHHUETO.

Paznpenenenue
Hanune e nuueliHa Bpb3Ka MEXIy NMPUIOKEHATa 032 U IJIa3MEHATa KOHIIGHTpAIUs B paMKUTE Ha

nuarmasoHa Ha gosupase. [lpubmmsurenno 97 % ot meloxicam ce cBbp3Ba ¢ IIa3MEHUTE MPOTEHUHH.
O6ewmsbT Ha pasnpenenenue ¢ 0,3 L/kg.

MeTaboau3sM

Meloxicam ce OTKpHBa OCHOBHO B KpbBHATA IIa3Ma M € ChIII0 OCHOBEH MTPOAYKT OTAC/ISH OT JKITbUYKaTa,
JIOKaTO YpUHATA ChIIbpPiKa caMo Clie[u oT Hero. Meloxicam ce MeTaboau3upa 10 alKoX0Jjl, KHCEIUHEH
JepUBaT M JIO HAKOJKO TIOJSPHUM METa0ojuTa. YCTAaHOBEHO €, Y€ BCHYKM METa0OJIHTH ca
(bapMaKoIOTHYHO HEAKTHBHH.

Enumunupane
Meloxicam ce eTMMHUHHUpPA € MOY>KUBOT OT 24 wyaca. Oxomo 75 % OT npuioxeHara 1032 ce eIMMUHIPa

ype3 QeKanunTe, a OCTaThKa — Ype3 ypuHara.

6. OAPMAIEBTUYHHU OCOBEHOCTH
6.1 Chnucbk Ha eKCHUIIMEHTHTE

Harpues 6ensoar

I'munepon

IToBunmon K30

KcanTanosa ryma

Hunatpues Gocdar nuxuapar

Hatpues nuxunporengocdar quxunpar
Cyxa TUMOHEHa KUCEeINHA

Emyincus cuiMeTHKOH

JuctunupaHna Boga

6.2 OcCHOBHH HECHBBMECTHMOCTH

[Ipu nurica Ha aHHH 32 CHBMECTHUMOCT, TO3H BETCPUHAPHOMETUITMHCKH TIPOAYKT HE TPsOBa Aa Obje
CMECBaH C APYTH BETEPUHAPHOMETUIIMTHCKH TPOTYKTH.

6.3 Cpoxk Ha roaHocT

Cpok Ha TOAHOCT Ha KpaifHUS BETEPHHAPHOMEANITMHCKY TPOAYKT: 18 Mecerna.
Cpok Ha TOAHOCT CJIel IBPBO OTBApsHE Ha MbPBUYHATA OMAKOBKA: 6 Mecela.

6.4. CroenuajHu ycja0Bus 32 CbXpaHEHHE HA NPOAYKTA
To3u BeTeprHaApHOMEAUIIMHCKU IPOAYKT HE M3MCKBA HUKAKBHU CIIELIMATHM yCIOBHS 3a ChbXpaHEHHE.
6.5 BuaucbcTaB HAa MBPBUYHATA ONTAKOBKA

BerepuHapHHAT JeKapcTBEH MPOAYKT ce mpejyiara B OyTwiku ¢ BUHT oT 15 ml u 30 ml nonuerunen
tepepranar ¢ HDPE/LDPE kamauku, ocurypeHu MpoTHB OTBapsiHe OT Aena. KbM Beeku (iakoH uMa
IIBE IOJHMETHICHOBH/IIOJIMIPONMICHOBY MEPUTENIHU cIpuHIOBKY — 1 ml u 5 ml — 3a ocurypsiBane
npenu3Ha JO3UPOBKa MPH MaJKH U TrojieMd Kydera. Beska cnpuHIIOBKa € opa3MepeHa B kg TenecHa
Mmaca — 1 ml cnpunnoBka — ot 0,25 kg no 5,0 kg, 5 ml cnpunnoska — ot 1 kg mo 25 kg.

He Bcnuku pasmepu Ha omakoBKaTa MOraT Ja ObJaTr npeajaraHy Ha rasapa.
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6.6 CroenuajHU MepPKH 32 YHUIIOKABAHE HA HEU3MOJI3BAH MPOAYKT UJIH OCTATHIM OT HEro
Bcexu HeusnoisBaH BETCPUHAPHOMCAUIIMHCKN HPOAYKT MU OCTAaThIMU OT HETO TpSI6Ba aa 6’b,I[aT
VHHIOXXECHU B ChOTBETCTBUE C M3MUCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO.

7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan

Ireland

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/08/090/001

EU/2/08/090/002

9. JATA HA IIbPBOTO MU3JABAHE/IIOJHOBSIBAHE HA JIMIHEH3A 3A
YIHOOTPEBA

Jlata Ha mEPBOTO M3/1aBaHe Ha JHIICH3 3a ynorpeba: 10/02/2009

JlaTa Ha moceTHOTO MTOHOBSIBAHE HA JIMIIEH3 3a ynorpeba: 23/01/2019

10. JATA HA HOCJIEJHATA PEJAKIMS HA TEKCTA

IMoapoOHa uH(popManKs 3a TO3U MPOJAYKT MOXKE Ja HAMEPUTE Ha MHTEPHET CTpaHuIaTta Ha EBpomneiickara
Arenmus o JlekapcTara http://www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXKBA, CHABASIBAHE U/HNJIA YIIOTPEBA

He e npunoxxumo.



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

Loxicom /Jloxcukom/ 1,5 mg/ml mepopanHa cycrieH3us 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml ceappika:

AKTHBHA cy0OCTaHIMA:
Meloxicam 1,5 mg

ExcuunuenTn:
Harpues 6enzoar 1,5 mg

3a IBIHMSA CIUCHK HA €KCIIMITHEHTHTE, BIDK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

CycrieH3us 3a epopaiHO MPUIIOKEHHUE.
bremoxbiaTa CycreH3usl.

4. KJIMHUYHU JAHHU

4.1 Bujnose :knBoTHH, 32 KOUTO e npeanasHadyen BMII

Kyuera.

4.2 TepaneBTUUYHU MOKA3AHMS, ONIPeeJIeHH 32 OTeJTHUTE BUAOBE )KUBOTHH

3a obnekyaBaHe Ha BB3MAJICHHE U 0OJIKA MPU OCTPH M XPOHUYHU MYCKYITHO-CKEJIETHU CMYIICHUS IIPH
Kydera.

4.3 IIpoTuBONOKA3aHUA

Jla He ce n3moa3Ba npu OpeMEHHU WIH JIAKTUPAIIH KUBOTHH.

Jla He ce u3MOa3Ba MPH KydeTa, CTpaJalld OT CTOMAIIHO-YPEBHHU PA3CTPOMCTBA, KAaTO BBH3MAICHUS U
KPBBOM3IIMBY, TIPH  YEPHOApPOOHA, CHpAeYHA HIM ObOpeYyHa HEeIOCTaThUHOCT M XEMOParnyHH
CMYIIEHHS.

Jla He ce W3MON3BA MPU CBPBHXUYYBCTBUTEIHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSKOH OT
EKCITUTTCHTHUTE.

Jla He ce u3MmoJI3Ba MpH KyueTa 1oj 6 ceIMUYHa Bbh3PacT.

4.4 CoeuuajJHu mpeAna3sHu MePKH 32 BCEKU BU/I *KMBOTHH, 32 KOUTO e npeanasHayen BMII
Hsma.

4.5 CrnenuaJiHu MpeANa3HH MePKHU NPH ynoTpeda

CHGHI/IaHHI/I Opeanasiy MCpKH 3a )KMBOTHUTC IIPH VHOTDe6aTa Ha IIPOAYKTa

[Ipu mosiBa Ha HEONATONMPHUATHU PEaKLWH, JICYCHUETO Cie/Ba Aa Ob/e MPeKpaTeHo U a ce MOTHPCH
CHBET OT BETEPUHAPEH JIeKap.



N30sarsaiite IIpUJIaraHeTo npu ACXuapaTupad, XUIOBOJICMUYHN U XUITOTCH3UBHHA )KUBOTHU, TBU KaTO
UMa MOTEHIHAICH PUCK OT ObOpEeYHa HHTOKCHUKALIHSL.

To3u mpomyKT 3a Kydera He TpsiOBa Ja ce M3IO0JI3BAa NMPHU KOTKU MOPagdl Pa3IMYHHUTE JO3UPOBBUHH
ycrpoiictea. [Ipu koTku TpsiOBa na ce u3non3sa Jlokcukom 0,5 mg/ml nepopaiHa cycrieH3us 3a KOTKH.

CroenpasHy npeanasHyd MEpPKH 3a JIMIara, IpWiaraiy BEeTEPUHAPHOMEIMIIMHCKUS TPOAYKT Ha
JKMBOTHHUTE

Xopa ¢ ycTaHOBEHa CBPBHXYYBCTBUTEIHOCT KbM HECTCPOUIHHTE MPOTHBOBB3MAIUTEIHUA CPEICTBA
(HCIIBC) TpsibBa 1a M30sATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKUS TIPOIYKT.

Ilpu cnyuaitHo mornbliaHe, He3ab0aBHO Ja ce TMOTHPCH MEIUIIMHCKK ChBET, KaTo Ha JieKaps ce
MPEIOCTaBU JINCTOBKATA UM €TUKETA HA MPOAYKTA.

4.6 HebOnaronpusiTHu peakuuu (4eCTOTa M BasKHOCT)

Wwma HabmronaBaHu ciay4yauw Ha TUIIMYHU HEONaronpusTHU peakiuu rnpu npunarade Ha HCIIBC kato
3ary0a Ha amneTUT, TOBpBINAHE, JWAPWUH, OKYJITHA KPHB BBB (ekanuure, amatus W ObOpedHa
HEJOCTaThYHOCT. B MHOro peaku ciydanm ce choOllaBa XeMoparuyHa AuapHs, XemaTemesa,
racTpOMHTECTHHAIHA yIIepalys ¥ MOBUIICHN YePHOIPOOHU EH3UMHU.

Te3u HeONIaronpuATHYU PEaKLUK Ce MOSBSIBAT OOMKHOBEHO IIPe3 IIbpBaTa CEIMMILIA Ha JICYEHUETO, CIIE]
KOETO OTHIYMSBAT M U34e3BaT MPH MPEeKpaTsiBaHe Ha TPETUPAHETO, HO B MHOTO PEJIKH CIIy4au MoraT Ja
ObAaT cepro3HH WK (aTaIHu.

AKO ce MosBAT HeOJIaronpusATHH PEaKLUUH, JIEUCHHETO TPAOBa a ce MPEeyCTaHOBU U Ja CE MOThPCH
CBBET OT BETEpUHAPEH JIeKap.

YecToTara Ha HEOIArONPUATHUTE PEAKIIUU CE OINIPEIess upe3 cleaHaTa Kiacu(ruKaus:

- MHOTO uecTH (moBede oT | Ha 10 TpeTHpaHu KUBOTHH, HPOSBSIBALIN HEOIArONPUATHAN PEAKIIH)

- yectu (oBeye oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTHpaHU )KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHEM Ha 1,000 TpeTHpaHN KUBOTHH )

- penku (moBeye ot 1, HO mo-manko ot 10 sxuBoTHU Ha 10,000 TpeTHpaHu >KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH, BKIFOYUTETHO U30JIUPAHU
CHOOTIICHHS).

4.7 Ynorpeba nmo BpemMe Ha OPEMEHHOCT, JAKTAIUS WU sTiiIEeHOCeHe

Bbe3omacHocTTa Ha BETEpUHAPHOMEIUITMHCKUSA TIPOIYKT HE € JO0Ka3aHa [0 BpeMe Ha OpPEMEHHOCT M
nakrarys (Bux T. 4.3).

4.8 B3aumopgeiicTBHe ¢ JAPYrd BeTePUHAPHOMEAWLMHCKH NPOAYKTH M JAPYyru ¢(opmMu Ha
B3auMo/eiicTBHE

W3nomspanero ¢ apyru HCIIBC, muypeTwiid, aHTHKOAryJIaHTH, AHTHOWOTHIIM OT TpylaTta Ha
aMHUHOTJIMKO3UANTE U BEIIECTBA C BHCOKA CTETNEH Ha CBBP3BAaHE C MPOTEHHUTE MOXE Ja JOBele 0
KOHKYPEHTO CBBP3BaHE U MO TO3W HAYMH J1a PEeAN3BHKa TOKCHYHH edekTu. JIokcukom He TpsiOBa na
ce npuiara 3aeaHo ¢ apyru HCIIBC unu rioKoKOpTUKOCTEPOUIH.

[Ipenxoxnamio JiedeHne ¢ MPOTUBOBB3MAIUTEIHU CPEICTBA MOXKE JIa IOBEJC J0 JOMBIHUTCITHH WK
MO-OCTPU HEONMArOMPHUATHH PEAKIUK U MOPaay TOBA MEXIy MPUIIAraHeTO Ha rOpHUTE U JIOKCHKOM ¢
HeoOXoauM Tepuon oT Hai-manko 24 waca. To3m mepmonm ciemBa na ObIe choOpaseH U C
(apMaKOKHHETHYHHUTE CBOMCTBA HA TIPEAXOJHHS TIPOIYKT.

4.9 Jo3a 1 HAYMH HA NPUJIOKEHHE

3a nepopaiiHO MPUIIOKEHHE.



Jledennero cienBa Ja 3amodHe C enHOKpaTHa no3za or 0,2 mg Menokcukam/kg TenecHa Mmaca
(1,33 ml/10 kg Tenecna maca) mpe3 IBPBHSI JA€H W Ja NPONBIDKH C moadbpkama fo3a oT 0,1 mg
menokcukam/kg temecHa maca (0,667 ml/10 kg TenecHa maca) mepopadHO €IUMH IBT Ha JieH (Ha
WHTepBaj oT 24 yaca)

[Ipu mo-pOABIKUTENHO JIeUeHUE, Clie]] YCTaHOBsABaHE Ha KIMHWYHUS edekT (cimex okoio 4 IHW),
J03aTa MOXKe Jla ObJie peryiupaHa 10 Haii-HucKkaTa e)eKTHBHA WHAWBUIYAIHA 110 HAYMH, Y€ CTCTICHTA
Ha OOJIKa ¥ BB3MAJICHUEC BHB BPB3Ka C XPOHUYHHUTE MYCKYJIHO-CKEJICTHH CMYIIECHHUS N1a Bapupa BHB
BpEMETO.

CrnieniaiHO BHUMaHUE cJie/[Ba JIa ¢€ OT/EIH Ha MPEU3HOCTTa Ha J03aTa.

Cycnen3usta Moxe J1a ObJie MPUIIOKEHA Ype3 €/IHA OT JABETEC MEPUTEIHU CIIPUHIIOBKH KbM OIIAKOBKATa.
CrhpuHIIOBKUTE c€ 3aKpemBaT 3a (UIakOHAa W UMAT cKaya B Kg TejecHa maca, KOATO ChOTBETCTBA Ha
noxmspkamara mo3a (0,1 mg menokcukam/kg Tenecna maca). [Ipe3 mepBuUs JeH ce TpHiiaTa JBOWHA
nomappkama go3a. Karo anrepHatuBa JiedeHHETO MoOXKe Jna 3amnodyne ¢ Jlokcmkom 5 mg/ml
WH)XEKITUOHEH Pa3TBOP.

Kinuanunuat eekT HOpMaTHO ce BUXKIa B pakuTe Ha 3-4 nHu. JledeHueTo ciieiBa qa Objie MPeKpaTeHo
Hali-kbcHO cinien 10 aHu, B ciiyuaii, ye He ce Ha0JIro1aBa oJoO0OpeHue.

CobBeT 32 NPABUJIHO NPUJIOKEHHE

3a nepopaiiHO IPUIIOKEHHE Ype3 XpaHaTa Ml JUPEKTHO B yCTaTa.
Paskmarere moOpe mpenu ymnorpeoda.

Jla ce n305rBa KOHTAMHUHANKS 110 BpeMe Ha IpHJIaraHe.

4.10 IIpemo3upane (CMMITOMM, CHEIIHA MEPKH, aHTUI0TH), AKO € He00X0IUMO
B cmydaii Ha ipeo3upaHe 1a ce IPWIoKH JIEUeHHE, ChoOPa3eHO ChbC CUMIITOMUTE.
4.11 KapeHnreH cpok

He e npunoxxumo.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHUHa Tpyna: [IpOTHBOBB3MANUTEIHA W  MPOTUBOPEBMATHUYHU  MPOJYKTH,
HECTEPOHTHU (OKCUKaMH).

Berepunapnomenuuunckun Anaromo-TepaneruyeH Koa: QMO1AC06
5.1 ®apmakogUHAMMYHH CBOIiCTBA

Meloxicam e HectepoumHo mpotuBoBB3manuTenHo cpeactBo (HCIIBC) ot kiraca Ha OKCHKaMUTE,
KOeTO JeiicTBa upe3 MHXMOMpaHEe Ha CHHTEe3a Ha NPOCTArVIaHAWHA U IO TO3M HAYMH IPOSABSBA
MPOTUBOBB3MAIIUTENICH, AHAITETUYeH, AHTHEKCYINAaTHBEH W aHTHnupeTndeH edekr. Pemymnmpa
WHQWITPUPAHETO Ha JIEBKOIUTHTE BHB BH3MAICHWTE THKaHW. B IMo-Maika cremeH, CHINO Taka,
MHXMOUpA KOJIATeHHO HMHIYIHMPAHOTO TPOMOOIMTHO cTpymnBaHe. M3cienBaHus in vitro u in vivo
mokaspar, 4e meloxicam wHxuOupa nukiookcurenasa-2 (COX-2) B mo-roisiMa CTCEH OT
nukirookcurenasza-1 (COX-1).

5.2 ®apMakoKMHETHYHH 0COOEHOCTH

Pe3opOrus



Meloxicam ce pe3opOHpa HAmBIHO IMPU MEPOPATHO MPHIOKECHHE U MAKCUMAJHU ILIa3MEHH
KOHIICHTpAIIMH C€ AOCTHUraT cliea npuodan3utento 4.5 yaca. Korato mpoayKThT € MPHIOKEH CHIIIACHO
MPeTopbYaHNTE J03H, CTAOMIIHA IMOCTOSIHHA TUTa3MEeHa KOHIEHTpalusa Ha meloxicam ce moctura Ha
BTOPHS JICH OT JICYCHHUETO.

Pasnpenenenue
Hanume e nuHeliHa Bpb3Ka MEXIY NMPIIIOKEHATA 1033 M IJIa3MEHATa KOHIICHTPAITUS B PaMKHTE Ha

nuarna3oHa Ha posupane. [Ipubmmsurenno 97 % ot meloxicam ce CBbp3Ba C MIIa3MEHUTE MPOTEHHHU.
O6embT Ha pasnpenenenue ¢ 0,3 L/kg.

MeTtaboanu3sM

Meloxicam ce OTKprBa OCHOBHO B KphBHATA IJIa3Ma U € ChIII0 OCHOBEH MPOAYKT OTACISH OT KIThYKaTa,
JIOKATO YPHUHATA ChABPIKA CaMO CIIeAN OT Hero. Meloxicam ce MeTabonu3upa 0 alKoXO0J, KUCETHHEH
JIepUBaT M [0 HAKOJKO IIOJSPHH METa0OaMTa. YCTaHOBEHO €, Y€ BCHYKA METa0OJUTH ca
(hapMaKoJOTHYHO HEAKTUBHHU.

Ennmunupane
Meloxicam ce enMMUHUPA C TTOYKUBOT OT 24 wyaca. Oxomno 75 % oT npuiioxkeHara 03a ce eTMMUHIPa

ype3 QeKarTunTe, a OCTaTbka — Upe3 ypuHara.
6. DPAPMAILEBTUYHHU OCOBEHOCTH
6.1 Chnncbk Ha eKCOMITHEHTHTE
Hatpues 6enzoar

I'munepon

IToBugon K30

Kcanranosa ryma

Hunatpues pocdat nuxuapar

Harpues nquxunporendocdar quxuapar
Cyxa TUMOHEHa KHCEJIHHA

Emyncus cumeTnkon

Juctunvpana Bojia

6.2 OCHOBHHM HECHLBMECTHMOCTH

[Ipu nurica Ha JaHHHU 33 CbBMECTHUMOCT, TO3M BETCPUHAPHOMEIUIIMHCKH IPOAYKT HE TPsOBa fa Obje
CMECBaH C APYrd BETEPUHAPHOMEIULIMHCKYU IPOTYKTH.

6.3 Cpoxk Ha roaHoct

Cpoxk Ha TOZHOCT Ha KpaliHUs BETEpUHAPHOMEANIIMHCKY NPOIyKT: 18 Mecena.
Cpox Ha TOAHOCT Cllesl IbPBO OTBapsHE HA IIbPBUYHATA OIIAKOBKA: 6 Mecela.

6.4. CrnenuajaHu ycJ10BHA 32 CbXpaHeHHe HA MPOAYKTa

Tos3u BETCPUHAPHOMECIUITMHCKHA MPOAYKT HC N3MCKBAa HUKAKBU CIICIIMATIHN YCJIOBUA 3a CbXPAaHCHUEC.
6.5 Buau cbCcTaB HAa MBPBUYHATA ONIAKOBKA

[Mommernnen Tepedramarou Oytwiaka oT 10 ml, 32 ml, 100 ml, 2 x 100 ml u 200 ml ¢ BuHT u

HDPE/LDPE kamauku, OCHI'YpeHH NpPOTHB OTBapsiHe OT Jema. KbM BCekd (UIakoH uMa JBe
MOJIMETUIICHOBU/TIOJIMUITPOIIMIICHOBH MEPUTEIHN CIPUHIOBKY — 1 ml 1 5 ml — 3a ocurypsiBane npeunsHa
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JIO3UPOBKA NPU MaJIKH M TOJIEMHU Kydera. Besika cripuHIlOBKa € opa3MepeHa B kg TenecHa maca — 1 ml
cnpunioska — ot 0,5 kg no 15 kg, 5 ml cnpunrnoska — ot 2,5 kg 1o 75 kg.

6.6 CroenmuajJHU MePKH 32 YHUIIOKABaHe HA HEM3MOJI3BAH MPOAYKT HJIH OCTATHIM OT HEro

Bcekn Hewmsmons3Bad BCTCPUHAPHOMCAUIIMHCKA HNPOAYKT WK OCTAaThLU OT HETO TpSI6Ba Ja 6’B,Z[aT
YHUIIOKE€HU B CHbOTBCTCTBUC C U3MUCKBAHUATA HA MECTHOTO 3aKOHOAATCIJICTBO.

7. INPUTEXATEJI HA JIMITIEH3A 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 IIbPBOTO WH3JABAHE/IIOJHOBSBAHE HA JIMIHEH3A 3A
YIHHOTPEBA

JlaTa Ha MTEPBOTO M3MIaBaHE Ha JHIICH3 3a ynorpebda: 10/02/2009
JlaTta Ha MOCJIeTHOTO MOJHOBSIBAHE HA JIMIIEH3 3a yrorpeba: 23/01/2019

10. JATA HA NIOCJIEJHATA PEJAKIIMSA HA TEKCTA

[MoapobHa uHpopManus 3a TO3U MPOAYKT MOXKE Ja HAMEPHUTE Ha HHTEPHET cTpaHuIara Ha EBpomelickara
Arennus o JlekapctBata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAKBA, CHABISIBAHE U/NJIK YIIOTPEBA

He e npunoxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

Loxicom /Jlokcrom/ 5 mg/ml nHXEKIIMOHEH Pa3TBOp 3a Ky4yeTa U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml cpappixa:

AKTHBHA cy0CTaHIMA:
Meloxicam 5mg

ExcuunuenTu:
Ertanon 150 mg

3a IBJIHUS CIIUCHK HA KCLIMIIMEHTUTE, BIK T. 6.1.

3. DAPMAIEBTUYHA ®OPMA

WHxxekuroHeH pa3TBop.

brenoxbaT pa3tBop.

4. KJIMHUYHU JAHHU

4.1 BuoBe ;KMBOTHH, 32 KOUTO € npeaHazHayedn BMII
Kydera u koTKH.

4.2 TepaneBanHn NMOKa3aHus, ONMPeEacJICHH 3a OTACTHUTEC BUI0BE ;KUBOTHH

Kyuera
3a obyiekuaBaHe Ha BB3MAJICHUE M OOJIKA TIPU OCTPU U XPOHUYHU MYCKYJIHO-CKEJICTHH CMYIICHUS. 3a

peayuupaHe Ha CJICA0INICpaTuBHA 0OJIKa U Bh3MAJICHUE CJICO OPpTONCANYHU U OTICpalilvl Ha MCKH ThKaHU.

KoTtku
Penyuupane Ha crnemomnepaTtuBHa OOJIKa cliel OBapOXHUCTEPEKTOMESI M MAaJKH OIEPAalMUU Ha MEKH
TBKaHH.

4.3 IIpoTuBONOKA3aHUA

Jla He ce n3moa3Ba npu OpeMEHHU WIH JIAKTUPAIIH KUBOTHH.

Ja He ce n3Mona3Ba Mpu KUBOTHU, CTPAALIU OT CTOMAIIHO-YPEBHU Pa3CTPOMUCTBA KaTO BH3MAJICHUS U
KPBHBOM3IINBY, TIPH YEPHOAPOOHA, Chp/edHa MM OBbOpEeYHa HEOCTATHYHOCT U XEMOPAarndHU
CMYIIEHHUS.

]Ia HE C€ U3M0JI3Ba IMPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHATa Cy6CTaHHI/IH WA KbM HSIKOH OT
SKCIUTTCHTHUTE.

Jla He ce M3ToJI3Ba MPH KUBOTHHM O 6 CEIMUYHA BB3PACT U IpH KOTKH oA 2 kg TeecHa Maca.

4.4 Cneuna.mm NpeaAnasHu MEPKHU 3a BCCKU BU/I )KUBOTHH, 32 KOUTO € NPECIHAZHAYCH BMII

3a obnexyaBaHe Ha clie[onepaTUBHA OOKA MPH KOTKH, 0€30MIaCHOCTTa Ha MPOIyKTa € T0Ka3aHa camo
cJIe]] AaHECTE3Us C TUOIIEHTAJI/XaJI0TaH.
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4.5 CrnenuaJiHu MpeANa3HH MePKHU NPH ynoTpeda

CHGLII/Ia.]'IHI/I Opeanasiy MCpKH 3a )KUBOTHUTC IIPH VHOTDC63.T8. Ha IIPOAYKTa

[Tpu nosiBa Ha HEONATONPUSATHU PEaKIMH, JICYCHHETO cieqBa Ja ObJie MPEKPATCHO U Ja ce MOThPCH
CBBET OT BEeTEpUHAPEH JIeKap.

N3bsrBaiiTe mpuaaraHeTo Npy ASXUIPATAPAHU, XUTIOBOJIEMUYHH U XUTTOTCH3UBHU )KUBOTHH, ThI KaTO
“Ma TTOTCHITHAJICH PUCK OT 0hOpeTHa MHTOKCHKAITUS

[To Bpeme Ha aHecTe3Ws, MOCTOSHHOTO HAONIOJICHHE W TPWIIATaHETO Ha TEYHOCTH ClielBa Ja ce
pasriiex1aT KaTo CTaHIapTHA PaKTHKA.

CHCQI/I&HHI/I npeanasHy MCEPKHW 3a JuIlaTa, Npujaramyi BCETCPUHAPHOMCIUIIMHCKHUA TMPOAYKT Ha
KHUBOTHUTC

Cry9aifHO CaMOMHKEKTHpaHE MOJKE J]a TIPEeIN3BHKA OOJTKA.

Xopa C YCTaHOBCHa CBPBXUYBCTBHUTCIHOCT KbM HCCTCPOUAHUTC IMPOTUBOBBINAIUTCIHU CPEACTBA
(HCIIBC) TpsiOBa 1a M30SrBaT KOHTAKT C BETEPUHAPHOMETUIIMHCKHUSI IPOIYKT.

[pu ciyvaliHO caMOMHKEKTHpaHe, He3a0aBHO Jia ce TIOThPCH MEIUIIMHCKH ChBET, KaTo Ha JieKaps ce
nmpeaoCTaBy JIUCTOBKATa UJIM €TUKETA HAa IIPOAYKTaA.

4.6 HeOnaronpusiTHH peaknuu (4ecTOTa U Ba)KHOCT)

Wwma HabmoaBaHu cay4yan Ha TUIMYHU HEONarompusaTHU peakiuu npu npuiarase Ha HCIIBC kato
3ary0a Ha ameTHT, HOBpBLIaHE, TUApUM, OKIyTHAa KPbB BBbB (Qekanuurte, amatus U ObOpeuHa
HEOCTaTh4YHOCT.

B MHoOrO0 peaku ciydau ce cho011aBa 3a MOBUILIEHH YepHOIPOOHH eH3uMu. [Ipu KydeTa B MHOTO peiKH
cllyyau ce cho0IlaBa 3a XeMOparuiHa Juapusi, XeMaTeMesa i racTpOMHTECTHHATHA YIIepalys.

IIpu xyuera Te3u HEOIAroNpHUATHH PEAKLUHU CE MOSABABAT OOMKHOBEHO Ipe3 I'bpBaTa CEAMHIIA Ha
JICYEHUETO, CIIe/l KOETO OTIIYMSABAT M M34e3BaT MPH NMPEKpaTABaHe Ha TPETUPAHETO, HO B MHOTO PEIKU
cllyyau Morat Aa ObAaT CepHO3HH WK (aTaIHu.

B MHOro penku ciyyam Morar Aa ce HOSBAT aHA(WIAKTOWAHU PEaKLHH, KOUTO CE€ TPETHPAT CIIOPEx
CHUMIITOMHUTE.

YecToTara Ha HEOIArONPUATHUTE PEAKIIUU CE OIMpEeesis upe3 cleaHaTa KiacuuKaus:

- MHOro uecTr (mosede oT | Ha 10 TpeTHpaHu KUBOTHH, HPOSIBSIBALIN HEOIATOMPUATHH PEaAKLIIH)

- yectn (oBeye oT 1, HO mo-mainko ot 10 xuBoTHH Ha 100 TpeTHpaHU )KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHHM Ha 1,000 TpeTHpaHN KUBOTHH )

- peaxu (moseue oT 1, HO mo-mainko ot 10 xuBoTHM Ha 10,000 TpeTHpaHu KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHU KUBOTHH, BKIFOYUTETHO U30JIMPAHU
CHOOTIICHHS).

4.7 Ymnorpeba nmo BpemMe Ha OPEMEHHOCT, JAKTAIUS WU sTiiIEeHOCEeHe

Be3omacHOCTTa Ha BEeTEpUHAPHOMEIUIIMHCKHS TIPOAYKT HE € J0Ka3aHa [0 BpeMe Ha OpEeMEHHOCT W
nakrarys (Bux T. 4.3).

4.8 B3aumopgeiicTBHe ¢ JAPYrd BeTepPUHAPHOMEAWLMHCKHA NPOAYKTH M JAPyru ¢(opmMu Ha
B3aUMo/eiicTBHE

Wznomspanero ¢ apyru HCIIBC, muyperwiid, aHTHKOAryJIaHTH, AHTHOMOTHIIM OT Tpylara Ha
aMHUHOTJIMKO3UANTE U BEIIECTBA C BHCOKA CTETNEH Ha CBBP3BAaHE C MPOTEHHUTE MOXE Ja JOBele 0
KOHKYPEHTO CBBP3BaHE U MO TO3W HAYMH J1a IPeAN3BHKa TOKCHYHH edekTu. JIokcukoMm He TpsiOBa na
ce mpuiara 3aeqHo c¢ apyru HCIIBC wnu rmroxoxoptukoctepougu. CBHBMECTHO IpuiiaraHe Ha
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MOTEHIIUAIIHO HE(PPOTOKCUYHHU JICKAPCTBEHH MPOIYKTH ClieiBa aa Obae n3dsreaHo. [Ipu KUBOTHU C
AQHECTE3UOJIOTHYEH PHUCK (HAmp. BB3PACTHHU >KMBOTHU) Ja CE€ KMMa MPEABUA HMHTPABEHO3HO WIH
MOAKOXKHO MpuiaraHe mo Bpeme Ha aHectesusita. Koraro anectetuk u  HCIIBC ce mpunarat
CJIHOBPEMEHHO, HE MOXE JIa CE€ U3KIIIOYU PUCKBT 3a PYHKIIMOHUPAHETO Ha ObOpEeUTE.

IMpeaxoxaamio JeueHne ¢ MPOTHBOBB3MAIUTEIHH CPEACTBA MOXKE JIa OBEC JO JOMBIHUTEITHN HITH
MO-OCTPU HEONArONPHATHHN PEaKIUK U MOPaIy TOBa MEXy NMPUIIaraHeTo Ha rOpHUTE U JIOKCHKOM ¢
HEOoOXOJMM Tepuoa OT Hah-manko 24 uwaca. To3u mepwoa ciensa na Obae CchoOpaseH U C
(hapMaKOKMHETUYHUTE CBOWCTBA HA MIPEIXOAHUS MPOAYKT.

4.9 J03a 1 HAYNH HA NPUIOKEHHUE

Kyuera:
MyCKyJIHO-CKEJIETHH CMYIIeHUs:: EJIHOKpaTHO TMOJKOXHO WHXXEKThUpaHe Ha jgo3a ot 0,2 mg

meloxicam/kg Tenecna maca (0,4 ml/10 kg Tenecna maca). Jlokcukowm 1,5 mg/ml nepopanna cycrneH3us
n Jlokcukom 0,5 mg/ml nmepopaiHa cycneH3ust MoraT 1a ObaT NpHIaraHy 32 IPOIBDKHTEITHO JIeUCHHEe
pu no3a 0,1 mg meloxicam/kg TenecHa maca, 24 gaca ciie]] HH)KEKTUBHOTO TIPIIIOKCHHE.
Penyuupane Ha crnefomnepatuBHaTa Ooska (3a mepuof oT 24 vaca): EMHOKpaTHO MHTPaBEHO3HO WM
MOJKOKHO MHXEKTHUpaHe Ha o3a oT 0,2 mg meloxicam /kg TenecHa maca (0,4 ml/10 kg TenecHa maca)
Ipe/u OTepalysiTa, HapuMep Mo BpeMe Ha ITOCTaBsiHE Ha yIOHKaTa.

Kotku:

3a penynupane Ha clieioTiepaTiBHA O0JIKA MTPHU KOTKH, KOTaTo HE € Bh3MOXKHO MOCIIEBAIIO TEPOPATHO
TpeTupaHe, Hamp. JTUBH KOTKH:

EnHOKpaTHO MOJKOXKHO HHXKEKTHpaHe Ha 03a oT 0.3 mg meloxicam/kg TenecHa maca (1.e. 0.06 ml/kg
TeJNecHa Maca) Mpeay orepanusaTa, HampuMep o BpeMe Ha MOCTaBsHe Ha yroiikara. B To3u ciydaii He
MpUiIaraiTe mocienBaia nepopaiHa Teparms.

3a peayuupane Ha cienonepaTuBHa 00JIKa MPU KOTKH, KOTaTO MPHIaraHeTo Ha meloxicam npobiikaBa
C MocIeIBalia nepopaaHa Teparus:

EnHOKpaTHO MOJKOXKHO HHXEKTHpaHe Ha 03a oT 0.2 mg meloxicam/kg TenecHa maca (1.e. 0.04 ml/kg
TEJIECHA Maca) IIPeIu oIepalusaTa, HanpuMep Mo BpeMe Ha IOCTaBsHE Ha yIOWKara.

3a mpoabKaBaHEe Ha JICUYCHUETO 3a JI0 5 JHHU, Ta3W ITbPBOHAYAIHA 1032 MOXeE Jla Oblie MmocieaBaHa
cien 24 dJaca ¢ mpwiarade Ha Loxicom 0.5 mg/ml nepopaiiHa cycreHn3us 3a KOTKu npu mo3a ot 0.05
mg meloxicam/kg Tenecna maca. [lepopanHara nocieasaiia g03a MoXe Jia ce mpuiara o o01mo 4 103u
Mpe3 UHTepBal oT 24 Jaca.

CrnieninaiHO BHUMaHUE ciie/[Ba Jia ce 00bpHE Ha MPEU3HOCTTa Ha JO3UPAHETO.

INonxonsmo pasrpadena cnpuHLoBKa OT 1 ml ciieaBa a ce U3MO3Ba 3a [IpUjlaraHe Ha MPOAYKTa IpH
KOTKH.

Ja ce n30srBa KOHTAMHUHAIUS 110 BpeMe Ha MpHIIaraHe.

4.10 IIpemo3upane (CHMITOMH, CIIEIIHA MEPKH, AHTHI0TH), AKO € He00X0IUMO
B ciyuait Ha mpefo3upane 1a ce IpUIIoKH JIeYeHHe, ChoOPa3eHO ChbC CUMIITOMUTE.
4.11 KapeHTeH cpok

He e npunoxumo.

5. OAPMAKOJIOT'HYHHU OCOBEHOCTHU
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@®apmakoTepaneBTiyHa rpyna:  I[IpoTHBOBB3MANUTENHM W MIPOTUBOPEBMATUYHHU  IPOIYKTH,
HeCcTepOUTHU (OKCHKAMH).

Berepunapanomeauunncku Anaromo-Tepanestiuuer Kox: QMO1AC06
5.1 ®apmakonMHAMHYHHU CBOICTBA

Meloxicam e HecTtepougHo npotuBoBb3nanuTenHo cpeactBo (HCIIBC) oT kiaca Ha OKCHKaMHTe,
KOEeTO JeiicTBa upe3 MHXMOMpaHe HA CHHTE3a HA MPOCTArjaHJWHA U MO TO3W HAYMH MPOSBSIBA
MPOTHBOBB3MAINTENICH, AHAITSTUYCH, AHTHEKCYJAaTHBEH W aHTHnupeTwdeH edekr. Pemyrmpa
I/IHq)I/IJITpI/IpaHeTO Ha JICBKOLIUTHUTC BBHB BBIINAJICHHUTC TBHKAaHU. B mno-manka CTCIICH, CBHIIO Taka,
WHXUOUpa KOJNAreHHO WHAYLHPAHOTO TPOMOOLMTHO CTpymBaHe. M3cnenBaHust in vitro W in vivo
mokasBaT, 4e meloxicam wuHXHOMpa 1UKIOOKcHreHaza-2 (COX-2) B mo-rosiMa CTENEH OT
nukiookcurenasa-1 (COX-1).

5.2 ®apMakoKMHETHYHH 0COOEHOCTH

Pe3opOitus
Crnen moIKoXHO MHXKEKTHpaHe meloxicam e OMOHAMYeH HaIbIHO U MaKCHUMAaIIHU CPEIHU TUTa3MEeHU

koHmeHTparuu ot 0,73 mg/ml 3a kydera m 1,1 mg/ml 3a KOTKM c€ HOCTHUTAaT CHOTBETHO CIICI
npubim3uTenHo 2.5 yaca u 1,5 yaca cien npuiarase.

Pasnpenenenue
Hanune e nuHeliHa Bpb3Ka MEXIY MPIJIOKEHATA /1033 W IJIa3MEHATa KOHIICHTpAIlUS B PaMKHUTE Ha

Iana3oHa Ha go3upaHe npH Kydeta. [Ipubmusutenno 97 % ot meloxicam ce cBBp3Ba C MIa3MEHUTE
nporenan. O6eMbT Ha paznpenencHue e 0,3 n/kg nmpu xkydera u 0,09 w/kg mpu koTKH.

Metabonuszsem

Meloxicam ce OTKpHUBa OCHOBHO B KpBhBHATa IJJa3Ma M € CHIIO0 OCHOBEH IMPOIYKT, OTHCISH OT
JKIThUKATa, TOKATO YpUHATA ChABPKA caMo clieu oT Hero. Meloxicam ce MeTa0ou3nupa 10 alKoXodI,
KHCEJMHEH JCPUBAT U J0 HIKOJKO MOJSIPHU METa00MTa. Y CTAHOBEHO €, Y€ BCUYKH METa0OJIUTH ca
(hapMaKoJOTHYHO HEAKTUBHHU.

EnnMunupane
Meloxicam ce eTMMUHHpA C TOIYKUBOT OT 24 yaca npu Kydera u 15 yaca npu kotku. Okono 75 % ot

MPpUJIOKCHATA N03a CC CJIIMMUHUPA YPE3 (I)eKaJ'II/II/ITC, a OCTaTbKa — 4Ype3 ypuHarTa.

6. OAPMAILEBTUYHHU OCOBEHOCTH
6.1 Chnucnk Ha eKCHUIIMEHTHTE

Mernymun

I'munuu

Eranon

[Tonokcamep188

Harpues xnopuzg

I'muxodypon

Hatpues xunpokcuy (3a perynupane Ha pH)
XugpoxiopHa KrcennHa (3a perynupane Ha pH)
Bopa 3a unxexuuu

6.2 OCHOBHHM HECHBBMECTHMOCTH
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[Ipu nurica Ha JaHHHU 32 CbBMECTHUMOCT, TO3M BETCPUHAPHOMEIUIIMHCKH IPOAYKT HE TPsOBa 1a Obje
CMECBaH C APYrd BETEPUHAPHOMEIULIMHCKYU NPOTYKTH.

6.3 Cpoxk Ha roaHoCT

Cpoxk Ha TOAHOCT HAa KpalHUs BETEpUHAPHOMEANIMHCKN POAYKT: 3 TOAUHH.
Cpox Ha TOAHOCT cliell IbPBO OTBapsiHE HA IbPBUYHATA OIAKOBKa: 28 THH.

6.4. CrnenuajaHu ycJa10BHA 32 CbXpaHeHHe HA MPOAYKTA

To3u BECTCPUHAPHOMCIUITMHCKHA MPOAYKT HC NM3MCKBAa HUKAKBU CIICIIUAJIHU YCJIOBHUA 3a CbXPAaHCHUEC.
6.5 Buau cbCcTaB HAa MBPBUYHATA ONIAKOBKA

besnseren crrkien ¢aakon ot 10, 20 mau 100 ml, 3aTBOpeH ¢ OpoMOyTHIIOBA Talla W aTyMHHHCBA
Karayika.

He Bcnuku pa3mepu Ha omakoBKaTa MOraT Jja ObJaTr npeajaraHy Ha rasapa.

6.6 CroenuajJHu MepKHM 32 YHUIIOKABAHE HA HEM3MOJI3BAH NPOAYKT MJIH OCTATHUM OT HEro
Bcekn HeW3mon3BaH BEeTEPUHAPHOMEIUIIMHCKM HPOMYKT MM OCTaThLM OT HEro TpsioBa nma ObaaT
YHHIIO)KEHH B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOATENICTBO.

7. MNPUTEXATEJI 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 II'bPBOTO MU3JABAHE/IIOJAHOBSBAHE HA JIMIEH3A 3A
YIHOTPEBA

Jlata Ha MBPBOTO M3/1aBaHe Ha JHIICH3 3a ynorpeba: 10/02/2009
Jlata Ha MOCJIETHOTO MOIHOBSIBAHE HA JIMIIEH3 3a ynorpeba: 23/01/2019

10. JATA HA NOCJIEJHATA PEJAKIMSA HA TEKCTA

IMoapoOHa uH(popManus 3a TO3U MPOJAYKT MOXKE Ja HAMEPUTE Ha MHTEPHET CTpaHuIaTta Ha EBpomneiickara
Arenmus mo JlekapcTara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAKBA, CHABSIBAHE U/NJIA YIIOTPEBA
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He e npunoxumo
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

Loxicom /Jlokcukom/ 0,5 mg/ml mepopaiiHa cycrieH3ust 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml ceappika:

AKTHBHA cy0OCTaHUMA:

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

3a IBIHMSA CIUCHK HA €KCIIMITUEHTHTE, BIDK T. 6.1.

3. DOAPMALIEBTUYHA ®OPMA

CycreH3us 3a IepopaliHO MPUIIOKEHHUE.
bremoxbiaTa CycrieH3us.

4. KJIMHUYHU JAHHU

4.1 Bupose :kuBoTHH, 32 KOUTO e npeaHasHadyen BMII

Kotku.

4.2 TepaneBTUUYHU MOKA3AHMS, ONIPeIeJIeHH 32 OTeJTHUTE BUAOBE )KUBOTHH

3a obnexyaBaHe Ha Jieka 10 CpelHa CielIolepaTHBHA OOJKa M BB3MAJICHHE CIE] XUPYPTrUYeCKH
MIPOLEAYPH TP KOTKH, HAIIPAMEP OPTOTIEINYHH U Ha MEKUTE ThKaHM.

3a obnekuaBaHe Ha BB3MANCHUE U OOJIKA MTPU OCTPU U XPOHHMYHH MYCKYJIHO-CKEJIETHH CMYIICHUS TIPH
KOTKH.

4.3 IIpoTuBonoOKa3aHusA

Jla He ce n3MoN3Ba Ipy OPEMEHHN WIIH JIAKTHPAIIN KOTKH.

Jla HE ce M3MoN3Ba MPU KOTKH, CTPAJAld OT CTOMAITHO-YPEBHU PAa3CTPONCTBA, KaTO BH3MAJICHUS H
KPBHBOM3IIMBU, TpPU 4YEPHOIPOOHA, ChpJcYHA WM OBOpPEYHA HEAOCTATHYHOCT M XEMOpPArmyHU
CMYIIEHHUS.

Ja He ce W3MON3Ba MPH CBPBHXUYBCTBUTENHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSIKOH OT
CKCIIUIIUCHTUTC.

Jla He ce U3MoI3Ba NPU KOTKH MO 6 CeIMUYHA BB3PACT.

4.4 ChoeuuajJJHu mMpeANa3sHu MePKH 32 BCeKH B/ *KMBOTHH, 32 KOUTO e NpeanasHadyen BMII
Hsawma.

4.5 CrnenuajHu npeana3Hl MepKU MpH ynoTpeoda

CrenyanHy Ipeana3sHi MEPKH 3a 5KUBOTHUTE MPU ynoTpedaTa Ha MPOAYKTa
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[Ipu mosira Ha HEOJATONPUATHU PEAKIIMH, JICUCHUETO CJIe/Ba A3 ObJie MPEKPATCHO U JIa Ce MOTHPCH
ChBET OT BETEPHHAPECH JIeKap.

N36sirBaiiTe npuiiaraHeTo Npy ASXUIPATHPAHH, XUTTOBOJICMUYHU U XUTIOTEH3UBHU )KUBOTHH, Th KaTo
MMa TOTSHIIMAJICH PUCK OT ObOpEeYHa HHTOKCUKAIIUS.

CrenonepaTrBHA 0OJIKa ¥ Bh3MAICHHE B PE3yNTAT HA XUPYPTHUSCKH MPOIICTYPH:
B ciyuaii, ve ¢ HeE0OXOIMMO IOIMBIHUTEIHO OOJICKYeHHWEe Ha OojKara, cjieiBa Ja Ce MPHIOKH
MyJITUMOJAa/IHAa TEpaIus.

XPpOHUYHU MYCKYJTHO-CKEJICTHH CMYIICHUS:
[Ipu pOaBIKUTETHO JICUCHHE ChCTOSHUETO Ha )KHBOTHHUTE CIIEABA Ja C€ HAOII01aBa IEPUOIUIHO OT
BETEpUHAPEH JIeKap.

CHCQI/I&HHI/I npeanasHy MCEPKM 3a JuIlaTa, Npujarammyi BETCPUHAPHOMCIUIIMHCKHUA TPOAYKT Ha
KHUBOTHUTC

Xopa ¢ yCTaHOBEHa CBPBXUYBCTBUTEIHOCT KbM HECTEPOMIHHUTE NPOTHBOBB3NAIUTEIHU CPEACTBA
(HCTIBC) Tps6Ba na u30srBaT KOHTAKT C BETEPUHAPHOMEIHIIUHCKHS MIPOIYKT.

Ilpu cnyuaitHo mormbliaHe, He3abaBHO Ja ce MOTHPCH MEIUIMHCKM CHBET, KaTo Ha JieKaps ce
IIPEIOCTABHU JINCTOBKATA WM €TUKETa Ha MPOIYKTa.

4.6 Heo0naronpusiTHU peakuuu (4€CTOTA U BasKHOCT)

Nwma HabmromaBanu cirydan Ha TUITHIHYN HeOJIaronmpusTHU peaknwu pu npuiarane Ha HCIIBC, karo
3aryba Ha ameTwuT, MOBpBIIAHE, AWAPUH, OKYJITHA KpbB BBB (ekanuute, JeTaprus U ObOpeuHa
HEIOCTAaThYHOCT. B MHOTO peaKu ciaydan ce choOlaBa 3a CTOMAIIHO-UYPEBHA YILEPALHs U TOBUILICHH
YEPHOAPOOHHU CH3NMU.

Te3u HeONAroMpHUsATHH PEaKIUK Ce MOsSBSIBAT 0OMKHOBEHO Mpe3 ITbPBaTa CEMHIIA Ha JICYCHUETO, CIIE]]
KOETO OTLIyMSBAT M N34e3BaT IpH MPEeKpaTsIBaHe Ha TPETUPAHETO, HO B MHOTO PEIKM CIydad MOrart Jia
ObJaT CeprO3HU UK (aTaTHH.

YecToTara Ha HEOIArONPUATHUTE PEAKIIUU CE OMpEeeis upe3 cleqHaTa KiacuuKaus:

- MHOTO yecTH (moBede oT 1 Ha 10 TpeTHupaHu )KUBOTHH, TPOSIBABAIIM HEOIATONPUATHU PEAKIIUH)

- yecTH (noBeye oT 1, Ho no-mainko ot 10 xuBoTHU Ha 100 TpeTHpaHU )KUBOTHH)

- He "ecTH (rmoBede ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTnpaHu KUBOTHH)

- peaxu (moseue oT 1, HO mo-mainko ot 10 xuBoTHM Ha 10,000 TpeTupaHu KUBOTHN)

- MHOTO peaku (mo-manko oT 1 xuBotHO Ha 10,000 TpeTUpaHH KUBOTHHU, BKJIIOYUTEIHO W30JUPAHH
CHOOITICHHUS ).

4.7 ¥Ymnorpebda no BpeMe Ha OPEMEHHOCT, JIAKTAIIUA WU siiilleHOCeHe

BesomacHocTTa Ha BeTepHMHAPHOMEIWIIMHCKUS MPOAYKT HE € JTOKa3aHa I0 BpeMe Ha OpeMEHHOCT |
JTAKTaIHs.

4.8 BzamMmopeiicTBHe C JIpYrd BeTepHHAPHOMEAWUIMHCKHM NPOAYKTH H JIpyru ¢opmMu Ha
B3aUMo/ieiicTBHe

Usnomsanero ¢ nmpyru HCIIBC, amyperwiy, aHTHKOAaryJiaHTH, aHTHOMOTHIM OT Tpymnara Ha
aMMHOTJIMKO3UIUTE U BEIIECTBA C BUCOKA CTEIICH HAa CBBP3BaHE C NPOTEMHHUTE MOXKE Ja JIOBEIE N0
KOHKYPEHTO CBBP3BaHE W IO TO3W HAYMH JIa PeAN3BHKa TOKCHYHH eekTu. JIokcukoMm He TpsiOBa na
ce npuiara 3aegHo ¢ Apyra HCIIBC nnu riitokOKOpTUKOCTEPOHIN.

[Ipeaxoxkmamnio Je4eHne ¢ IPOTUBOBB3MATUTEIHA CPEACTBA MOXKE J1a JOBEAE IO JOMBIHUTEIIHA WU
MO-OCTPHU HEOJIATONPUATHU PEaKIUU U TOPaJU TOBA MEXY MPUJIAraHEeTO HA TOpHUTE U JIOKCHKOM ¢
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HEOOXOJMM Tepuoa OT Hal-manko 24 uwaca. To3u mepwoa cieasa na Obae CchoOpaseH U C
(hapMaKOKMHETUYHUTE CBOWCTBA HA MIPEIXOAHUS MTPOAYKT.

4.9 J03a 1 HAYNH HA NPUIOKEHHUE

3a nepopajiHO IPUIIOKEHHE.

g03l/l PpOBKa

Crnen onepaTuBHA 00JIKa M BH3MAICHHS B PE3YATAT HA XMUPYPIUUECKU MPOLIEAYPH:

Crnen mppBOHaYaNHO mpuiarane Ha JIokcmkoMm 5 mg/ml MHKEKIIMOHEH pa3TBOp 3a KydeTa M KOTKH
MPOBJIDKETE JieueHueTo cien 24 yaca ¢ Jlokcukom 0,5 mg/ml nepopanna CycreH3us 3a KOTKH IPH J103a
0,05 mg meloxicam/kg Tenecna maca. [logabppikariara 103a MOKe Ja Ce IpHUiIara eIuH MbT JTHEBHO (Ha
WHTepBaj oT 24 yaca) 3a 10 4 JHU.

OcTpH MYCKYJIHO-CKEJICTHH CMYIIICHUS:

JleyenueTo 11a 3aroyHe ¢ €THOKpAaTHA HavalHa repopaina qo3a ot 0,2 mg meloxicam/kg Tenecna maca
npe3 IbpBHSA JIeH. JIedeHneTo cieaBa Ja MPOABIDKH Upe3 MepOPATHO MPHII0KEHHE, eIUH ITbT Ha JIeH
(pe3 24 gaca) npu no3a ot 0,05 mg meloxicam/kg TenecHa Maca 10 U34e3BaHe Ha OocTpara OOJKa U
BB3MAJICHHE.

XDOHI/I‘IHI/I MYCKYJHO-CKCJICTHHU CMVIIICHHA

JledenueTo na 3amovHe ¢ eHOKpPATHA HavalHa nepopaiiHa go3a ot 0,1 mg meloxicam/kg TenecHa maca
npe3 mbpBHs JcH. JIeueHHeTo clie/iBa 1a MPOABIKH Ype3 MEePOPATHO MPUIOKECHUE SIWH BT Ha JIH
(pe3 24 gaca) npu mo3a ot 0,05 mg meloxicam/kg TemecHa maca.

KnuHu4HUAT eeKkT HOpMATHO ce BIDKAA B pakuTe Ha 7 AHU. JleueHneTo cienBa aa ObJe NPeKpaTeHoO
Hal-KbCHO clief] 14 mHH, B cilydal, ue He ce Habmo1aBa moaoopeHue.

MeToa M HAYMH HA NIpHWJIaraHe

[Ipouenypa Ha g103MpaHE:

CIpUHIIOBKUTE Ce 3aKperBar 3a (iakoHa U UMar ckaja B kg TenecHa Maca, KOSTO ChOTBETCTBA Ha
noxabpxkamara go3a ot 0,05 mg meloxicam/kg tenecnHa maca. Taka 3a jeueHHE Ha XPOHUYHH
MYCKYITHO-CKEJIETHH CMYIIICHHS Mpe3 IbPBUS JCH ce MpHiiaTa IBOMHA IMOAIbpIKAIA 103a. 3a JeueHHe
Ha OCTPH MYCKYJIHO-CKEJICTHH CMYIIICHHUS Tpe3 MbPBHUS JICH CE IMprjlaTa YeTBOPHA MO IbprKalia 103a.

CrneunanHo BHMMAaHME CJeliBa Ja C€ OTICIM Ha MPEHU3HOCTTa Ha jao3ara. Jla He ce HaaBHILaBa
npenopsyanata no3a. CycmeHsusaTa na ce mpmiara ¢ JIOKCHKOM MepHTelTHaTa CIPHUHIIOBKA OT
OTIaKOBKarTa.

ChbBeT 32 IPABUJIHO NPUJIQKEHNE

3a nepopaitHo MPUIIOKEHHE Ype3 XpaHaTa Wil JUPEKTHO B yCTaTa.
Pasknarere moOpe npenu ynorpeoa.

Jla ce n30srBa KOHTAMHUHAIMS IO BpEMe Ha TMpHUIIaraHe.

4.10 IIpemo3upane (CHMITOMH, CIIEIIHA MEPKH, AHTHI0TH), AKO € He00X0IUMO

Meloxicam nMa TeCHU TpaHUIM HA TepaleBTHYHA OE€30MIACHOCT MPH KOTKH U KIMHHYHUTE CHMITTOMH
Ha TpeAo3upaHe MOraT Jia ce Ha0Jio1aBaT MPH OTHOCUTENIHO HUCKH HUBA Ha MPe03UpaHe.

B cnyuait Ha nmpeno3upane MOXKe Jla Ce OYaKBa HEOIArONPUATHUTE PEaKIUH Jia ObJIAT MO-OCTPH H I10-
yecTd. B ciryuait Ha mpeo3upaHe 1a ce MPHIIOKH JISYeHHEe, CboOpa3eHO ChC CUMITTOMUTE.

4.11 KapeHTeH cpok

He e npunoxumo.

20



S. OAPMAKOJIOI'HYHU OCOBEHOCTHU

@®apmakorepaneBTiyHa rpyna:  IIpoTHBOBB3MANUTENHM W NIPOTUBOPEBMATHUYHH  IPOIYKTH,
HeCTEepOUTHHU (OKCHKAMH).

Betepunapaomenunmacku Araromo-TepanesrraeH Kox: QMO1AC06
5.1 ®apmakoaMHAMHYHHU CBOICTBA

Meloxicam e HecrepougHOo TpotuBoBB3NanuTenHo cpeactBo (HCIIBC) oT kilaca Ha OKCHKaMHTE,
KOeTO JeiicTBa upe3 MHXMOMpaHE Ha CHHTE3a Ha MNPOCTarjaHJWHU W 1O TO3M HAa4YMH MpPOsBSIBa
MPOTHBOBB3MAIMNTENICH, AHAITSTUYCH, AHTHEKCYJAaTHBEH W aHThnupeTndeH edekr. Pexyrmpa
WHQUITPUPAHETO HA JICBKOLMTHTE BBHB BB3MAICHUTE THhKaHW. B mMo-Malka cremeH, ChIIO Taka,
WHXMOUpa KOJNareHHO WHAYLHPAaHOTO TPOMOOLMTHO CTpymBaHe. M3cnenBaHust in vitro W in vivo
mokaspar, 4e meloxicam wHxHOMpa wnwukiIookcurenasa-2 (COX-2) B mo-roimsiMa CTENeH OT
nukirookcurenasza-1 (COX-1).

5.2 ®apMakoKMHETHYHH 0COOEHOCTH

Pe3opOitus
AKO )UBOTHOTO € TJIAJHO MPH MEPOPATHO NPUIIOKECHHUE U MAKCUMAIHU TJIa3MEHU KOHIICHTPALUU CEe

JOCTUTAT CcJiell MPUOTU3UTENHO 3 Jaca. AKO TPUIOKEHHETO € 10 BpeMe Ha XpaHeHe, pe3opOrusaTa
MOXe J1a ObJe Mamko mo-abira. Korato mpoAayKThT € MPHIOKEH CHIIACHO MPEMOphUYaHUTE JO03H,
cTaOWIIHA MOCTOSIHHA TUTa3MEHA KOHIIEHTpAIUs Ha meloxicam ce JoCTUTa Ha BTOPHS JICH OT JICYCHUETO.

Pasnpenenenue
Hanune e nuHeliHa Bpb3Ka MEXIY MPIJIOKEHATA 1033 W IJIa3MEHATa KOHIICHTPAIlUS B PaMKHUTE Ha

AuarasoHa Ha JO3HpPaHC. HpI/I6JII/I3I/ITCJ'IHO 97 % ot meloxicam ce CBBpP3Ba C MJIa3SMCHUTEC NPOTCUHU.

Metabonuszem

Meloxicam ce OTKpHUBa OCHOBHO B KpBhBHATa IJJa3Ma M € CHIIO0 OCHOBEH IMPOIYKT, OTHCISH OT
KIIBUKATA, JIOKATO YPUHATA ChABPIKA CAMO CIEH OT HEr0. Y CTAHOBEHHU Ca MET OCHOBHU METabO0IUTa 1
BCHUKH T€ ca ToKa3ajH, 4e ca papMaKoJoTHIHO HeakTUBHH. Meloxicam ce MeTabonmmu3upa 10 arKoXodI,
KHCEJIMHCH JISPHUBAT U JI0 HAKOJIKO MOJSApHU MeTabonuTta. KakTo v mpu qpyru u3clieBaHU KUBOTHH,
OCHOBHUSAT BT Ha OHOTpaHchopMaims meloxicam npu KOTKH € OKHUCIICHHUETO.

EnumMunupane
Meloxicam ce enMMHHHpa ¢ TOJIYXKHUBOT OT 24 yaca. OTKpUBAaHETO HA METaOOJIUTH OT M3XOJHATA

cyOcTaHIMs B ypruHaTa ¥ (peKaJuuTe, HO HE U B IUIa3Mara, € IOKa3aTeslHO 3a TAXHATa Obp3a eKCKPEeIHs.
21% ot BB3CTaHOBEHATA /1032 CE eNMMHUHHpPA B ypuHata (2% karo HenpoMmeHeH meloxicam, 19% karo
MeTabouTH) U 79% B m3npaxkuenusara (49% karo HenpoMmeHeH meloxicam, 30% kaTo MeTaboIUTH).

6. OAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CHonuchbk HA eKCIHUIIHEHTHTE

Hatpues 6ensoar

I'manepon

IToBumon K30

Kcanranosa ryma

Hunatpues pocdar nuxuapat

Hatpues nuxunporendocdar quxunpar
Cyxa TMMOHEHa KHUCETHHA

Emyincus cuiMeTHKOH
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Hectunupana Bosa
6.2 OcHOBHH HECHBMECTHMOCTH

HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMCIUIIMHCKHA ITPOAYKT HE TpSI6Ba Ja 6’])}_'[6
CMCCBaH C Ipyru BECTCPUHAPHOMCAUIINHCKU IIPOAYKTH.

6.3 Cpoxk Ha roaHoCT

Cpok Ha TOAHOCT Ha KpaitHUS BETEPHUHAPHOMEIUITMHCKY TPOAYKT: 18 Mecemna.
Cpok Ha TOAHOCT cjell IbPBO OTBapsHE Ha MbPBUYHATA OMAKOBKa: 6 Mecela.

6.4. CrnenuajaHu ycJ10BHA 3a CbXpaHeHHe HA MPOAYKTA

To3u BeTeprHapHOMEAUIIMHCKU TPOAYKT HE U3MCKBA HUKAKBHU CIELIMATHM yCIOBHS 3a ChbXpaHEHHE.
6.5 BwuaucbcTaB HAa MBPBUYHATA ONIAKOBKA

BeTtepruHapHUAT JIeKapCTBEH NPOAYKT ce mpemiara B OyTwikd ¢ BuHT oT 5 ml, 15 ml u 30 ml
nonueruned Tepedranatr ¢ HDPE/LDPE kanmauku, oOcCHUTypeHH NPOTHB OTBapsHe OT Jema.
MepurenHaTta MOJUETUIICH /TIOUIPOITMIEHOBA CIIPUHIIOBKA OT 1 ml MMa ckajna B KWJIOTPaMu 3a KOTKH
(0,5 mo 10 kg).

He Bcuuku pazmepy Ha omakoBKaTa MOTarT ja ObJaT MpeajaraHi Ha masapa.

6.6 CroenuajHu MepKHM 32 YHUIIOKABAHE HA HEM3MOJI3BAH NPOAYKT UJIH OCTATHUH OT HEro
Bcekn HeW3mon3BaH BeTEPUHAPHOMETUIIMHCKM HPOMYKT WJIM OCTaTBhLM OT HEro TpsibBa na ObaaT
YHUILO)XEHU B COTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTRO.

7. MNPUTEXATEJ HA JIMLIEH3A 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 HIBPBOTO MU3JABAHE/IOJHOBSIBAHE HA JIMIHEH3A 3A
YIIOTPEBA

JlaTa Ha TEPBOTO M3/IaBaHEe Ha JHIICH3 3a yroTpebda: 10/02/2009
Jlata Ha MOCJIeTHOTO MOJHOBSIBAHE HA JIMIIEH3 3a ynorpeba: 23/01/2019

10. JATA HA NIOCJIEJHATA PEJAKIMSA HA TEKCTA
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[MoapobHa uHpopManus 3a TO3U MPOAYKT MOXKE Ja HAMEPHUTE Ha HHTEPHET cTpaHuIaTra Ha EBpomeiickara
Arennus o JlekapctBata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAKBA, CHABISIBAHE U/NJIK YIIOTPEBA

He e npunoxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

Loxicom 20 mg/ml nHXeKIIMOHEeH Pa3TBOp 3a roBea, CBUHE U KOHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml cpappixa:

AKTHBHA cy0CTaHIMA:
Meloxicam 20 mg

ExcuunuenTu:
Ertanon 150 mg

3a IBJIHUS CIIUCHK HA KCLIMIIMEHTUTE, BIK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

WnxexmyioneH pa3TBop.
buctbp, XbAT pa3TBOp.

4. KIMHUYHUAU JAHHHAU

4.1 BuoBe ;KMBOTHH, 32 KOUTO € npeaHazHayedn BMII

I'oBena, cBHHE M KOHE.

4.2 TepaneBTHYHU MOKA3AHMS, ONIPeeJICHH 32 OTACJHUTE BUAOBE )KUBOTHH

I'oBena:

3a ymotpeba mpH OCTPU PECHUPATOPHH HWHQPEKIUU C TMOAXOAANlAa AHTHOMOTHYHA Tepamus 3a
HaMaJIsIBaHE Ha KIIMHUYHHUTE TPU3HAIY TIPU TOBE/IA.

3a ymoTtpeba mpu Awapus, B KOMOWHANNA ¢ IepopaiHa pexuapaTrpalia Tepanus 3a HamalsBaHe Ha
KIMHUYHUTE MPU3HAIY [P TEJIEeTa Ha BB3PACT HAJl €IHA CEIMUIIA U MIIaJTU, HEJTaKTHPAIIHA KPaBH.
Karo normreiHMTENHA Tepanus IpH JISYeHHE Ha OCThP MacTUT B KOMOMHAITUS C aHTHOMOTUYHA TePaTIHsL.
3a obekvyaBaHe Ha cliefonepaTHBHATA 00JIKa ciier 00e3pOoroBsIBaHe Ha TeJeTa.

CsuHne:

3a ymorpeba mpu He3apa3HHW IBUTATEITHH HApYIICHHS, 32 HaMajsiBaHe Ha CHMIITOMHTE Ha KyIloTa u
Bb3MaJICHHUE.

Kato nompiaHuTenHa Tepanus npu JCUCHHE HA MyeprepaiHa CENTULEMUs U TOKCEeMHs (CHHIPOM Ha
MaCTHUT-METPUT-araNaKkCHs) C MOAXO A aHTHONOTHYHA TEPAITHs.

Komne:

3a ymotpeba mpu o0iiekuaBaHe Ha BH3MAIEHUETO W HaMalsIBaHe Ha 0OJKaTa KaKTO MPU OCTPH, TaKa U
TIPU XPOHUYHU MYCKYJTHO-CKEJICTHH HAPYIICHHUS.

3a HamangBaHe Ha 0OJIKa CBBhpP3aHa ¢ KOJUKA MPH KOHE.

4.3 IIpoTuBonOKa3aHUA

Bux cbimo Touka 4.7.
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Jla He ce nM3MoN3Ba pU KOHE MOJT 6 CeIMUYHA BB3PacT.

Jla He ce W3MON3Ba NPH >KUBOTHH, CTpaAalld OT HapylleHa YepHOApoOHa, ChpAeYHa Wi OBOpeuHa
(GYHKUIUS 1 XeMOparuyHu HapyLIeHUs! WIN KbAETO MMa JaHHU 3a YJILEPOTreHHU aCTPOMHTECTUHATHH
MOPaKEHHSI.

Jla He ce W3IOoN3Ba MPH CBPBXUYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIMS WJIM KbM HSIKOH OT
CKCIIMITUECHTHUTE.

Jla He ce U3MoII3Ba 32 JIeYEHHE Ha JUapys [IPY TOBea Ha Bb3pacT oJ 1 ceaMuIa.

4.4 CoeuuajJiHu mpeaNna3sHu MePKH 32 BCEKU BU/I *KMBOTHH, 32 KOUTO e npeanasHayen BMII
Tperupanero Ha Tenmerata ¢ Loxicom 20 MuHYyTH Tmpead 0O0E3pOroBSBaHETO HaMalsBa
cienorneparuBHata 6onka. Camo Loxicom HsMa J1a OCUTYpH HOAXOAANI0 00e300IsIBaHe TI0 BpeMe Ha
mporeaypara 3a 00e3poroBsBaHe. 3a Ja c€ TOMYYH MNOAXOASMI0 00e300JsBaHe IO BpeMe Ha
orepanuiTa, € HeoOXO0IMMO eTHOBPEMEHHO MpHUJIaraHe Ha MOIXOISI aHATeTHK.

4.5 CrnenmaJiHu MpeANa3HU MePKHU NPH ynoTpeda

CHGHI/IaHHI/I OpeanasHy MCpKH 3a )KMBOTHUTC IIPH VHOTDe6aTa Ha IIPpOAYKTa

B ciydait Ha HEOMArONIPHUATHA PEaKINy JISYCHUETO TPsiOBa /1a ce TIPEeKpaTH | JIa Ce TOThPCH CHBET OT
BETEPHUHAPEH JIeKap.

Ha ce n30srBa ynorpedara mpu MHOTO CHJIHO JEXUApPATHPAHU, XUIIOBOJIEMUYHN MM XUIIOTEH3UBHU
KUBOTHH, KOUTO U3MUCKBAT MapeHTEepaHA PeXUIpaTalus, Thil KaTo ChIIECTBYBA MOTEHIIHAJICH PHCK OT
peHalTHa TOKCUYIHOCT.

B cnyvaii Ha He3aIOBOIMTENTHO HAMaJsiBaHe Ha OOJIKaTa MpH JICYCHUETO Ha KOJIMKA TPH KOHE TPAOBa
Jla ce HampaBU BHHMATETHA NIPEOIIeHKa Ha JMArHo3aTa, Thil KaTO TOBa MOXKE Aa ObJ/le MHIUKAIUS 32
HEOOXOIMMOCTTa OT XHUPypPriudHa HHTEPBEHIINA.

CHGLII/IaJ'IHI/I Opcanas’Hy MCEPKHW 34 Jyiara, HOpujaaraimy BCTCPUHAPHOMCAUIMHCKHA TIPOAYKT Ha
XKHUBOTHHUTEC

WHumMaeHTHO caMOMHKEKTUpaHe MOXKe Ja TpeAu3BHKa Oonmka. Xopa € yCTaHOBEHa
CBPBXUYBCTBUTEIHOCT KbM HecTepounHuTe npotuBopb3nanutenuu cpeactsa (HCIIBC) tpsabsa na
n30rBaT KOHTAKT C BETEPUHAPHOMETUIIMHCKUS IPOAYKT.

[Ipu cryyaitHO caMOMH)KEKTHpaHe, He3a0aBHO J1a ce MOThPCH MEIUIIMHCKU CHBET, KaTO Ha JIEKaps ce
MPEOCTAaBHU JINCTOBKATA WM €TUKETa Ha MPOIYKTa.

4.6 Heo0naronpusiTHH peaknnu (4eCTOTAa M BasKHOCT)

IloakoxHOTO MMPUIIOKCHUC HAa BETCPUHAPHOMCAUIIUHCKUSA ITPOAYKT IIPU TOBEAA U UHTPAMYCKYJIHO IIPpU
Impacera C€ ImoHacs z[o6pe, caMoO JICK MPEXOACH OTOK Ha MACTOTO Ha MHXCKTHPAHE CJICI IMOJKOXXHO
MMPUIIOKECHUC CC Ha6moz[aBa IIpyu MO-MaJIKO OT 10% ot roeeaara, Tp€TUpaHu B KIIMHUYHHA ITPOYYBAHUS.

[Ipu koHE MOKE J]a HACTHIIA BPEMEHHO ITOIyBaHe Ha MACTOTO Ha HHXEKTHpaHe, KOeTO IIpeMrHaBa 0e3
WHTEPBEHITHSL.

B mHOro peakm ciydam Moxe Ia ce MOSIBAT aHA(PWIAKTOMIHW PEaKIUh, KOMUTO MOTraT Ja ObaaT
CEPHO3HH (BKJIIOUUTENTHO (paTamHu) u TpsOBa Aa OBAAT JIEKyBaHU CUMIITOMATHYHO.

YecToTara Ha HEOIArONPUATHUTE PEAKLIUU CE OIIPENeNs upe3 cleaHaTa Kiacu(uKaus:

- MHOro uecTr (mosede oT | Ha 10 TpeTHpaHu KUBOTHH, HPOSIBSIBALIN HEOIATONPUATHH PEaAKLIIH)
- yectH (mmoBeue ot 1, Ho mo-Mamko ot 10 xuBoTHHN Ha 100 TpeTHpaHU )KUBOTHH)

- He "ecTH (roBeue ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTupaHu KUBOTHH)

- penku (moBeye ot 1, HO mo-Manko ot 10 sxuBoTHU Ha 10,000 TpeTHpaHu >KUBOTHH)
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- MHOTO peakH (rmo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KMBOTHH, BKIIOYUTETHO U30JIMPAHU
CHOOIICHHS ).

4.7 ¥Ymnorpebda no BpeMe Ha OPEMEHHOCT, JIAKTAIIUA WU siiilleHOCeHe

ToBena u cBuHe: Moxe J1a ce Tpuiiara o BpeMe Ha OpPEeMEHHOCT U JTAKTAIHsI.
Komne: He ce npunara nmpu 6peMeHHHN U JIAKTUPAITN KOOWIIH.

4.8 B3aumopeiicTBHe ¢ JAPYrd BeTEPUHAPHOMEIMIMHCKU MNPOAYKTH H JAPYyru ¢opMu Ha
B3aHMOJeHCTBHE

I[a HE C€ mpujiara CbBMECTHO C INTFOKOKOPTUKOCTCPOUAN, APYTU HECTCPOUJIHN NPOTUBOBBINAIIUTCIIHA
CpCACTBAa UJIM aHTUKOATl'YJIAHTH.

4.9 Jl03a ¥ HAYMH HA NPUJI0KEHUe

I'oBena:

EnHOKpaTHO MOAKOXHO MJIM MHTPABEHO3HO MHXKEeKTHpaHe Ha jo3a ot 0,5 mg meloxicam/kg TemecHa
Mmaca (1.e. 2,5 ml/100 kg TenecHa maca) B KOMOMHALIUS ¢ aHTUOMOTHYHA Tepanus WK C MepopaliHa
pexmaparupaina Tepanus, crnopen ciaydas. [Ipemoppunrennara Hai-TosIMa 1033, KOSITO MOXeE Ja ce
MIPUJIOKH B €IHO MACTO Ha MHXKeKkTupane € 10 ml.

CBune:

EnHokpaTHO MHTpaMyCKYJIHO HHXKEKTHpaHe Ha ao3a ot 0,4 mg meloxicam/kg TenecHa maca (t.e. 2,0
ml/100 kg TenecHa Maca) B KOMOUHAIMS C OIXOAIIA aHTUOMOTHYHA Tepanus. AKO € HeOOX0aUMO,
MOBTOPHO MpujaraHe Ha meloxicam Moxe aa ce HampaBu cieq 24 yaca. [IpenopbunrenHaTa Haud-
rojsiMa J103a, KOSTO MOJKE J1a Ce MPUIIOKH B €IHO MCTO Ha HH)KEKTHpaHe € 2 ml.

Kone:

EnHokpatHO MHTpaBEeHO3HO WHXKeKTHpaHe Ha no3a oT 0,6 mg meloxicam/kg tenecna maca (t.e. 3,0
ml/100 kg TenecHa maca).

3a ynotpeba npu oOneKkyaBaHe Ha Bb3MAJICHUETO M HaAMAIIIBaHE Ha 0OJKaTa KakTo MPH OCTPH, Taka
IpU XPOHWYHH MYCKYJIHO-CKEJIETHH HapyIIeHMs, 3a NPOABbIDKaBaHE Ha JICYCHHETO MOXKE Jia ce
M3M0JI3Ba TMOJXO/SIIA TIepopaHa Tepamnus, ChAbpXkamu meloxicam, mpuwiaran B ChOTBETCTBHE C
MPENOPBKUTE MOCOYSHH B €THKETa, MOTaT Jla ObJaT M3MOJ3BAHM 32 MPOIBIDKABaHE HA JICYCHUETO.
Ja ce nz6srea 3aMbpcsiBaHE MO0 BpeMe Ha yrmoTpeoda.

Ja e u3pbppmBat nosede ot 50 nmpoOuBaHus Ha hakoH. AKO € He00X0AUMO U3BBPIIBAHETO HA IIOBEYE
or 50 mpoOuBaHus Ha Tamarta Ha ()IaKOHa ce MpPEenopbhYBa M3MOJI3BAHETO HA WUIJIAaTa 3a U3TOYBAHE HA
ChABPKAHUETO.

4.10 IIpemo3upane (CHMNTOMM, CHEIIHA MEPKH, AHTHI0TH), AKO € He00X0IUMO

B ciyuait Ha mpeno3upane, TpsOBa 1a ce 3aI0YHe CUMITOMATHIHO JIeUeHHe.

4.11 KapeHTHHU cpoKoBe

I'oBexa: Meco u BeTpemHy opranu: 15 gam; Misko: 5 nHH.

CBuHe: Meco U BbTPEILIHU OpraHu: 5 JTHU.

Kone: Meco 1 BbTpEIIHU OPraHu: 5 IHU.

He ce paspemiapa 3a yrorpe6a mpu >KHBOTHH, YHETO MIIIKO € TIPeTHA3HAYEHO 332 KOHCYMAIHs OT XO0pa.

5. OAPMAKOJIOTUYHHU OCOBEHOCTHA
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@®apmakoTepaneBTiyHa rpyna:  I[IpoTHBOBB3MANUTENHM W MIPOTUBOPEBMATUYHHU  IPOIYKTH,
HeCcTepOUTHU (OKCHKAMH).

Berepunapanomeauunncku Anaromo-Tepanestiuuer Kox: QMO1AC06
5.1 ®apmakonMHAMHYHHU CBOICTBA

Meloxicam e HecTtepougHo npotuBoBb3nanuTenHo cpeactBo (HCIIBC) oT kiaca Ha OKCHKaMMHTe,
JefcTBalmo Ype3 WHXMOMpaHE Ha CHHTe3a Ha NPOCTArIAHJWH, TPU KOETO IPOSBSIBA
MPOTHUBOBB3MAIUTEIHN, AHAJNTETUYHN, AHTUEKCYNATHBHH W AHTHIHPETHYHH CBoicTBa. HamamsBa
JIEBKOLIMTHATA HHUITPAIS BbB Bb3MaleHATa ThKaH.

B mo-manka cremeH MHXHMOHMpa W KOJareH-MHAyLUpaHaTta TpomOonmTHa arperanus. Meloxicam
MIPUTEXAaBa CHIIO AHTUEHIOTOKCHIHH CBOMCTBA, 3aII0TO € YCTAHOBEHO, Y€ MHXHOMpPA MPOIYKIHUIATA Ha
TpoMOoKcaH B, mpeau3BukaHa OT MpHJIAraHeTO Ha €HAOTOKCHH Ha E. coli mpu Tenera, JIaKTHpAaIly
KpaBH U CBHHE.

5.2 dapmMakOKMHETHYHHU 0COOECHOCTH

Pe3opOrus
Crnen emHoKpaTHa mogkoxHa 1o3a ot 0,5 mg meloxicam/kg, Cpax cTOMHOCTH OT 2,1 pg/ml u 2,7 pg/ml

ce JocTHrar ciex 7,7 4aca u 4 yaca ChOTBETHO IPH MIIAJIH TEJIETa U JIAKTUPAIIY KPaBH.
Cnen nBe unaTpamyckynau no3u ot 0,4 mg menokcukam/kg, Crax cToitHOCT OT 1,9 pg/ml ce nmocrura
crnen 1 yac npu cBUHE.

Pasnpenencuue
[Toseue ot 98% oT meloxicam ce cBbp3Ba C IUTa3MEHUTE NpoTeuHH. Haii-BUCOKNTE KOHIIEHTpAMK Ha

meloxicam ce OTKpuBar B 4YepHHS Opo0 W OnOpennre. CpaBHUTETHO HUCKH KOHIICHTPAIMH CE
3a0ens3BaT B CKEJIETHATA MYCKYJIaTypa U Ma3HHHUTE.

MeTaboau3sM

Meloxicam ce oTKpuBa NMpeaUMHO B Iuia3Mara. [Ipu rosega meloxicam chIlo ce eKCKpEeTHUpa TJIaBHO
Yype3 MISKOTO U MIThYKaTa, IOKATO ypuHATa ChABPKA CaMO CIeAH OT M3XoaHara cyOcranmwms. [Ipu
CBHHE JXJIbUKATA W ypUHATA CHIBPIKAT CaMO CJICAM OT HM3XomHata cyOctaHius. Meloxicam ce
MeTaboIHu3upa 10 aJKOXO0J, KHCEIMHEH IECPUBAT M HIKOJKO IOJSIPHHU MeTaboauTh. Jloka3aHo e, 4e
BCUYKH OCHOBHU MeTaOOIMTH ca (apMaKOJOTHMYHO HEaKTHBHH. MeTaboNHM3MBT NMPH KOHE HE ¢
H3CIIEIBaH.

EnumMunupane
Meloxicam ce enmuMuUHHpa C TEpUON HA Todypasmaa oT 26 ydaca u 17,5 daca ciieq] TOIKOKHO

HWHKCKTHUPAHEC CbOTBCTHO IIPH MJIaZIKd TOBC1A U JIAKTUPAIIIX KpPaBH.

IIpu cBuHE cpen MHTpPaMyCKyJHO TNpHJIaraHe, MEpUOIBbT Ha CPEOHMs TMOJIypas3Naj B IUla3MaTta ¢
mpuOIM3UTENHO 2,5 Yaca.

[Ipu xoHe cnen MHTPABEHO3HO MH)KEKTHUpaHe meloxicam ce eMMMUHHpA ¢ KpaeH Moiypasmaj oT 8,5
Jaca.

[IpubmusurenHo 50% oT mnpuiokeHaTa [03a ce eNMMUHUpAa 4Ype3 ypUHaTa, a OCTAaThKBT Upe3
M3MPaXXKHEHUSATA.

6. OAPMAIEBTUYHU OCOBEHOCTH

6.1 CHnucek HA eKCHUIHEHTHTE
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Etanon

[Tonokcamep 188

Makporon 300

JIRIZ000705

Pa3TBOp Ha HaTpUEB XJIOPUI-
ConHa KHcelInHa

Mernymun

Bona 3a umxekiuu

6.2 OcCHOBHH HECHBMECTHMOCTH

HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMCIUIIMHCKHA ITPOAYKT HE TpSI6Ba Ja 6’[)}_'[6
CMCCBaH C APpYyru BETCPUHAPHOMCAUIINHCKU IIPOAYKTH.

6.3 Cpoxk Ha roaHocT

Cpok Ha TOAHOCT Ha KpaiHUS BETEPUHAPHOMEINITMHCKA IPOIYKT: 3 TOIUHH.
CpoK Ha TOAHOCT CJIeN IBPBO OTBApsHE HAa MbPBUYHATA OMAKOBKA: 28 THM.

6.4. CroenuajHu ycj10BHs 32 CbXpPaHEHHE HA NPOAYKTA
To3u BeTeprHaApHOMEAUIIMHCKU TPOAYKT HE M3MCKBA HUKAKBHU CIIELIMATHU yCIOBHS 3a ChbXpaHEHHE.
6.5 BwuaucbcTaB HAa MBPBUYHATA ONAKOBKA

Kapronena kytus ¢ 1 win 12 Oe3nBeTeH/HM CTHKICH/HH (IIAKOH/a 32 MHXKEKIMH, BCEKH OT KOHWTO
chabpka 30 ml, 50 ml mmu 100 ml.

Kapronena kytus ¢ 1, 6 win 12 Ge3nBeTeH/HH CTBHKIICH/HU ()JIaKOH/a 32 MHXKEKIHU, BCEKH OT KOUTO
cpabpixka 250 ml.

Bceku QnakoH e 3aTBOpEH ¢ ryMeHa 3aIylaika | INIoMOUpaH ¢ alyMUHUEBO Karade.

He Bcuuku pa3Mepu Ha OITakoBKaTa MOTaT 1a ObAaT MpeAiaraHy Ha rma3apa.

6.6 CroenmuajHu MePKH 32 YHUIIOKABaHe HA HEM3MOJI3BAH MPOAYKT HJIH OCTATHIM OT HEro

Bcekn Hewmsmoa3Bad BCTCPUHAPHOMCAUIMHCKNA HNPOAYKT WK OCTAaThbLU OT HETO TpSI6Ba Ja 6’B,I[aT
YHHUIIOXXCHHU B CBOTBETCTBUEC C U3UCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. HOMEPA HA JIMIEH3A 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
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EU/2/08/090/017 12 x 100 ml
EU/2/08/090/018 12 x 250 ml

9. JATA HA II'bPBOTO WU3JABAHE/IIOJHOBSBAHE HA JIMIEH3A 3A
YIHHOTPEBA

Jlata Ha MBPBOTO M3/1aBaHe Ha JHIICH3 3a ynorpeba: 10/02/2009
Jlata Ha MOCJIETHOTO MOHOBSIBAHE HA JIMIIEH3 3a ynoTrpeba: 23/01/2019

10. JATA HA HNOCJIEJHATA PEJAKIMS HA TEKCTA

IMoapo6Ha uH(bopManKs 3a TO3U MPOJAYKT MOXKE Ja HAMEPUTE Ha HHTEPHET CTpaHuIlaTta Ha EBpomneiickara
Arenmus o JlekapcTara http://www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXBA, CHABJASIBAHE U/HNJIA YIIOTPEBA

He e npunoxxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA ITPOAYKT

Loxicom /JIokcukom/ 1 mg nrpBYAIy TaOIETKY 3a KydeTa
Loxicom /JIokcukom/ 2,5 mg nbBYAIM TaOJIETKU 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika gpBuaria Tabnerka chabpiKa:

AKTHBHA CyOCTAHIIUS:

Meloxicam 1 mg
Meloxicam 2.5 mg
ExcuunueHnTu:

3a MBJIHUSA CIIMCHK HA EKCLMITMEHTUTE, BIK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

JIpBuUarna taberka.
CaeT0XxbiTa OBANHA TabJeTKa ¢ pa3/ieNuTeHa TMHMS OT JIUIIeBaTa CTpaHa | TJIaJKa OT JApyraTa.
TabeTkuTe MOTaT 11a Ce pa3AeiisiT Ha JBE paBHH YacTH.

4, KINMHNUYHUAU JAHHU

4.1 BujgoBe ;KMBOTHH, 32 KOUTO € npeanazHayedn BMII

Kyuera.

4.2 TepaneBTHYHU MOKA3AHMS, ONIPeeJICHH 32 OTACJIHUTE BUAOBE )KUBOTHH

3a obnexyaBaHe Ha BB3MAICHUS U OOJNKH MPU OCTPU U XPOHUYHHU MYCKYJTHO-CKEJIETHH CMYILIEHHS MIPH
Kyuera.

4.3 IIpoTuBONOKA3aAHUA

Jla He ce n3moN3Ba Ipy OPEMEHHN WX JIAKTHPAIIX )KUBOTHH.

Jla He ce M3MO3Ba NPH )KUBOTHH, CTPAIAIINA OT CTOMAITHO-YPEBHH PA3CTPONCTBA, KaTO BH3MAICHUS U
KPBHBOM3IIMBU, TpPU YEPHOIPOOHA, ChpJcYHA WK OBOpEYHA HEAOCTATHYHOCT M XEMOpPArmyHU
CMYIIEHHUS.

Jla He ce M3Mmoi3Ba MpH Kydera 1moa 6 ceIMHIHA BB3pacT WiH 1moa 4 kg TenmecHa maca.

Jla He ce M3moN3Ba MPHU CBPBHXUYBCTBUTEIHOCT KHM aKTHBHATAa CyOCTAaHIMS WX KBM HSKOW OT
CKCIUITUCHTHUTE.

4.4 Coeuua/JJHu mMpeANa3sHu MePKH 32 BCeKH B/ *KMBOTHH, 32 KOUTO e NpeanasHadyen BMII
Hsawma.

4.5 CrnenuajHu npeana3Hl MepKu MpH ynoTpeoda

CroenyanHy Ipeana3sHi MEpPKH 3a )KUBOTHUTE MPU ynoTpedaTa Ha MPOAYKTa
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[Ipu mosira Ha HEOJATONPUATHU PEAKIIMH, JICUCHUETO CJIe/Ba A3 ObJie MPEKPATCHO U JIa Ce MOTHPCH
ChBET OT BETEPHHAPECH JIeKap.

N36sirBaiiTe npuiiaraHeTo Npy ASXUIPATHPAHH, XUTTOBOJICMUYHU U XUTIOTEH3UBHU )KUBOTHH, Th KaTo
MMa TOTSHIIMAJICH PUCK OT ObOpEeYHa HHTOKCUKAIIUS.

To3u BeTeprUHAPHOMEIUIIMHCKH MTPOYKT 32 KydeTa He TpsiOBa Jia ce Mpuiiara mpyu KOTKH, Thil KaTo He
€ TOJXOJAI 32 TO3W BHUJ )KUBOTHU. [Ipu KOTKM Clie/iBa Ja Ce MpUiiara perucTpupaHa 3a TO3W BHUJ
YKUBOTHH TIepOpajTHa CYCIICH3Ms, ChIbprkama meloxicam.

Cneunamm Opeanasiy MCpKH 3a Juiara, rnmpujaaraiiy BETCPUHAPHOMEINITMHCKHUSA MPOAYKT HAa ) KUBOTHUTC

Xopa Cc yCTaHOBEHa CBPBXUYBCTBUTEIHOCT KbM HECTEPOMAHUTE MPOTUBOBB3MAIUTENHU CPEICTBA
(HCTIBC) Tps6Ba na U30SrBaT KOHTAaKT C BETEPUHAPHOMEIULIMHCKHS MIPOIYKT.

IIpu cnyuaiiHO mornbiuaHe, He3abaBHO Ja ce MOTHPCH MEIUIMHCKM CBHBET, KaTO Ha JieKaps ce
IIPEIOCTAaBHY JINCTOBKATA WM €TUKETa Ha MPOIYKTa.

4.6 HeOnaronpusiTHH peaknuu (4ecTOTa U Ba:KHOCT)

Wwma HabmoaBaHu cay4yaun Ha TUIHMYHU HEONarompusTHU peakiuu npu npuiarase Ha HCIIBC kato
3ary0a Ha ameTHT, NOBpBLIaHE, TUApUH, OKYJITHAa KPBB BBbB (ekaauute, amatus W ObOpeuHa
HEeIOCTaThYHOCT. B MHOrO peixu ciydanm ce cboOllaBa 3a XEMOparuyHa Auapus, XeMaTeMesa,
racTpOMHTECTHHAITHA yIIepalys ¥ MOBHIICHN Y€PHOIPOOHU EH3UMHU.

Te3u HeOMaroNpUsATHA peaklHy ce MOSBABAT OOMKHOBEHO Npe3 IIbpBaTa CeIMHIIA Ha JICYEHUETO U B
MOBEYETO CIy4yau ca MPEXOIHH M M34Ue3BaT MPH MPEKpaTsIBaHE Ha TPETUPAHETO, HO B MHOT'O PEIKH
CITy4au MoraT Ja ObJaT Cepro3HH WX (aTaTHH.

YecToTara Ha HEOIArONPUATHUTE PEAKIIUU CE OIPEess upe3 cleaHaTa KiacuruKaus:

- MHOro uecTr (moBede oT | Ha 10 TpeTHpaHu KUBOTHH, IPOSIBSIBALIN HEOIATONPUATHH PEAKLIIH)

- yectr (oBeye oT 1, HO mo-mainko ot 10 xuBoTHH Ha 100 TpeTHpaHU )KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHE Ha 1,000 TpeTHpaHN KUBOTHH )

- penku (moseye ot 1, HO mo-Manko ot 10 xuBoTHHU Ha 10,000 TpeTHpaHu >KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH, BKIFOYUTETHO U30JIUPAHU
CHOOTIICHHS).

4.7 Ymnorpeba nmo Bpeme Ha OPEMEHHOCT, JAKTAIUS WU sTiiIEeHOCEeHe

Be3omacHocTTa Ha BETEpHHAPHOMEIUITMHCKUSA TIPOIYKT HE € JO0Ka3aHa [0 BpeMe Ha OpEMEHHOCT H
nakrarys (Bux T. 4.3).

4.8 B3aumopgeiicTBHe ¢ JAPYrd BeTepPUHAPHOMEAWLMHCKH MNPOAYKTH M JAPyru ¢(opmMu Ha
B3aUMo/eiicTBHE

Wznomspanero ¢ apyru HCIIBC, muyperwiid, aHTHKOAryJIaHTH, AHTHOWOTHIIM OT TpylaTta Ha
aMHUHOTJIMKO3UANTE U BEIIECTBA C BHCOKA CTETNEH Ha CBBP3BAaHE C MPOTEHHUTE MOXeE Ja JOBele 0
KOHKYPEHTO CBBpP3BaHE W MO TO3M HAuMH Ja Mpeau3BHKa TOKCHYHH eQekTh. To3u
BETEPHHAPHOMEINIIMHCKNA TPOAYKT He TpsOBa na ce mpuiara 3aeqHo ¢ apyru HCIIBC wnm
ITIIOKOKOPTUKOCTEPOUIH.

[Ipenxoxnario JiedeHne ¢ MPOTUBOBB3MAIUTEIHN CPEICTBA MOXKE J1a TOBE/IE J0 IOIMBIHUTEITHH WIH
MO-OCTPH HEOIATONIPUATHA PEAKITNH U MTOPAIH TOBA MEXIY MPIJIATaHETO UM € HEOOXOAUM MEPHOI OT
Haii-manko 24 vaca. To3u nepuoj cieaBa aa 0bjie ChoOpa3eH U ¢ PapMaKOKUHETHYHUTE CBOWCTRBA Ha
MPEIXOIHUS TPOYKT.

4.9 Jo3a u HAYNH HA NPUIOKEHHUE

3a nepopajiHO IPUIIOKEHHE.
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JleuenueTo cienBa Aa 3aMovHe ¢ eAHOKpaTHa 1o3a ot 0.2 mg meloxicam/kg TenecHa Maca npe3 MbpBUS
IIeH, MIPUJI0KEHA epOPaTHO WM alTEPHATUBHO JICUEHUETO MOXKE J1a 3alI0YHE C MHXKEKIIMOHEH Pa3TBOP
3a Ky4deTa U KOTKH, ChIbpkaml 5 mg meloxicam/ml. Jleuenuero ciieaBa aa MpOIBIDKU C MOJIBPIKAIIA
no3a ot 0.1 mg meloxicam/kg TenecHa Maca nmepopaiHo, eIH IIbT Ha JieH (Ha HHTepBaj OT 24 yaca).

Beska gpBuama tabieTka chabpika 1 mg wim 2,5 mg METOKCHKaM, KOETO ChOTBETCTBA Ha JTHEBHATA
noxabpkama no3a 3a 10 kg TemecHa maca, uian choTBeTHO 25 kg TenmecHa maca. Besdka npBuaria
TabJeTka MoKe 1a Obe pa3zierneHa Ha JBe 3a MPEIHU3HO T03UpaHe B ChOTBETCTBHUE C TEJIECHA Maca Ha
Kydero. TabneTkure Morart fja ce mpujiarat ¢ Wi 0e3 XxpaHa, Te ca OBKYCEHHU U Ce IIPUEMaT OT ITIOBEYETO

KydeTa J0OpOBOIIHO.

Cxema Ha HoJIbpIKaIara 103a:

Tenecna maca (kg) Bpoii Ha npBUamUTE Bpoii Ha npBUanTUTE mg/kg
Ta0JIETKU Ta0JIETKN
1 mg 2.5 mg

4.0-7.0 Vs 0.13-0.1
7.1-10.0 1 0.14-0.1
10.1-15.0 1% 0.15-0.1
15.1-20.0 2 0.13-0.1
20.1-25.0 1 0.12-0.1
25.1-35.0 1 0.15-0.1
35.1-50.0 2 0.14-0.1

3a mo-mpenu3Ha JO3MPOBKA MOXE Ja Ce NPEABHIM HW3MOJ3BAHETO HAa  TepopajHa CYCICH3WS,
cpabpxkaiia meloxicam. 3a kydera ¢ TenecHa Maca mon 4 kg ce mpenopbuBa M3MOJI3BAaHETO Ha
nmepopaiHa CyCleH3us, Chabpikaiina meloxicam.

KimmanuauaT epekT HOpMamHO ce BWXKIAa B paMmkuTe Ha 3-4 nam. Jleuenmero ciemBa ma Obie
npekpareHo cien 10 quu, B ciiyvaii, 4e He ce HaOJoJaBa mogo0peHue.

3a 71a ce OCUTYpH MPABIITHO JTO3MpaHe, TelecHa Maca TpsAOBa Ja ce Onpeielis Bb3MOKHO HA-TOYHO Ja
ce u3berHe Hee()eKTUBHA 7103a WK MPEI03UPAHE.

4.10 IIpeno3upane (CHMMITOMM, CHEIIHA MEPKH, aHTHI0TH), AKO € He00X0IUMO
B ciyuaii Ha mpeno3upane a ce IpUIIoKH JieueHHe, CboOpa3eHO ChbC CUMIITOMUTE.
4.11 KapeHTeH cpok

He e npunoxxumo.

5. OAPMAKOJIOI'NYHU OCOBEHOCTH

dapmakoTepaneBTHUHa rpyna: [IpOTHBOBB3MATUTEIHA W MPOTUBOPEBMATHUYHU  MPOJYKTH,
HECTEPOHTHU (OKCUKaMHU).

Berepunapnomenuuunckun Anaromo-TepaneruueH Koa: QMO1AC06
5.1 ®apmakogUHAMMYHH CBOIiCTBA

Meloxicam e HectepoumHo mpotuBoBB3manuTenHo cpeactBo (HCIIBC) or kiraca Ha OKCHKaMUTE,
KOCTO I[eﬁCTBa qpe3 I/IHXI/I6I/IpaHe Ha CHHTE3a Ha NpPOCTAarjlaHAWHU W II0 TO3W HAYUH IHPOABSABaA
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MPOTHBOBB3MAIUTEIICH, AHAJITCTUYCH, AHTUEKCYIATUBEH M aHTHNUpEeTHdeH edekT. Pemynupa
MHQWITPUPAHETO HA JICBKOIUTHTE BHB BB3MAJICHUTE ThKaHW. B mMo-Manka cremeH, ChIIO Taka,
MHXHOUpa KOJIATeHHO HWHIYIHPAHOTO TPOMOOIMTHO CTpymBaHe. M3cienBaHus in vitro u in vivo
mokaspar, 4e meloxicam wuHXxuOUpa nukiIookcurenasa-2 (COX-2) B mo-rojisiMa CTENEH OT
nukiaookcurenasa-1 (COX-1).

5.2 dapmMakOKMHETHYHHU 0COOECHOCTH

Pe3opOrus
Meloxicam ce pe3opOupa HANBIHO CIEN IEPOPATHO TPIIOKCHHE M MaKCUMAaTHH IUTa3MEHHU

KOHIICHTpAIlMK C€ JOCTUTaT cie] NpuoausutenHo 7,5 daca. Koraro BeTepuHApHOMEIUIIUHCKUST
MPOAYKT € MPUIIOKEH ChIIIACHO MPETOPHYAHUTE JI03H1, CTA0MIIHA TTOCTOSIHHA TUIa3MEHA KOHIICHTPAIIHS
Ha meloxicam ce IocTHTra Ha BTOPHS JICH OT JICUSHHETO.

Pasnpenenenue
Hanune e nuueliHa Bpb3Ka MEXIy NMPUIOKEHATa 032 U IJIa3MEHATa KOHLICHTpALUs B pPaMKUTE Ha

nuamasona Ha gosupane. [lpubmmsurenno 97 % ot meloxicam ce cBBbp3Ba ¢ TIA3MEHUTE MPOTEHHH.
O6emsbT Ha quctpudyIms e 0,3 L/kg.

MeTaboau3sM

Meloxicam (6]§] OTKpI/IBa OCHOBHO B Kp’bBHaTa JjiadMa 1 € CbII10 OCHOBCH HpOIl}/KT OTACJISAH OT KJIbYKarTa,
JIOKAaTO YpUHATA ChIIbpPiKa caMmo clieq oT Hero. Meloxicam ce MeTabonu3upa J0 anKoXoJl, KHCEITUHEH
JepUBaT M JIO HIKOJKO TMOJISIPHH MeTabojuTa. YCTAHOBEHO €, Ye BCHYKH METabOoJMTH ca
(hapMaKoJOrHYHO HEAKTHBHHU.

Eanmunupane
Meloxicam ce enmMMUHUPA C TIOMYKUBOT 0T 24 gaca. Oxomno 75 % oT mpuitokeHaTa 03a ce eTMMIHAPA

ype3 (peKaTuuTe, a OCTaThKa — Ype3 ypuHaTa.

6. ODAPMAIEBTUYHU OCOBEHOCTH
6.1 Choucbk Ha eKCIUIIHEHTHTE

Hartpues HumecteHn rimkonar, T A

CymieH cBUHCKH ApoO

JlakT03a MOHOXUAPAT

IToBumgon K30

3axapo3a

MukpokpucTaiHa eTyJi03a U TyMa ryap- MUHpOKpHCTaIHA [eNTyI03a
O06e3MaciieHo OpalrHo OT MIIICHIYCH 3ap O IHII
Excrpakr ot Mas (cyxa)

MarsnesueB creapat

6.2 OCHOBHM HECHBMECTHUMOCTH

He ca u3BecTHH.

6.3 Cpoxk Ha roaHocT

Cpok Ha TOAHOCT Ha KpaifHUS BETEPHUHAPHOMEINIIMHCKY TPOAYKT: 18 Mecerna.
Hewusmnon3panuTte NOJ0BUHKH Ha Ta0JIETKH MOTAT Jla C€ BbPHAT B OJIUCTEpa U ChXpaHsBar 10 24 Jaca.

6.4. CroenuajHu ycj10BHs 32 CbXpPaHEHHE HA NPOAYKTA
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[a He ce cpxpaHaBaBa npu TemiepaTtypa Hazg 25 °C.
Jla ce chxpaHsABa B OpUTMHAIHATA ONIAKOBKA C 11€J1 IIPEAIIa3BaHe OT CBETJINHA.

6.5 BuaucbcTaB HAa MBPBUYHATA ONNAKOBKA

Bnucrepu ot 10 Tabnerku B 6nuctep, ceeraBeHu oT PVC/PVDC ocHoBa 1 anmyMUHHEBO (OIHO B KYTUH
ot 10, 20, 100 mwtu 500 TabieTKH.

He Bcuuku pasMepu Ha OlmakoBKaTa MOTaT Ja ObAatT MpeasiaraHd Ha masapa.
6.6 CroenuajHu MepKHM 32 YHUIIOKABAHE HA HEU3MOJI3BAH MPOAYKT UJIH OCTATHIM OT HEro

Bcexku Hewsmoi3BaH BeTEpPUHAPHOMEAMLIMHCKU MPOIYKT HJIM OCTAaTBhIM OT HEro TpsOBa na ObaaT
YHUIIOKEHU B CbOTBETCTBUE C U3UCKBAHMSTA HA MECTHOTO 3aKOHOJATEINICTBO.

7. HNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

Loxicom /Jlokcukom/ 1 mg AbBYALIM TA0JIETKH 32 KyUyeTa
EU/2/08/090/019 — 1 x 10 Tabnerku

EU/2/08/090/020 — 2 x 10 TabneTku

EU/2/08/090/021 — 10 x 10 TabneTku

EU/2/08/090/022 — 50 x 10 TabneTkn

Loxicom /Jlokcukom/ 2,5 mg npBYamu Ta0JeTKH 32 Ky4eTa
EU/2/08/090/023 — 1 x 10 TadneTku

EU/2/08/090/024 — 2 x 10 TadneTku

EU/2/08/090/025 — 10 x 10 TabmeTku

EU/2/08/090/026 — 50 x 10 TabmeTku

9. JATA HA II'bPBOTO MU3JABAHE/IIOJAHOBSIBAHE HA JIMIEH3A 3A
YIHOTPEBA

Jlata Ha MBPBOTO M3/1aBaHe Ha JHIICH3 3a ynorpeba: 10/02/2009
Jlata Ha MOCJIETHOTO MOHOBSIBAHE HA JIMIIEH3 3a ynorpeba: 23/01/2019

10. JATA HA NOCJIEJHATA PEJAKIUSA HA TEKCTA

IMoapobHa uH(bopManKs 3a TO3U MPOJAYKT MOXKE Ja HAMEPUTE Ha MHTEPHET CTpaHuIaTta Ha EBpomneiickara
Arenmus mo JlekapcTara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJJAKBA, CHABSIBAHE U/NJIA YIIOTPEBA
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He e npunoxxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

Loxicom /Jlokxcukom/ 50 mg/g nepopaJiHa nacra 3a KOHe

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enun g ceappxka:

AKTHBHA cy0OCTaHIMA:

Meloxicam 50 mg
ExcuunueHnTu:
benszuinos amkoxon 10 mg

3a IBIHMSA CIUCHK HA eKCIIMITHEHTHTE, BIDK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

ITepopanna nacra.
brnenoxwaTa, XOMOreHHa macra.

4. KJIMHNYHHU JAHHHA

4.1 Bupnose ;kMBOTHH, 32 KOUTO ¢ npegHasHavyeH BMII

Komne.

4.2 TepaneBTUYHHN NOKA3AHUS, ONIPeAeICHH 32 OTIeJHUTE BUJ0BE ;KUBOTHU

OO6exuaBaHe Ha Bb3IMaJeHHE U Ha OOJIKa IIpU OCTPU U XPOHUYIHU MYCKYJIHO-CKCJICTHNU HAPYHICHUA IPU
KOHC.

4.3 IIpoTuBONOKA3aHUA

Jla He ce n3mo3Ba nMpu OpEMEHHU WM KbPMETITH KOOWITH.

Jla He ce M3MOJI3BA MPHU KOHE, CTPAJallld OT CTOMAIIHO-YPEBHH HApYLICHWS, KaTo pa3ipa3HeHue U
XeMoparusi, HapyleHa YepHOoAPOOHa, chpAcyHa nin ObOpeyHa QyHKIMS 1 XeMOparniHu HapyIICHHs.
Ja He ce W3MON3Ba MPH CBPBHXUYBCTBUTENHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSIKOH OT
CKCIUIIMCHTUTC.

Jla He ce U3MOJI3Ba IPU KOHE Ha BB3PACT M0 6 CEAMUIIH.

4.4 CroeuuaJIJHu NpeANa3HU MEPKH 32 BCEKU BH/I }KMBOTHH, 32 KOUTO e npeanasHadyen BMII
Hsama.

4.5 CrnenuajHu npeana3Hu MepKU MpPH ynoTpeoda

Crenuandy npeana3sHi MEPKHU 3a )KMBOTHUTE IPU VIIOTpeOdaTa Ha IMPOIYKTA
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Ja ce u3bsirBa ynorpeba npu >KMBOTHU C ACXUAPATAINS, XUIIOBOJIEMIS WM XUIIOTOHWS, Thid KATO NMa
MOTEHIIUAJICH PUCK OT ObOpPEYHA TOKCUYHOCT.

Jla He ce mpeBuIIaBa MpenopbuaHarTa 103a Witk MPOABDKUTETHOCT Ha JIeUeHUE, IOPad Bh3MOKHOCTTA
3a MoJTy4yaBaHe Ha TSKKU HEOMAronpusaTHU peakiuu. Bukre pazmen 4.10.

CrenpanHy npeanasHyd MeEpKH 3a JIMIara, IpWiaraly BEeTEPUHAPHOMEIMIIMHCKUS TPOAYKT Ha
JKHBOTHUTE

Xopa ¢ ycraHOBEHa CBPBHXYYBCTBUTEIHOCT KbM meloxicam TpsOBa na wu30sArBaT  KOHTAKT C
BETCPUHAPHOMETUIIMHCKUS TIPOIYKT. Jla ce m30sATBa KOHTAKT Ha MPOJYKTA C Koxara U ovute. [Ipu
CJIy4aeH KOHTaKT C KOXKaTa W/WJIM O4YUTe, He3a0aBHO M3MHITE 3aCEerHATUTE 4YacTU C Boja. AKO ce
MOJTyYH pa3/ipa3HeHHE U TO MEPCUCTUPA J]a CE€ TOThPCU MEIUIIUHCKU CHBET.

IIpu cnyuaitHO mormbINaHe, He3a0aBHO Ja Ce MOTHPCH METUIIMHCKH ChBET, KATO Ha JieKaps ce
MPEJIOCTABY JINCTOBKATA WM €TUKETA Ha MPOJIYKTa.

4.6 HeOnaronpusiTHH peaknuu (4ecTOTa U Ba)KHOCT)

W3onmupanu cmydan Ha HEOIAronpusaTHU peakiuu, TunndHo cBbp3anu ¢ HCIIBC, ca HabirogaBanu B
KJIMHUYHU U3MUTBaHus (Jieka ypTukapus, quapus). Cumnromure ca Omim ooparumu. Uecro ce
MoJTyYaBa HaMaJieHHE Ha KOHIIEHTPALUATa Ha aIOyMHH B KPBBTA IO BpeMe Ha NIepHo/ia Ha JIeUeHne
(mo 14 muu). B MHOTO peaku ciiydan uMa ChOIeHYs 3a 3ary0a Ha aneTHT, JieTaprus, 00Jika B KopeMa
Y KOJIUT. B MHOTO peniku ciiydan MOTaT Jia Ce MoJTyJaT aHa(pUIaKTOUTHU PEaKI[u, KOUTO MOTaT Ja
ObJaT CepHO3HU (BKIIFOUMTENHO (aTajHm) U TPSOBA Ja ce JIEKyBaT CUMIITOMATHYHO. AKO C€ TIOSIBAT
HeOIaronpusATHU peakiuy, JEUEHUETO TPSOBa 1a ce MPEKPaTH U JIa CE MOTHPCH CHBET OT
BETEPHUHAPEH JIeKap.

YecTtoTara Ha HEOIATONPUATHUTE PEAKIIMU CE OIIPEesis upe3 cileaHaTa Kiacu(uKarus:

- MHOro uecTH (mosede oT | Ha 10 TpeTHpaHu KUBOTHH, HPOSIBSIBALIN HEOIATONPUATHH PEAKLIH)

- yectH (mmoBeue ot 1, Ho mo-Manko ot 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (mmoBeye ot 1, Ho mo-Manko ot 10 sxuBoTHU Ha 1,000 TpeTUpaHU KUBOTHH)

- penku (moseue ot 1, HO Mo-Mainko ot 10 xuBoTHH Ha 10,000 TpeTHpaHu KUBOTHH)

- MHOTO peaku (mo-manko ot 1 kuBotHO Ha 10,000 TpeTHpaHW )KMBOTHHU, BKIFOUUTEITHO W30JUPAHH
CHOOIIEHMUS).

4.7 VYmnorpe0a no Bpeme Ha OPEMEHHOCT, JAKTAIUS WU sliilEeHOCeHe

JlaGopaTopHuUTe MpOyYBaHUS MPHU TOBEAA HE MMOKa3BaT HUKAKBU JOKA3aTEJICTBA 3a TEPATOTCHHOCT,
(heTOTOKCHUYHOCT HITM TOKCUYHOCT 32 MalikaTa. be3onacHOCTTa Ha BeTepHHAPHOMETUITUHCKUS ITPOYKT
HE € JI0OKa3aHa Mo BpeMe Ha OpEeMEeHHOCT M JIaKTanus npu KoHe. He ce mpemoppuBa nmpuiaraHeTo My

10 BpeMe Ha OPEeMEHHOCT U JIAKTaIIvsl.

4.8 B3aumopgeiicTBHe ¢ JAPYrd BeTePUHAPHOMEAWLMHCKHU MNPOAYKTH M JAPyru ¢(opmMu Ha
B3aUMOo/eiicTBHE

I[a HC Cce npujiaara CAHOBPEMCHHO C TJIIFOKOKOPTUKOCTEPOUIHU, Apyru HECTCPOUIHU
IIPOTHUBOBB3INAIUTECIIHN BETCPUHAPHOMEAUITUHCKU ITPOAYKTH UIJIM aHTUKOAr'yJIaHTH.

4.9 /032 1 HAYMH HA NPUJIOKEHHE
Ja ce npunarat 0.6 mg/kg TenecHa Maca, BEIHBK JHEBHO, 3a MEPHOJ 10 14 qHHU.

Jla ce mpuiara qUpPEKTHO B yCTaTa HaJ 3aJHATa YacT Ha €3MKa, KaTo TJaBaTa Ha KHUBOTHOTO CE JIbPKHU
BIWTHATA, TOKATO MPOAYKTHT ObJIEe TIOTBITHAT.
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TpsiOBa na ce mpuiara €HO JICICHUE Ha CIIPUHIIOBKATa ¢ macta Ha 50 kg Tenecna maca. CpuHIIOBKaTa
¥MMa BrpaJieH ajanTtep U € rpaayupaHa B kg/remecHa maca. Beska cnpuHiioBka ocurypsisa 420 mg
MEJIOKCHKaM, TocTaThueH 3a neueHue Ha 700 kg TenecHa Maca.

Ja ce n30srsa KOHTAaMHUHAIMSA IO BpeMe Ha yHnoTpeoa.
4.10 IIpepo3upane (CMMITOMM, CHEIIHA MEPKH, AHTHUI0TH), AKO € He00X0IUMO

Hma croOnieHus 3a CICIHUTE KIMHWYHH TPU3HAIM (HIKOM OT KOUTO MOXeE Ja ObJaT CEpUO3HH) B
KITMHAYHY H3IATBAHUS CIIE/T TIPUIIOKEHHE Ha TIPOJIYKTa MPH TIPeIo3upaHe: YHUIIO OBEJCHUE, AUapUs,
OTOK, OOpa3yBaHe Ha paHM MO OyKajgHaTa JIMTaBUIIA W/WIM ypUHA C ThMEH LBAT. B ciyuail Ha
MpeIo3upaHe TpsAOBa J1a Ce 3aM0YHE CUMITTOMATHYHO JICUCHHE.

4.11 KapeHTeH cpok

Meco u BbTpELIHU OPTaHu: 3 AHHU.
He ce paspemasa 3a ynorpeba Ipu >KUBOTHH, YMETO MIIIKO € IIPEAHA3HAuEHO 3a KOHCYMAaIHs OT X0pa.

5. OAPMAKOJIOT'HYHU OCOBEHOCTHU

dapmakoTepaneBTMUHa TIpyna: [IpoTHBOBB3NAINTENHH W  NPOTUBOPEBMATHYHU  TMPOIYKTH,
HECTepOUIHU (OKCUKAMH).

Berepunapnomeauunncku Anaromo-TepanestuueH Kox: QMO1AC06
5.1 d®dapmakogUHAMMYHHM CBOIiCcTBA

Meloxicam e HecTrepougHo npotuBoBB3nanuTenHo cpeactBo (HCIIBC) oT kiaca Ha OKCHKaMHTE,
KOeTO JeiicTBa upe3 MHXMOMpaHe CHHTE3a Ha MpOCTarjaHJMHUTE, KaTo MO TO3M HAYMH MpPOsBSIBa
MPOTUBOBB3MAIHUTEIIHN, aHAITCTUYHU, aHTHEKCYJaTHBHA W aHTUNHpETHYHH edekTH. To HamamsBa
WHQWITpaNMsTa C JIEBKOIUTH BHB Bh3MaJieHaTa ThKaH. B mo-Maika cTeneH To MHXHOWpa M KOoJareH-
WHAyIIpaHaTa TpoMOOIMTHA arperamws. Meloxicam nMa chIlo aHTHEHTOTOKCHYHH CBOKWCTBA, 3aI[0TO
TOH € IEMOHCTpHpAL, Y€ HHXHUOWpPa MPOU3BOICTBOTO HAa TpoMOOKcaH By, HHAyIIMpaH OT HHTPaBEeHO3HO
MpUIOKEHHE Ha eHAOTOKCHH Ha E. coli ipu Tenera u mpaceTa.

5.2 ®apMakoKMHETHYHH 0COOEHOCTH

Pe3opOrtus
Koraro mpoaykTsT ce H3MON3Ba B CHOTBETCTBHE C IMPENOPBYAHUS PEXKHM Ha JO3HWpaHe,

OMOHAIIMYHOCTTA CJIE]] TIEPOPATHO TPIIIOKEHHE € mpuommsurenHo 98%. MakcnMmanH{ IUTa3MeHH
KOHIICHTpAIIMU C€ MOCTHTraT cjiea mpuonm3utenHo 2 - 3 waca. daktopbT Ha HaTpymBane oT 1,08
npenmnoara, ue meloxicam He ce HaTpPyIBa, KOTaTo CE MpHJIara eXeIHEBHO.

Pasznpenenenue
[MpubnuzurenHo 98% ot meloxicam ce cBbp3Ba C MIa3MeHUuTe nporenHu. O0eMbT Ha pa3npecicHUe

e 0.12 L/kg.

MeTtaboan3sM

MeTabomu3MbT B KAUYECTBEHO OTHOIICHHE € M0I00CH Ha TO3M MPHU IUIBXOBE, MaJKHU MPACceHIla, Xopa,
roBeJa U mpacera, BBIIPEKU Y€ MMa Pa3Inyus B KOJIMUYECTBEHO OTHOIIeHHE. OCHOBHUTE METaOOIUTH,
OTKPUTH TPU BCHYKUA BHJIOBE, ca OWIU S-XUAPOKCH- U S5-KapOOKCH-METaOOIMTUTE, M OKCAJIUII-
MeTabosnTa. Metabonu3MbT IpU KOHE HE € M3cieBaH. /loka3aHo e, ue BCHUKH OCHOBHU META0OIUTH
ca (hapMakoJIOTHYHO HEAKTHBHH.
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EnumMunupane
Meloxicam ce oTaens ¢ TepMHUHAIEH MOTY>KUBOT OT 7,7 daca.

6. OAPMAIEBTUYHHU OCOBEHOCTHU
6.1 Chnucbk Ha eKCOMIIHEHTUTE
XUAPOKCUTIPOTIMIIOBA LIETYI032a
I'munepon

Kcanranoa ryma

Apomar Ha 10bIIKa

Copoburon

Bensuios amkoxon

3axapuH HaTpUil Ha mpax
[Ipeuncrena Boma

6.2 OCHOBHM HECHBMECTHMOCTH
He ca uzBecTHu.

6.3 Cpoxk Ha roaHoct

Cpok Ha TOAHOCT Ha KpaiHNs BeTepUHAPHOMEAULIMHCKY POAYKT: 18 Mecena.
Cpok Ha TOAHOCT ciell IbPBO OTBapsHE Ha MbPBUYHATA ONAKOBKa: 28 HHU.

6.4. CroemuajHu ycJa0BHS 32 ChbXpaHeHHe HA MPOAYKTA

[a ce cpxpansiBa npu temneparypa non 30 °C.

6.5 BwuaucbcTaB HAa MBPBUYHATA ONIAKOBKA

IIpenBapuTenHO HATbJIHEHH CIIPUHIIOBKU OT IOJIMETUIIEH C HUCKA IUTBTHOCT, ChAbpKaIu 8.4 g
MPOAYKT, B KAPTOHEHM OMAKOBKH OT 1, 7 i 14 cripuHIOBKU. Besika CiprHIIOBKA MMa BrpajeH
ajanTtep U e rpaayupana B “kg/renecna maca”, ¢ genenus 3a nacra Ha 50 kg Tenecna maca.

He Bcuuku pazmepu Ha omakoBKaTa MOTaT Aa ObJaT MpeajaraHy Ha masapa.

6.6 CrnenuajaHH MepKH 32 YHHI0KaBaHe HA HEM3IOJI3BaH NMPOAYKT HJIH OCTATHIM OT HEro
Bcekn Hew3mon3BaH BeTEpUHAPHOMETUIIMHCKM HPOMYKT WJIM OCTaThLM OT HEro TpsiOBa na ObaaT
YHUILOXEHU B COTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOATEJICTRO.

7. MHNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited

Rossmore Industrial Estate

Monaghan
Ireland

8. HOMEPA HA JIMIEH3A 3A YIIOTPEBA
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EU/2/08/090/029 (1 cnipuHIioBKa)
EU/2/08/090/030 (1 x 7 cIprHLIOBKH)
EU/2/08/090/031 (1 x 14 cipuHIIOBKH)

9. JATA HA II'bPBOTO WU3JABAHE/IIOJHOBSIBAHE HA JIMIIEH3A 3A
YIHOTPEBA

Jlata Ha MEPBOTO M3/1aBaHe Ha JHIICH3 3a ynorpeba: 10/02/2009
JlaTa Ha MOCIETHOTO MOHOBSBAHE HA JIUIIEH3 3a yrroTpeda: 23/01/2019

10. JATA HA NIOCJIEJHATA PEJAKIMSA HA TEKCTA

[Moapob6Ha uHpOpMAIKs 3a TO3U MPOAYKT MOXKE J1a HAMEPHUTE HAa MHTEPHET CTpaHuIiata Ha EBpormneiickara
Arennus no Jlekapctata http://www.ema.europa.eu/.

3ABPAHA 3A IIPOJAXKBA, CHABJJSABAHE NW/HWUJIK YIIOTPEBA

He e npunoxxumo.
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MNPUJIOKEHHUE I1

INPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXK/JIABAHE HA
ITAPTHIATA

YCJIOBUA UJIN OTPAHUYEHNUSA B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHAIIU CE 1O IPEJJIATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK
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Loxicom /JIokcuxom/ 0,5 mg/ml mepopasina cycneH3usi 3a Ky4eTa
A. MPOU3BOIUTEJ, OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTU/IATA

HMe u afpec Ha MPOU3BOAUTENS, OTTOBOPEH 32 OCBOOOXKIABAHETO HA MAPTUAUTE 3a MPoaaxoa

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 NI O'PAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACAIIU CE 10 IPEJJIATAHETO WIHN YIIOTPEBATA MY

[a ce oTmycka camo I10 JIEKapCKO MPEANUCAHKE.
B. CTATYC HA MJICOK

He e npunoxumo.
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Loxicom /Jlokcuxom/ 1,5 mg/ml mepopaina cycneH3usi 3a Ky4eTa
A. MPOU3BOIUTEJ, OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTU/IATA

HMe u afpec Ha MPOU3BOAUTENS, OTTOBOPEH 32 OCBOOOXKIABAHETO HA MAPTUAUTE 3a MPoaaxoa

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 NI O'PAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACAIIU CE 10 IPEJJIATAHETO WIHN YIIOTPEBATA MY

[a ce oTmycka camo I10 JIEKapCKO MPEANUCAHKE.
B. CTATYC HA MJICOK

He e npunoxumo.
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Loxicom /JIokcuom/ 5 mg/ml nH:keKIMOHEH Pa3TBOP 32 KyueTa H KOTKH
A. MPOU3BOIUTEJ, OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTU/IATA

HMe u afpec Ha MPOU3BOAUTENS, OTTOBOPEH 32 OCBOOOXKIABAHETO HA MAPTUAUTE 3a MPoaaxoa

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. YCJIOBUA UWJIHN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE 1O NIPEJJIATAHETO NJIA YIIOTPEBATA MY

Ja ce oTirycka caMo 110 JIEKapCKO MPEIIUCAHHE.
B. CTATYC HA MJICOK

He e npunoxxumo.
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Loxicom /JIokcukom/ 0,5 mg/ml mepopaina cycneH3usi 3a KOTKH
A. MPOU3BOIUTEJ, OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTU/IATA

HMe u afpec Ha MPOU3BOAUTENS, OTTOBOPEH 32 OCBOOOXKIABAHETO HA MAPTUAUTE 3a MPoaaxoa

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. YCJIOBUA UWJIHN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE 1O NIPEJJIATAHETO NJIA YIIOTPEBATA MY

Ja ce oTirycka caMo 110 JIEKapCKO MPEIIUCAHHE.
B. CTATYC HA MJICOK

He e npunoxxumo.
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Loxicom 20 mg/ml uHkeKIHOHEH Pa3TBOP 32 roBeaa, CBUHE U KOHE

A. TTPOU3BOJUTEJ OTT'OBOPEH 3A OCBOBOKJIABAHE HA ITAPTHJIATA

HMe u ajipec Ha IPOU3BOAUTENSL, OTTOBOPEH 32 OCBOO0XKIABAHETO Ha MAPTUNTE 3a poaaxoa

Norbrook Manufacturing Limited

Rossmore Industrial Estate

Monaghan Town
Co. Monaghan
H18 W620
Ireland

Norbrook Laboratories Limited

105 Armagh Road

Newry

Co. Down, BT35 6PU
O6eanHeHOTO KpajCTBO

b. YCJIOBUS WU OT'PAHUYEHMUS B JIMLHEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE 1O NIPEJJIATAHETO WA YIIOTPEBATA MY

]Ia C€ OTITyCKa CaMO II0 JICKApPCKO MPEANMCaHune.

B. CTATYC HA MJACOK

AxtuBHarta cyocTannus B Loxicom 20 mg / ml nHXeKIIMOHEeH pa3TBOp 3a TOBE/Ia, CBUHE U KOHE €
pasperieHa cyOcTaHIus, KakTo € onucano B Tabnuna 1 Ha [punoxennero ksM Permament (EC) No

37/2010:
®dapmakosiorndd | MapkepHO Bunose | MACO | Ilpunenn | Hpyru TepamepTrue
(6] OCTaTb4YHO JKHUBOTH K U ThbKaHU HN3HUCKBAaHU H KJ1ac
aKTUBHA BEUICCTBIIO | H ST
cyOcTannus
Menokcukam Menokcuka | I'oBenma, | 20 Myckyn Jluncea IIpoTtuBo-
M KO3H, pg/kg UYepen BIICBaHE BB3IAJIUTEIH
CBHHE, 65 Ipo6 u
3aiIm ug/kg Bbropexk cpencrBa/He-
KOHe 65 CTEpOUIHU
pg/kg MIPOTUBO-
BB3MAIHUTETH
U Cpe/CTBa
Tosenma, | 15 Misiko
K031 ug/kg

Excuumuenture, mocoueHu B Touka 6.1 Ha KpaTkara xapakTepucTHKa, ca WIH Pa3peIIcHH
cyOcraHmy, 3a kouto B Tabnuua 1 va Ipunoxkenunero kM Pernament (EC) No 37/2010 He ce
m3uckBatr MJICOK, unu ce pasriexaar karo Heronanamu B o0xBara Ha Pernmament (EC) No
470/2009, koraTo ca BKIIFOUYCHH B TO3W B TO3U BETCPHHAPHOMEAUIIMHCKH TIPOIYKT.
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Loxicom /Jlokcukom/ 1 mg npBYaIM Ta0JETKH 32 Ky4yeTa
Loxicom /Jlokcukxom/ 2,5 mg AbBYALIM Ta0JIeTKH 32 Ky4yeTa

A. TTPOMU3BOJAUTEJI, OTTOBOPEH 3A OCBOBOK/IABAHE HA ITAPTUIATA

HMe 1 aipec Ha IPOU3BOAUTENSL, OTTOBOPEH 32 OCBOO0XKIABAHETO HA MAPTUMTE 3a Ipoaaxkoa

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. YCJIOBUA UWJIHN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE JO INIPEJJIATAHETO NJIA YIIOTPEBATA MY

Jla ce oTIrycka camo I10 JIEKapCKO IPEANUCaHHUE.
B. CTATYC HA MJACOK

He e npunoxxumo.
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Loxicom /JIokcukom/ 50 mg/g nepopaJiHa macra 3a KoHe
A. MPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTUIATA

HMe u agpec Ha IPOU3BOAUTEISL, OTTOBOPEH 32 OCBO60)KI[3.B8.HCTO Ha IapTHAUTC 3a r[poz[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. YCJIOBUA NWJIHN OT'PAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE JO NPEJJIATAHETO NJIA YIIOTPEBATA MY

Jla ce oTITycKa camo 10 JIEKapCKO MpPEANCaHuE.
B. CTATYC HA MACOK

MernokcukaM e paspelieHa cyOCcTaHIus, KaKTo € IocoueHo B Tabnuina 1 Ha [IpunoxeHnero KbM
PernamenTa Ha Komucusra (EU) No 37/2010:

AxTuBHaTa cyOocTaniusa B Loxicom 50 mg/g mepopanHa macra 3a KOHE € pa3peinreHa cyocTaHIns
KaKTO ¢ moco4yeHo B Tabnuna 1 Ha [Ipunoxenuero kbM Pernamenta na Komucusra (EU) No 37/2010:

®dapmakomorngno | Mapkepao | BumoBe | MJICOK | I[lpume | Hpyrm TepamepTrde
aKTHBHA OCTaTh4YHO | )KUBOTHHU JHH W3UCKBaHMU | H KJac
cyOcTaHIus BEIIIECTBO ThKaHU | o
Menokcukam Menokcuka | Bomose, | 20 pg/kg | Mycky | Hama [IpoTuBOBBH3
M KO3H, 65 ug/kg | nm MaJUTEITHU
CBUHE, 65 pug/kg | Uepen cpenctBa/He
3aiImy, Ipod CTEPOUTHU
KOHe Bwbpen MPOTHBOBBH3II
" ANUTEITHH
cpezcTBa
Bomore, | 15 ug/kg | Mmsko
KO3H,

Excummmmenture, mocouenu B T. 6.1 Ha KpaTkara xapakTeprcTHKa, Ca WIIA pa3pelIieHn CyOCTaHIINH, 3a
kouto B Tabnuna 1 Ha [Ipunoxenuero kbMm Pernmament (EC) No 37/2010 ue ce usuckar M/ICOK wnnu
ce pasriiexaat kato Henonagamy B ooxeara Ha Permament (EC) No 470/2009, xoraTo ca BKIIOYECHU B
TO3W BETEPUHAPHOMETUITTHCKH ITPOIYKT.
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MNPUJIOKEHHUE III

ETHUKET U JINCTOBKA
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A. ETUKET
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NHPOPMALIUSA, KOATO CE U3IIMCBA BbPXY BBHIIITHATA OITAKOBKA

Kapronena kyrus ¢ 0ytuiaku ot 15 u 30 ml

1. HAUMEHOBAHUME HA BETEPUHAPHOME/JIUIIUHCKUSA TPOAYKT

Loxicom /Jlokcukom/ 0,5 mg/ml nepopaiiHa CycreH3us 3a Kyuera
meloxicam

2. CbABbPKXAHUE HA AKTUBHATA CYBCTAHLIUSA

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

3. OAPMAIEBTUYHA ®OPMA

CycrieH3us 3a IEpOPaITHO HPHIOKECHHE

4. PABMEP HA OITAKOBKATA

15 ml
30 ml

‘ S. BUJIOBE )KUBOTHMU, 3A KOUTO E IPEJJHAZHAYEH BMII

Kydgera

6. TEPAIIEBTUYHU ITOKA3ZAHUSA

3a obnekyaBaHe Ha BB3IMAICHUS U OOJKH MPU OCTPHU U XPOHUYHH MYCKYITHO-CKEIETHH CMYIICHHS IIPH
Kydera.

‘ 7. METOJA 1 HAYUH HA ITPUJIOKEHUE

PazknareTe nmpean ymoTpeoa.

[punara ce ¢ XpaHaTta WK AUPEKTHO B yCTaTa C MEPUTEITHA CIPUHIIOBKA.
Jla ce n30srBa KOHTAMHHAIMS TI0 BpeMe Ha yroTpeoa.

3a mepopatHo MPUIIOKEHHE.

[Ipenu ynoTtpeda mpo4eTH JIUCTOBKATA.

| 8. KAPEHTEH CPOK

‘ 9. CIIEHUMAJIHU NPEAYIPEXJIEHUA, AKO E HEOBXOIUMO
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I[a HE CC U3M0JI3Ba IpU 6pGMeHHI/I WJIN JIAKTHUPAIIU )KUBOTHH.

10. CPOK HATOJHOCT

l'opmen mo {mMecen/roguHa}
Crnen oTBapsiHe, U3I0JI3Ball B paMKUTE Ha 6 Mecela.
Cren oTBapsiHe, U3IOJI3BANTE TIPEIH. ..

11. CHELUWAJIHU YCJIOBUSA 3A CbXPAHEHUE

12. CHELMWAJIHU MEPKH 3A YHUILLOKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIK OCTATHILU OT HEI'O, AKO UMA TAKHUBA

VYHumoxaBaHe: IIPpOYETH JIUCTOBKATA.

13. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJINIINMHCKA YIIOTPEBA” U
YCJIOBUA NJIX OT'PAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E TPHJIOKUMO

Camo 3a BCTCPUHAPHOMEAUITMHCKA yHOTpeGa. I[a CC OTIIyCKa CaMo IIO JICKapCKO MPEAINMUCAaHHNC.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT IOTJIEJA M HA HEJIOCTBIIHU
3A JJEIJA MECTA”

Jla ce cpxpaHsiBa Jajied OT IOoTJieIa U Ha HeJIOCTHITHH 3a JIela MecTa.

15. HMME U IIOCTOSAHEH AJIPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEPA HA JIMIHEH3A 3A YIIOTPEBA HA BMII

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

17. HNAPTUAEH HOMEP

IT Ne {momep}
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MUHHUMYM HH®OPMAIUSA, KOATO TPABBA JIA BbJE U3IIMCAHA BbPXY
MAJIKH OITAKOBKMU BMII, KOUTO CBABPXKAT EAUHUYHA J103A

Bytuniaka ot 15 u 30 ml

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TPOAYKT

Loxicom /JIokcukom/ 0,5 mg/ml mepopanHa cycrieH3us 3a KyJdeTa
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUUA

Meloxicam 0,5 mg/ml

3. CBJIBbPXKAHUE CIIPSIMO MACA, OBEM WJIH BPOU HA EJJMHUYHUTE 1031

15 ml
30 ml

4. HAYMH HA ITIPUJIOKEHUE

3a nepopaiHO MPUIIOKEHHE.
Pasknarere nmpenu ynorpeoa.
IIpenu ynorpeba npodeTy JUCTOBKATA.

| 5. KAPEHTEH CPOK

‘ 6. IHAPTUJAEH HOMEP

[INe {HOMED}

‘ 7. CPOK HA I'OJHOCT

lomen mo {Mecen/ronnna}
Crnen oTBapsiHe, M3IOJI3BAl B paMKUTE Ha 6 Mecera.
Crnen oTBapsiHe, U3IMOJI3BANTE TIPEIH...

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEAMIIMHCKA yTIOTpeoa.
Ja ce oTIrycka camo 1o JIEKapCKO MpeANrCcaHue.
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NHO®OPMAIUA, KOATO CE U3IIMCBA BbPXY BHLHIIHATA OITAKOBKA

Kapronena kytus ¢ 0yrtuiaku ot 10, 32, 100, 2 x 100 ml u 200 ml

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

Loxicom /Jloxcuxom/ 1,5 mg/ml mepopanHa cycrieH3us 3a KydeTa
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLIMUSA

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

3. OAPMAIEBTUYHA ®OPMA

CycneH3us 3a IepopaiHO MPHII0KEHHE

4. PABMEP HA OITAKOBKATA

10 ml

32 ml

100 ml
200 ml

2 x 100 ml

‘ 5. BUJOBE )KMBOTHMU, 3A KOUTO E NIPEJHA3HAYEH BMII

Kyudera

6. TEPAIIEBTUYHU IOKA3AHUA

3a obOnekyaBaHe Ha Bh3MaJICHUS U OOJKU TPU OCTPH U XPOHUYHHU MYCKYJIHO-CKEIETHH CMYLICHUS IPH
Ky4erTa.

‘ 7. METOJ 1 HAYUH HA ITPHJIOKEHHE

Paskmarere npenn ynotpeba.

[Ipunara ce ¢ XpaHaTa WM JUPEKTHO B yCTaTa C MEPUTETHA CIIPHHIIOBKA.
Ja ce n30srsa KOHTAaMHUHAIMSA IO BpeMe Ha yHnoTpeoa.

3a mepopaitHO MPHUIIOKEHHE.

[Ipenn ymoTtpeba mpoveTn INCTOBKATA.

‘ 8. KAPEHTEH CPOK
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9.

CHELIUWAJIHU NPEAYNPEXJIEHUS, AKO E HEOBXOJIUMO ‘

Jla He ce n3moa3Ba npu OpeMEeHHU WIH JIAKTUPAIIH )KUBOTHH.

10.

CPOK HA I'OJJHOCT |

lNomen no {Mecen/ronnna}
Crnen oTBapsiHe, U3IOJI3Bal B paMKUTE Ha 6 Mecera.
Cnen oTBapsiHe, U3MOJI3BANTE TIPS ..

11.

CIIEIIMAJIHU YCJIOBUSA 3A CbXPAHEHUE

12.

CIIEHUAJIHU MEPKH 3A YHUIILOKABAHE HA HEU3ITOJI3BAH ITPOJAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHCZ MpOYCTH JIUCTOBKATA.

13.

HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJIOBUSA WK OT'PAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E IIPHJIOKUMO

Camo 3a BeTeprHapHOMEIUIMHCKA yrioTpeba. Jla ce oTIycka camo 1o JeKapcKo Npericanue.

14.

HAJIIMCHT “JJA CE CbXPAHSIBA JAJIEY OT NMOTJIEJA M HA HEJIOCTBITHHA
3A JJELJA MECTA”

Jla ce cpxpaHsiBa gajied OT IOoTJiea U Ha HeJIOCTHITHH 3a JIeIa MecTa.

15.

HUME U ITOCTOAHEH AJIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16.

HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/08/090/003 [10 ml]
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.

MHAPTUJAEH HOMEP

IT Ne {HOMep}

55



NHPOPMALIUSA, KOATO CE U3IIUCBA BbPXY IITIbPBUYHATA OIIAKOBKA

Kapronena kytus ¢ oytuiaku ot 100 ml, 2 x 100 ml u 200 ml

1. HAUMEHOBAHUME HA BETEPUHAPHOME/JIUIIUHCKUSA TPOAYKT

Loxicom /Jlokcukom/ 1,5 mg/ml nepopaiiHa CycrieH3us 3a Kyuera
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA

Bcexu ml ceappika:
Meloxicam 1,5 mg/ml
Hatpues 6enzoar 1,5 mg/ml

3. OAPMAINEBTUYHA ®OPMA

CYCHCH3I/I$I 3a I€POPATIHO IMMPHUIIOKECHUE

4. PABMEP HA OITAKOBKATA

100 ml
200 ml

‘ S. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kyuera

6. TEPAIIEBTUYHMU IIOKA3AHUA

3a obnexyaBaHe Ha BH3MAICHUS U OOJNKH MPU OCTPH U XPOHUIHH MYCKYITHO-CKEIETHH CMYIICHHS IIPH
KydeTa.

‘ 7. METOJI 1 HAYUH HA TPUJIOKEHUE

PazknareTe npean ymotpeoa.

[Ipunara ce ¢ XxpaHaTa Wi JUPEKTHO B yCTaTa C MEPUTEIHA CIIPUHIIOBKA.
Jla ce m30sTBa KOHTAMHHAIHS 110 BpeMe Ha yIoTpeoa.

3a mepopasHo MPUIIOKEHUE.

[Ipenu ynorpeda mpoveTH JIUCTOBKATA.

8. KAPEHTEH CPOK
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9.

CHELIUWAJIHU NPEAYNPEXJIEHUS, AKO E HEOBXOJIUMO

Jla He ce n3moa3Ba npu OpeMEeHHU WIH JIAKTUPAIIH )KUBOTHH.

10.

CPOK HA I'OJHOCT

Togen no {Mecery/roauxa}
Cren oTBapsiHe, M3MOJ3BaM B paMKHUTE Ha 6 Mecena.
Crient oTBapsiHE, U3MOJI3BANTE TIPEIH. ..

11.

CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

12.

CIIEHUAJIHU MEPKHU 3A YHUIIOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

YHumoxaBaHe: IIPOYETH JIUCTOBKATA.

13.

HAJIIMCBHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA” U
YCJOBUA NI OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BCTCPUHAPHOMEAUITMHCKA yHOTpC6a. I[a CC OTIIyCKa CaMo IIO JICKapCKO MpeAINrCcaHune.

14.

HAJIMCHT “JA CE CbXPAHSBA JAJIEY OT MOTJIEJA M HA HEJIOCTBITHUA
3A JJELA MECTA”

I[a CC ChbXpaHsBa Aajied OT NOorjicaa U Ha HEAOCTBIIHU 3a [ACLIa MCCTaA.

15.

UME U ITOCTOAHEH AJIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16.

HOMEPA HA JIMIIEH3A 3A YIIOTPEBA 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.

IHAPTUJAEH HOMEP

IT Ne {HOMED}
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MUHHUMYM HH®OPMAIUSA, KOATO TPABBA JIA BbJE U3IIMCAHA BbPXY
MAJIKH OITAKOBKMU BMII, KOUTO CBABPXKAT EAUHUYHA J103A

Bytuniaka ot 10 u 32 ml

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TPOAYKT

Loxicom /Jlokcukom/ 1,5 mg/ml mepopanHa cycrieH3us 3a KyJdeTa
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUUA

Meloxicam 1,5 mg/ml

3. CBJIBbPXKAHUE CIIPSIMO MACA, OBEM WJIH BPOU HA EJJMHUYHUTE 1031

10 ml
32 ml

4. HAYMH HA ITIPUJIOKEHUE

3a nepopaiHO MPUIIOKEHHE.
Pasknarere nmpenu ynorpeoa.
IIpenu ynorpeba npodeTy JUCTOBKATA.

| 5. KAPEHTEH CPOK

| 6. MAPTHJEH HOMEP

IINe {HOMep}

|7.  CPOK HA TOJHOCT

l'opmen mo {mMecen/roguHa}
Crnen oTBapsiHe, U3I0JI3Ball B paMKUTE Ha 6 Mecena.
Crnen oTBapsiHe, U3IOJI3BANTE TIPEIH. ..

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITHHCKA yIIoTpeoa.
Jla ce oTITycKa camo 10 JIEKapCKO MpPEANYCaHue.
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NHO®OPMAIUA, KOATO CE N3IIMCBA BbPXY BBHUIHATA OITAKOBKA

Kapronena kytus 10 ml, 20 ml n 100 ml ¢oraxon

1. HAUMEHOBAHUWE HA BETEPUHAPHOME/JUIIMHCKUSA TPOAYKT

Loxicom /Jlokcuom/ 5 mg/ml nHXEeKIMOHEH Pa3TBOp 3a Ky4yeTa U KOTKH
meloxicam

2. CbIABbPKAHUE HA AKTUBHATA CYBCTAHIUSA

Bceku ml chabpika:
Meloxicam 5 mg
Ertanon 150 mg

3. OAPMAIEBTUYHA ®OPMA

MHXeKunoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

10 ml
20 ml
100 ml

‘ 5. BUJIOBE )KUBOTHMU, 3A KOUTO E IPEJJTHAZHAYEH BMII

Kyuera u koTku

6. TEPAIIEBTUYHU ITIOKA3AHUSA

Kyuera
3a obyekuaBaHe Ha BB3MAICHUS U OOJIKM MPU OCTPH M XPOHUYHH MYCKYJIHO-CKEJIETHH CMYIICHH. 3a

peaynupaHne Ha Clie[ionepaTUBHA OOJIKa U Bh3MAJICHUE CIIE]] OPTOIICANYHY U OTIepaIliy Ha MEKH ThKaHHU.
Kotku

Pemymupane Ha cieporepaTBHA OOJKa CIEA OBAPOXHCTCPEKTOMHS M MaJK{ OMEpPallMAd Ha MEKH
THKaHH.

7. METOJ 1 HAYUH HA TPUJIOKEHUE

Kyuera:

MyCKynHO-CKEIETHU CMYLICHUS: €AHOKPATHO MOJKOKHO HHKEKTUPaHE.
CrnenornepaTUBHA OOJKH: €THOKPATHO MTOIKOKHO FJIH WHTPABECHO3HO WHKEKTHUPAHE.
Kotku:
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CrnenonepaTuBHa 0OJKA: €THOKPATHO MTOIKOKHO HHXKEKTHPAHE.

W306srBaiiTe KOHTAMHHALMS [IPU yIIoTpeoa.
[Ipenu ynorpeba mpoveTn IUCTOBKATA.

| 8. KAPEHTEH CPOK

‘ 9. CIIEHUMAJIHU NPEAYIPEXJIEHUA, AKO E HEOBXOIUMO

I[a HE CC U3M0JI3Ba IIpU 6peM€HHI/I WJIK JIaKTUpAIIX )XUBOTHH.

10. CPOK HA I'OJHOCT

logen no {Mecern/roauna}
Crnen mpoOuBaHe, H3MOJI3Bail B paMKUTE HA 28 THU.
Cnen npoOuBaHe, U3MOA3BANUTE MPE/IH. ..

11. CHEINUWAJIHU YCJIOBHUsA 3A CbXPAHEHUE

12. CHEHUWAJIHU MEPKH 3A YHUIILOKABAHE HA HEU3ITOJI3BAH ITPOJAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

YHI/IHIO)KaBaHeI MMPpOYECTH JIUCTOBKATA.

13. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJININHCKA YIIOTPEBA” U
YCJIOBUSA NJIM OT'PAHUYEHUA OTHOCHO PA3IIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E TPHJIOKUMO

Camo 3a BeTeprHApHOMEIUIMHCKA yrioTpeba. Jla ce oTIycka camo 1o JeKapcKo Npernucanue.

14. HAIIMUCHT “JA CE CbXPAHSBA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIITHU
3A JEIIA MECTA”

Jla ce cpxpaHsiBa gajed OT IOorjieia U Ha HeIOCTHITHH 3a JIeIa MecTa.

15. HME U IOCTOSHEH AJIPEC HA ITIPUTEKATEJISA HA JIMLHEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland
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16. HOMEPA HA JIMIHEH3A 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. NAPTHUJIEH HOMEP

IT Ne {HOMED}
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NHPOPMALIUSA, KOATO CE U3IIUCBA BbPXY IITIbPBUYHATA OIIAKOBKA

100 ml ¢praxon

1. HAUMEHOBAHUME HA BETEPUHAPHOME/JIUIIUHCKUSA TPOAYKT

Loxicom /Jlokcrom/ 5 mg/ml HHXEKIIMOHEH Pa3TBOp 3a Ky4yeTa U KOTKH
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA

Bceku ml cpabpika:
Meloxicam 5 mg
Eranon 150 mg

3. DOAPMALIEBTUYHA ®OPMA

MHXeKunoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

100 ml

‘ S. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kyuera u koTku

6. TEPAIIEBTUYHMU IIOKA3AHUA

Kyuera
3a obiekuaBaHe Ha BB3MAICHUS U OOJIKM MPU OCTPH M XPOHUYHH MYCKYJIHO-CKEJIETHH CMYIIECHHUA. 3a

peaynupaHne Ha CliefionepaTuBHA O0JIKa U Bh3MAJICHUE CIIe]] OPTOIICANYHY U OTIepaIliy Ha MEKH ThKaHHU.
Kotku

Penyuupane Ha ciiepornepartuBHa OoJiKa CJIe OBapOXUCTEPEKTOMUSI M MaJKH OINEPalMUU Ha MEKH
THKaHH.

7. METOJ 1 HAYUH HA TPUJIOKEHUE

Kyuera:

MyCKyITHO-CKEIETHU CMYIIEHUS: €AHOKPATHO MOAKOXKHO MH)KEKTHPAHE.
CrnenonepaTuBHa 00JIKa: €IHOKPATHO MOJKOKHO MJIM MHTPABCHO3HO HH)KEKTHPAHE.
Kotku:

CrnenonepaTuBHa 00JIKa: €THOKPATHO MOJKOKHO HHXEKTHPAHE.

N30srBaiiTe KOHTAMHUHAIUS TIPU YIIOTpeOa.
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[Ipenu ynotpeba mpoveTn JIUCTOBKATA.

| 8. KAPEHTEH CPOK

‘ 9. CIIEHUMAJIHU NIPEAYIPEXJIEHUA, AKO E HEOBXOIUMO

Ja He ce n3mon3Ba pu OPEeMEHHN WX JIAKTHPAIIX )KHBOTHH.

‘ 10. CPOK HA I'OJHOCT

lNomen no {Mecen/ronnna}
Cnen npobuBaHe, U3M0I3Ball B paMKHUTE Ha 28 JHH.
Cnen mpobuBaHe, N3MO3BAITE TIpeaH. ..

11. CHEHNUWAJIHHU YCJOBHUA 3A CbXPAHEHUE

12. CHEHMWAJIHU MEPKH 3A YHUIILOKABAHE HA HEU3ITOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

VHuUI0XaBaHe: MpoYCTH JIUCTOBKATA.

13. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJININHCKA YIIOTPEBA” U
YCJIOBUA WK OT'PAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTeprHApHOMEIUIMHCKA yrioTpeba. Jla ce oTIycka camo 1o JeKapcKo Npernicanue.

14. HAIIMUCBHT “JA CE CBbXPAHSABA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

Jla ce cpxpaHsiBa gajed OT IOorjieia U Ha HeOCTHITHH 3a JIeIa MecTa.

‘ 15. HME U IOCTOSAHEH AJIPEC HA ITIPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/08/090/008 [100 ml]
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‘ 17. NAPTHIAEH HOMEP

IT Ne {momep}
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MUHHUMYM HH®OPMAIUSA, KOATO TPABBA JIA BbJE U3IIMCAHA BbPXY
MAJIKH OITAKOBKMU BMII, KOUTO CBABPXKAT EAUHUYHA J103A

10 u 20 ml ¢paaxon

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TPOAYKT

Loxicom /Jlokcrom/ 5 mg/ml HHXKEKIIOHEH pa3TBOP 3a KydeTa U KOTKU
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUUA

Meloxicam 5 mg/ml

3. CBJIBbPXKAHUE CIIPSIMO MACA, OBEM WJIH BPOU HA EJJMHUYHUTE 1031

10 ml
20 ml

4. HAYMH HA ITIPUJIOKEHUE

Kydera: uHTpaBeHO3HO MJIM HHTPaMyCKYJIHO.
Kotku: MHTpamycKyIHO.

| 5.  KAPEHTEH CPOK

| 6. NAPTHJEH HOMEP

IINe {HOMep}

|7.  CPOK HA TOJHOCT

l'opmen mo {mMecen/roguHa}
Cnen npobuBaHe, M3MON3Ball B paMKHTE Ha 28 JTHH.
Crnen mpoOuBaHe, H3MOI3BANTE MPEH...

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITHHCKA yIIoTpeoa.
Jla ce oTITycKa camo 10 JIEKapCKO MpPEANYCaHue.
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NHO®OPMAIUA, KOATO CE U3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena kytus ¢ 0yruiku ot 5, 15 u 30 ml

1. HAUMMEHOBAHUME HA BETEPUHAPHOME/JINIIUHCKUSA NIPOAYKT

Loxicom /Jlokcukom/ 0,5 mg/ml mepopaiaHa cycrieH3us 3a KOTKA
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUA

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

3. OAPMAIEBTUYHA ®OPMA

CycrieH3us 3a IEpOPaITHO HPHIOKECHHE

4. PABMEP HA OITAKOBKATA

5 ml
15 ml
30 ml

‘ S. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kotku

6. TEPAIIEBTUYHMU IIOKA3AHUA

3a obnexvyaBaHe Ha Jieka J0 CpeHa CleIolepaTHBHa 0OJIKa M BB3MAJICHHS CIIel XUPYPTUIECKH
MPOLEAYPH MTPH KOTKH, HAIIPUMEP OPTONCINYHHA U HA MEKHTE THKaHH.

3a obnex4yaBaHe Ha Bh3MAICHUS U OOJIKU MPH OCTPH U XPOHUIHUA MYCKYJTHO-CKEJIETHH CMYIICHUS TIPU
KOTKH.

‘ 7. METOJ 1 HAYUH HA TPUJIOKEHUE

PazknareTe nmpean ymoTpeoa.

[punara ce ¢ XpaHaTta WK AUPEKTHO B yCTaTa C MEPUTEITHA CIPUHIIOBKA.
Jla ce n30srBa KOHTAMHHAIMS TI0 BpeMe Ha yroTpeoa.

3a nepopaiHO MPUIIOKEHHE.

[Ipenu ynorpeda mpoveTy JIUCTOBKATA.

66



‘ 8. KAPEHTEH CPOK

‘ 9. CHELUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

Ja He ce n3mon3Ba pu OPEMEHHN WIIH JIAKTHPAIIH KOTKH.

Jla He ce M3Mmoa3Ba MPU KOTKHU, CTPAAIIN OT CTOMAITHO-YPEBHU Pa3CTPONCTBA, KATO BH3MAICHUS U
KPBHBOM3IIUBY, P YEPHOAPOOHA, Chp/ICUHA MM OBLOpEYHA HEIOCTATHYHOCT U XEMOPAarHuyHU
CMYIIEHHS.

Jla He ce M3Mmo3Ba MPU CBPHXIYBCTBUTEIIHOCT KbM aKTUBHATA CyOCTAHIIMS WM KbM HSKOU OT
CKCLIUIUEHTHUTE.

Jla He ce U3MON3Ba MPU KOTKH MO 6 CeAMUYHA BB3PACT.

10. CPOK HA I'OAHOCT

lomen mo {Mecen/ronnna}
Crnen oTBapsiHe, M3IOJI3BAl B paMKUTE Ha 6 Mecera.
Crnen oTBapsiHe, U3IOJI3BANTE NPE/IH...

11. CHEINUWAJIHU YCJIOBHUsA 3A CbXPAHEHUE

12. CHEHUWAJIHU MEPKH 3A YHUIILOKABAHE HA HEU3ITOJI3BAH ITPOJAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

YHI/IHIO)KaBaHeI MMPpOYECTH JIUCTOBKATA.

13. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJININHCKA YIIOTPEBA” U
YCJIOBUSA NJIM OT'PAHUYEHUA OTHOCHO PA3IIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E TPHJIOKUMO

Camo 3a BeTeprHApHOMEIUIMHCKA yrioTpeba. Jla ce oTIycka camo 1o JeKapcKo Npernucanue.

14. HAIIMUCHT “JA CE CbXPAHSBA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIITHU
3A JEIIA MECTA”

Jla ce cpxpaHsiBa gajed OT IOorjieia U Ha HeIOCTHITHH 3a JIeIa MecTa.

15. HME U IOCTOSHEH AJIPEC HA ITIPUTEKATEJISA HA JIMLHEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland
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16. HOMEPA HA JIMIHEH3A 3A YIIOTPEBA HA BMII

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

‘ 17. NAPTHUJIEH HOMEP

IT Ne {HOMED}
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MUHMUMYM UHOOPMALIUA, KOATO TPABBA JA BbJAE U3IIMCAHA BBPXY
MAJIKHA OITAKOBKMU BMII, KOUTO CBABPKAT EAUVHUYHA JO3A

Byruaka or 5, 15 n 30 ml

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIMHCKUSA TPOAYKT

Loxicom /Jlokcuxom/ 0,5 mg/ml mepopanHa cycreH3us 3a KOTKU
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

Meloxicam 0,5 mg/ml

3. CBbABbPKAHUE CIIPAIMO MACA, OBEM WJIN BPOI HA EJMHUYHUTE 103U

5 ml
15 ml
30 ml

4. HAYMH HA ITIPUJIOKEHUE

3a nepopaiHO MPUIIOKEHHE.
Pasknarere nmpenu ynorpeoa.
IIpenu ynorpeba npodeTy JUCTOBKATA.

| 5. KAPEHTEH CPOK

‘ 6. IHAPTUJAEH HOMEP

[INe {HOMED}

‘ 7. CPOK HA I'OJHOCT

lomen mo {Mecen/ronnna}
Crnen oTBapsiHe, M3IOJI3BAl B paMKUTE Ha 6 Mecera.
Crnen oTBapsiHe, U3IMOJI3BANTE TIPEIH...

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEAMIIMHCKA yTIOTpeoa.
Ja ce oTIrycka camo 1o JIEKapCKO MpeANrCcaHue.
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NHO®OPMAIUA, KOATO CE U3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

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

1. HAUMMEHOBAHUME HA BETEPUHAPHOME/JINIIUHCKUSA NIPOAYKT

Loxicom /Jlokcukom/ 20 mg/ml WHXEKITHOHEH pa3TBOP 3a TOBEa, CBUHE M KOHE
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUA

Meloxicam 20 mg/ml
Eranon 150 mg/ml

3. OAPMAIEBTUYHA ®OPMA

HNuXeKuHOHEH pa3TBoOP.

4. PABMEP HA OITAKOBKATA

1 x30ml

1 x 50 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. BUJIOBE ’)KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BMII

I'oBena, cBHHE M KOHE.

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUSA

I'oBena:

OcTtpa pecriuparopHa HHPEKIIHS.

Juapus npu Tenera Ha Bb3pacT HaJl /IHA CEIMUIA ¥ MJIa/Iv, HEJIAKTUPAIIH KPaBU.
OcTbp MacTur.

3a obekvyaBaHe Ha cliefonepaTHBHATA 00JIKa ciie 00e3pOoroBsIBaHe Ha TeJeTa.

Caune:
Hesapasuu nBuratenHu HapyIeHHUS.
[Myepnepanna centuiemus u Tokcemust (MMA cHHIPOM) ¢ aHTHOMOTUYHA TEPAITHSL.
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Koune:
OcTpu U XPOHUYHU MYCKYJIHO-CKEJIETHU HapyLICHHUS.
Boinka cBbp3anHa ¢ KonMKa Mpy KOHE.

7. METOJ 1 HAYUH HA ITPUJIOKEHUE

I'oBena: EqHokpaTHO, TOAKOKHO MIJIM HHTPABEHO3HO HHXKCKTHPAHE

CeuHe: EMHOKpaTHO, MHTPAMYCKYJTHO HHXKEKTUPaHE. AKO € HE00X0IMMO, TIOBTOPHO MPUJIaraHe
MO3Ke€ J1a ce HampaBH cief 24 yaca.

Kone: EnHokpaTHO, MHTPaBEHO3HO WHXKEKTHUPAHE.

[Ipenu ynorpeda mpoveTy JIMCTOBKATA.

8. KAPEHTHHU CPOKOBE

I'oBega: Meco 1 BBTpEIIHM OpraHu: 15 nHU; MIISKO: 5 THU.

CBHHe: MeCO U BBTPEIIHU OPraHu: 5 AHU.

Kone: Meco v BETpEIIHY OpPraHu: 5 THHU.

He ce paspemasa 3a ynorpeba mpu >KWBOTHH, YHETO MIIIKO € TIpeIHa3HaueHO 3a KOHCYMaIHs OT X0pa.

‘ 9. CHELNUWAJIHU NPEAYHNPEXJIEHUS, AKO E HEOBXOJIUMO

| 10. CPOK HA TOAHOCT

Togen no {Mecery/roauxa}
Cnen npoOuBaHe, U3MOA3Ball B paMKHUTE Ha 28 JTHH.
Cnen npoOuBaHe, U3MOA3BANTE MPEH. ..

11. CHEHNUWAJIHHU YCJIOBHUsA 3A CbXPAHEHUE

12. CHEHLOUWAJIHU MEPKH 3A YHUIILOXKXABAHE HA HEU3ITOJI3BAH ITPOJAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHCZ MpoOYCTH JIUCTOBKATA.

13. HAJIHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” U
YCJIOBUA WK OT'PAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepUHApHOMEIUIIMHCKA yroTpeba. Jla ce oTimycka camo 110 JIeKapcKo MpeanicaHume.
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14. HAJIIUCBHT “JA CE CBbXPAHSABA JAJIEY OT INIOIVIEJA 1 HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Aajied OT NOorjicAa U Ha HEAOCTBIIHU 3a ACLIa MCCTaA.

15. HUME U IIOCTOAHEH AJPEC HA ITIPUTEKATEJIA HA JIMIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEPA HA JIMIIEH3A 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. NAPTHIAEH HOMEP

IT Ne {HOMED}
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NHPOPMALIUSA, KOATO CE U3IIUCBA BbPXY IITIbPBUYHATA OIIAKOBKA

100 ml u 250 ml 6yTniaka

1. HAUMEHOBAHUME HA BETEPUHAPHOME/JIUIIUHCKUSA TPOAYKT

Loxicom /Jlokcukom/ 20 mg/ml MHXEKIIMOHEH pa3TBOP 3a TOBE/Ia, CBUHE U KOHE
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA

Meloxicam 20 mg/ml
ETanon 150 mg/ml

3. OAPMAINEBTUYHA ®OPMA

WHxeKkuuoHeH pa3TBop.

4. PASMEP HA OITAKOBKATA

100 ml
250 ml

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

I'oBena, cBHHE M KOHE.

‘ 6. TEPAIIEBTUYHU IIOKA3AHUA

TI'oBena:

OcTtpa pecriupatopHa HHPEKIIH.

Juapus npu Tenera Ha Bb3pacT HaJl /IHA CEIMUIIA ¥ MJIa/Iv, HEJIAKTUPAIH KPaBU.
OcCTBp MacTuT.

3a obOJsieKkyaBaHe Ha CliefoNepaTuBHATa 00JIKa ciie]] 00e3pOroBsBaHe Ha TeJeTa.

Csune:
Hesapasuu nBuraTeHu HapyIIeHUS.
[Myepniepanna centunemus u Tokcemuss (MMA cHHIPOM) ¢ aHTUOMOTHUYHA TEPaITHs.

Komne:
OcTpu U XpOHHUYHU MYCKYJIHO-CKEJIETHH HapyIICHHUS.
Bonka cBbp3aHa ¢ KoJIMKa MpU KOHE.

7. METOJ 1 HAYUH HA ITPUJIOKEHUE
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I'oBena: EnHokpaTHO, TOAKOKHO WIJIM HHTPABEHO3HO MHXKEKTHPAHE

CeuHe: EMHOKpaTHO, UHTPAMYCKYJIHO HHXKEKTUPaHE. AKO € HE00X0IMMO, TIOBTOPHO MPHUJIaraHe
MO3Ke J1a ce HampaBHu cief 24 yaca.

Kone: EnHOKpaTHO, HHTPaBEHO3HO MH)KEKTUPAHE.

[Ipeau ynotpeba npoveTy JUCTOBKATA.

8. KAPEHTHHU CPOKOBE

I'oBena: Meco U BbTpELIHU OpPraHu: 15 THU; MIISIKO: 5 THHU.

CBHHe: MECO W BETPEIIHHA OPTaHu: 5 THU.

Kone: Meco u BETpEIIHYU OpPTaHU: 5 THU.

He ce pa3pemaga 3a yrnorpeda npu )KMBOTHH, YMETO MIISKO € ITPEIHA3HAYCHO 3a KOHCyMaIlus OT XOopa.

9. CHEONUAJIHU NPEAYHNPEXJIEHUS, AKO E HEOBXOJINUMO

[Ipenu ynorpeba mpoyeTH JIMCTOBKATA.

10. CPOK HATOJHOCT

l'opmen mo {mMecen/roguHa}
Cnen npobuBaHe, U3MON3Ball B paMKHTE Ha 28 JTHH.
Crnen mpobuBaHe, U3MOM3BANTE MPEH...

11. CHELNUWAJIHU YCJIOBUSA 3A CbXPAHEHUE

[Mpeau ymoTpeba mpovyeTH JTUCTOBKATA.

12. CHEHMWAJIHU MEPKH 3A YHUIILOKABAHE HA HEU3ITOJI3BAH ITPOJAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

VHUIIIOXETE OCTaThUHHUTE MaTepualii B CbOTBETCTBUC C USUCKBAHUATA HAa MECTHOTO 3aKOHOJATCJIICTBO.

13. HAJAIUCBHT “CAMO 3A BETEPUHAPHOMEJININHCKA YIIOTPEBA” U
YCJI0OBUSA WK OT'PAHUYEHUSA OTHOCHO PA3IIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTeprHapHOMEIUIMHCKA yrioTpeba. Jla ce oTIycka camo 1o JeKapcKo Npenicanue.

14. HAIIMUCHT “JA CE CbXPAHSBA JAJIEY OT IIOIVIEJA U HA HEJOCTBIITHU
3A JEIIA MECTA”

Jla ce cpxpaHsiBa gajied OT IOorjiea U Ha HeIOCTHITHH 3a JIeIa MecTa.

15. HME U IIOCTOAHEH AJIPEC HA ITIPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA
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Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEPA HA JIMIIEH3A 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. NAPTHUIEH HOMEP

IT Ne {HOMED}
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MUHHUMYM HH®OPMAIUSA, KOATO TPABBA JIA BbJE U3IIMCAHA BbPXY
MAJIKH OITAKOBKMU BMII, KOUTO CBABPXKAT EAUHUYHA J103A

30 ml u 50 ml 6yTnika

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIMHCKUSA TPOAYKT

Loxicom /Jlokcukom/ 20 mg/ml MHXEKIIMOHEH pa3TBOP 3a TOBE/Ia, CBUHE U KOHE
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

Meloxicam 20 mg/ml

3. CBbABbPKAHUE CIIPAIMO MACA, OBEM WJIN BPOI HA EJMHUYHUTE 103U ‘

30 ml
50 ml

4. HAYMH HA ITIPUJIOKEHUE

I'oBena: s.c. i 1.v.
CsuHe: 1.m.
Komne: 1.v..

5. KAPEHTHU CPOKOBE

I'oBena: Meco U BbTpELIHU OpPTraHu: 15 THU; MIISIKO: 5 THHU.

CBHHe: MECO W BETPEIIHHA OPTaHu: 5 THU.

Kone: Meco 1 BETpEIIHN OpPTaHU: 5 THU.

He ce pa3pemaga 3a ynorpe0a npu >KMBOTHH, YHETO MJIISTKO € MPEIHA3HAYCHO 32 KOHCYMaIlUs OT X0pa.

6. TAPTUJIEH HOMEP |

[INe {HOMED}

7. CPOK HA T'OJHOCT |

lomen no {Mecen/ronnna}
Cnen npobuBaHe, U3MOA3Ball B paMKHUTE Ha 28 JHH.
Cnen mpobuBaHe, N3MO3BAITE TpeaH. ..

8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEAMIIMHCKA yTIOTpeoa.

I[a CC OTITYCKa CaMO IIO JICKApCKO IMpEAIMNCaHueC.
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NHO®OPMAIUA, KOATO CE N3IIMCBA BbPXY BBHUIHATA OITAKOBKA

Kapronena kytus

1. HAUMEHOBAHUWE HA BETEPUHAPHOME/JUIIMHCKUSA TPOAYKT

Loxicom /JIokcukom/ 1 mg apBuamy TabNeTKH 3a KydeTa
Loxicom /JIokcukom/ 2,5 mg apBYainiyu TabJIEeTKU 3a KydeTa
meloxicam

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUUSA

Meloxicam 1 mg/npBUaria TabaeTKa
Meloxicam 2,5 mg/npByama Tabnerka

‘ 3. OAPMAIEBTUYHA ®OPMA

JIpBuama Tabierka.

| 4. PA3MEP HA OAKOBKATA

10 TabneTku
20 Ta0baeTKn
100 TabneTku
500 TabneTkn

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

Kyuera

6. TEPAIIEBTUYHMU IIOKA3AHUA

3a obnekvyaBaHe Ha BBh3MaAJEHUS U OOJIKU MPU OCTPU U XPOHUYHU MYCKYITHO-CKEJIETHU CMYIIEHHUS.

7. METOJA 1 HAYUH HA ITPUJIOKEHUE

3a ocurypsiBaHe Ha IMPaBHJIHO JO3MpaHe U N30ATBaHE MPe WM MOJ03UpaHe TeslecHaTa Maca clieiBa
Jla c€ yCTaHOBM MaKCHMAaIHO TOYHO.
[Ipenu ymoTrpeda mpoveTn JIUCTOBKATA.

8. KAPEHTEH CPOK
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‘ 9. CHEONUAJIHU NPEAYHNPEXJIEHUS, AKO E HEOBXOJINUMO ‘

| 10. CPOK HA TOJHOCT |

lomen no {Mecen/ronuna}
CpoK Ha TOAHOCT Ha MOJOBUHKHTE Ta0JeTKH - 24 yaca.

‘ 11. CHELNUWAJIHHU YCJIOBUsA 3A CbXPAHEHUE

[Ja He ce cpxpaHaBaBa npu TemiepaTtypa Hazg 25 °C.
Jla ce cbXpaHsABa B OpUTMHAIHATA OIIAKOBKA C L1eJ1 IIPeJIa3BaHe OT CBETJINHA.

12. CHEHLMWAJIHU MEPKH 3A YHUIILOKABAHE HA HEU3ITOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

VHuUI0XaBaHe: MpoYCTH JIUCTOBKATA.

13. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJININHCKA YIIOTPEBA” U
YCJOBUSA NJIH OT'PAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTeprHapHOMEIUIMHCKA yrioTpeba. Jla ce oTIycka camo 1o JeKapcKo NMpernucanue.

14. HAIIMUCBHT “JA CE CBbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

Jla ce cpxpaHsiBa gajied OT Iorjieia U Ha HeOCTHITHY 3a JIeIa MecCTa.

‘ 15. HME U IIOCTOSAHEH AJIPEC HA ITIPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16. HOMEPA HA JIMLEH3A 3A YIIOTPEGA HA BMII

Loxicom /Jlokcukom/ 1 mg AbBYALIM TA0JIETKH 32 KyYeTa
EU/2/08/090/019 — 1 x 10 TabneTku

EU/2/08/090/020 — 2 x 10 Tabnerkn

EU/2/08/090/021 — 10 x 10 TabneTkn

EU/2/08/090/022 — 50 x 10 TabmeTku

Loxicom /JIokcukom/ 2,5 mg AbBYALIM TA0JIETKH 32 Ky4eTa
EU/2/08/090/023 — 1 x 10 TabneTku
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EU/2/08/090/024 — 2 x 10 TabieTku
EU/2/08/090/025 — 10 x 10 TabieTkn
EU/2/08/090/026 — 50 x 10 TabneTkn

| 17. NAPTHIAEH HOMEP

IT Ne {HOMED}
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MUHMUMYM UHOOPMALIUA, KOATO TPABBA JA BbJAE U3IIMCAHA BBPXY
BJINCTEPU NJIM JIEHTH

Bbaucrepu

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIMHCKUSA TPOAYKT

Loxicom /JIokcukom/ 1 mg apBYamiy TablIeTKU 3a Kydera
Loxicom /JIoxcukom/ 2,5 mg rpBYAITN TAOIETKA 32 KydeTa
meloxicam

2. HAMMEHOBAHUME HA ITIPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA

Norbrook Laboratories Limited

3. CPOK HA TOJHOCT

Togen no {Mecery/roauxa}

| 4. TAPTMJIEH HOMEP

[INe {HOMED}

‘ 5. HAJIIIUCHT “CAMO 3A BETEPUHAPHOMEJIUMIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEAMIIMHCKA yTIOTpeba.
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NHO®OPMAIUSA, KOATO CE U3IIMCBA BbPXY BHbHIIIHATA OITAKOBKA

KapTonena kytus

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIMHCKUSA TIPOAYKT

Loxicom /Jloxcukom/ 50 mg/g mepopaiiHa nacta 3a KOHe
meloxicam

2. CbAbPKAHUE HA AKTUBHATA CYBCTAHLIMUSA

Meloxicam 50 mg/g
ben3uios ankoxon 10 mg/g

3. OAPMAIEBTUYHA ®OPMA

IIepopanna macra.

4. PABMEP HA OITAKOBKATA

1 cripuHIIOBKa
7 CIPUHLOBKU
14 cipuHITOBKH

5. BUJIOBE ’)KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BMII

Komne.

6. TEPAIIEBTUYHU ITIOKA3AHUSA

Obnex4yaBaHe Ha Bh3MAICHNE U HAa O0JIKA TIPY OCTPH U XPOHUYHU MYCKYIJTHO-CKEJIETHH HApYIIEHIS IPH
KOHe.

7. METOJ 1 HAYUH HA IPUJIOKEHUE

[TepopanHo npunoxxeHue.
[Ipenu ynorpeda mpoveTy JIUCTOBKATA.

8. KAPEHTEH CPOK

Kone: Meco u BbTpeIIHN OpraHu: 3 JHHU.
He ce paspemasa 3a ynorpeba npu >KUBOTHH, YHETO MIIIKO € IIPEAHA3HAuYEHO 3a KOHCYMAaIMs OT X0pa.
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9.

CIIEHUMAJIHU NPEAYHPEXJIEHUA, AKO E HEOBXOIUMO ‘

10.

CPOK HA I'OJJHOCT |

Togen no {Mecer/roauxa}
Cpoxk Ha TOAHOCT CJIe/l TbPBO OTBApsHE HA MMbPBUYHATA OMIAKOBKA: 28 JTHH.

11.

CIHIEIIMAJIHU YCJI0OBUSA 3A CbXPAHEHUE

Ma ce cpxpansBa npu Temnepatypa rnox 30 °C.

12.

CIIEHUAJIHU MEPKHU 3A YHUIIOXKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIN OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

YHumoxaBaHe: IIPOYETH JIUCTOBKATA.

13.

HAJIIMCBHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA” U
YCJOBUA NI OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BCTCPUHAPHOMEAUITMHCKA yHOTpC6a. I[a CC OTIIyCKa CaMo IIO JICKapCKO MpeAINrCcaHune.

14.

HAJIMCHT “JA CE CbXPAHSBA JAJIEY OT MOTJIEJA M HA HEJIOCTBITHUA
3A JJELA MECTA”

I[a CC ChbXpaHsBa Aajied OT NOorjicaa U Ha HEAOCTBIIHU 3a [ACLIa MCCTaA.

15.

UME U ITOCTOAHEH AJIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

16.

HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/08/090/029 (1 cipuHIIOBKA)
EU/2/08/090/030 (1 x 7 cCipuHIIOBKH)
EU/2/08/090/031 (1 x 14 cupuHIIOBKH)

17.

HAPTUJAEH HOMEP

IT Ne {HOMep}
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MUHHUMYM HH®OPMAIUSA, KOATO TPABBA JIA BbJE U3IIMCAHA BbPXY
MAJIKH OITAKOBKMU BMII, KOUTO CBABPXKAT EAUHUYHA J103A

ETuker BbpXy CIPMHIOBKATA

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TPOAYKT

Loxicom /Jlokcukom/ 50 mg/g mepopaiaHa macta 3a KOHe
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUUA

Meloxicam 50 mg/g
ben3uios ankoxon 10 mg/g

3. CbABbPKAHUE CIIPIMO MACA, OBEM WA BPOI HA EJJMHUYHUTE 103U ‘

84¢g

4. HAYMH HA ITIPUJIOKEHUE

[lepopanHo mpuIoXeHHE.

5. KAPEHTEH CPOK

Meco u BBTpEIIHU OpTraHu: 3 AHU.
He ce paspemasa 3a ynorpeba npu >KUBOTHH, YHETO MIIIKO € IIPEAHA3HAuYEHO 3a KOHCYMAaIMs OT XO0pa.

‘ 6. IHAPTUJAEH HOMEP

[INe {HOMED}

‘ 7. CPOK HA I'OJHOCT

lomen mo {Mecen/ronuna}
Cpok Ha TOAHOCT CJIe IIbPBO OTBApsSHE Ha MbPBUYHATA ONAKOBKA: 28 IHU.
Cnen oTBapsiHe, M3MOJI3BAMTE IPE/IH. ..

8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEAMIIMHCKA yTIOTpeoa.
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B. IUCTOBKA
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JINCTOBKA:

Loxicom /JIoxcukom/ 0,5 mg/ml mepopanHa cycrieH3us 3a KydeTa

1. HUME N ITIOCTOSHEH AIPEC HA IIPUTE/KATEJISI HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJISA, AKO TE CA PA3JIMYHHU

[TpuTexaTen Ha JUIEH3a 32 yIoTpeba:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[IpousBoaMTEN, OTTOBOPEH 32 OCBOOOKIaBaHE HA NAPTH/IATA:
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 BETEPUHAPHOMEJIUIIUHCKUS ITIPOAYKT

Loxicom /Jlokcukom/ 0,5 mg/ml nmepopanna cycreH3us 3a Kydera
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUA U EKCLHHUTIUEHTUTE
Bcexn ml ceappika:

AKTHBHA cy0CTaHIMA:
Meloxicam 0,5 mg

ExcuunueHnTu:
Hatpues G6enzoar 1,5 mg

biienoxbnra cycneHsusl.

4. TEPAIIEBTUYHU INIOKA3AHUSA
3a obnekyaBaHe Ha BB3IMAICHUS U OOJIKH MPU OCTPHU U XPOHUYHH MYCKYITHO-CKEIETHH CMYIICHHS IIPH
Kydera.

S. INPOTUBOIIOKA3AHUA
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Jla He ce n3moa3Ba npu OpEeMEHHU WK JIAKTUPAIIH KUBOTHH.

Ja He ce u3MmoN3Ba MpH KydeTa, CTPaJallyd OT CTOMAIIHO-YPEBHU PA3CTPOMCTBA KAaTO BB3MAJICHUSI U
KPBBOM3IIMBU, TpPU YEpHOIPOOHA, ChpJeYHa WIH OBOpedHa HEAOCTATHYHOCT M XEMOpPArmyHU
CMYIIECHHS.

Jla He ce W3MON3BA MPHU CBPBHXUYYBCTBUTEIHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSKOH OT
SKCITUTTCHTHUTE.

Jla He ce u3MmoJI3Ba MpH Kyuera 1oj 6 ceIMUYHa Bh3PacT.

6. HEBJIATOIIPUATHU PEAKIIUA

Nwma HaOmronaBaHu ciay4yau Ha TUIIMYHU HEOJNAronpusTHU peakiuu rnpu npuinarade Ha HCIIBC kato
3aryba Ha amneTwuT, MOBPbBINAHE, NWAPHUH, OKYJITHa KPHB BBB (eKaluuTe, amatus U ObOpedHa
HEI0CTaTHLIHOCT. B MHOTO penmku ciaydan (mo-manko oT 1 xuBoTHO Ha 10,000 TpeTupaHu KUBOTHH,
BKIIFOUUTEITHO HM30JUPAaHU CHOOIIEHUS) c€ ChoOlIaBa XeMoparunyHa [AuapHs, XemaTemesa,
racTPOWHTECTHHAIHA yIIEPalns U MOBUIICHN YePHOAPOOHN SH3UMH.

Te3n HeOTArOMPUATHH PEAKINH Ce TIOSBSIBAT OONKHOBEHO MPe3 MbpBaTa CeAMHUIIA Ha JISIEHUETO, CIIe
KOC€TO OTIIYMABAT U U3YE3BAT IIPU NPEKpATABAHC HA TPECTUPAHETO, HO B MHOI'O PCAKHU CIIy4Yau Morat Jia
ObJaT CePUO3HU WK (haTaTHHU.

AKO ce TIOSIBAT HEOJIArONPHUATHU PEAKIIMH, JCUCHHUETO TPsOBa Ja CE MPEYCTAaHOBU U Ja C€ MOThPCH
CHBET OT BEeTEPUHAPEH JIeKap.

Axo 3a0enexuTe HIKaKBU HEOIAronpuATHU PEaKLUH, BKIIOUUTEIHO U TAKUBA, KOUTO HE Ca OIIUCAHU B
Ta3| JUCTOBKA WM MHUCIIHUTE, Y€ BETEPUHAPHOMEIUIIMHCKUS MMPOIYKT HE paboTH, MOJIS ]a YBEJOMUTE
Bamms BeTepuHapeH nekap.

i BUJAOBE )KUBOTHMU, 3A KOUTO E HPEJJHA3HAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKH BU/JI ’KUBOTHO, METOJ1 1 HAYUH HA ITPUJIATAHE

ﬂosn POBKa

Jlegenuero cnenBa ma 3amovHe ¢ eqHOKparTHa fgo3a ot 0,2 mg meloxicam/kg Temecna maca (4 ml/10 kg
TeJeCHa Maca) Mpe3 MbPBHS JICH U Ja ¢e MPOIB/DKM ¢ moaabpxaina fgo3a ot 0,1 mg meloxicam/kg
tenecHa Maca (2 ml/10 kg TenecHa maca) nepopajiHO eIuH ITbT Ha JeH (Ha UHTepBaj oT 24 yaca)

[Ipu mo-pOABIKUTENHO JIeUeHHe, CIe]] YCTaHOBsABaHE Ha KIMHWYHUS edekT (ciex okoio 4 mHN),
J103aTa MOKe J1a ObJie peryaupaHa 10 Hali-HUcKaTa e(DeKTUBHA WHAMBH/yallHA 110 HAYWH, Y€ CTCIICHTA
Ha 0OJKa W BB3MAJICHHE BHB BPB3Ka C XPOHUYHUTE MYCKYJIHO-CKEIIETHH CMYIICHHS J1a BapUpa BHB
BpPEMETO.

MeToa ¥ HAYMH HA IPUWJIAaraHe

3a mepopatHO MPUIIOKEHUE.

3a mepopatHO NPUIIOKEHNE Ype3 XpaHaTa WM JUPEKTHO B ycTara.
Pasknarere noOpe npenu ynotpeoda.

CycneH3usTa Moxe 1a Objie MPUIIOKEHA Ype3 eIHA OT ABETE MEPUTEIHHU CIPUHIIOBKH KbM OIIAKOBKATa.
CIpHHIIOBKUTE Ce 3aKpenBar 3a (iakoHa U UMar ckajia B kg TenecHa Maca, KOSITO ChOTBETCTBA Ha
nomappkamara go3a (0,1 mg meloxicam/kg tenecna maca). [Ipe3 mbpBUs eH ce mpuiara JBoiHa
moambpkama Jjgo3a. Karo anrepHatmBa JIeYeHHETO MOXKe 1a 3amouHe ¢ Jlokcmkom 5 mg/ml
WHXXEKI[MOHEH Pa3TBOpP.

86



KiuananusaT ehekt HOpMatHO ce BUk1a B pakuTe Ha 3-4 nHu. JledyeHueTo ciieqBa na 0b/ie MpeKpaTeHo
Hali-kbcHO cnen 10 aHu, B ciydaii, ye He ce HaOJro1aBa oJJOOpeHue.

I[a ce n30srBa KOHTaMMUHAIUA 10 BpEMC Ha IprjiaraHe.

9. CBHBET 3A IPABUJIHO IPUJIOKEHUE
3a ocurypsiBaHe Ha TPEIM3HO J03WPaHE YCTAHOBETE BBH3MOXKHO HAM-TOYHO TeliecHATa Maca Ha

KHUBOTHOTO.
MOJ'Iﬂ, clieABaiiTe BHUMATCIIHO HUHCTPYKIHUUTC HAa BETCPUHAPHUSA JICKAP.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CHEHNUWAJIHH YCJOBUsA 3A CbXPAHEHUE HA ITIPOAYKTA

Jla ce cbXpaHsiBa Jajed OT MOrJIeia ¥ Ha HeIOCTBITHHM 3a JeIa MecTa.

To3u BeTeprHAPHOMEIUIIUHCKHU MPOIYKT HE H3MCKBA HUKAKBH CIICI[HATIHYU yCIOBHS 32 ChXpaHCHUE.
Jla He ce U3M0JI3Ba TO3U BETEPUHAPHOMEANIIMHCKH IIPOLYKT CJIE H3THYaHEe CPOKa HA TOJHOCT, IIOCOYEH
BBpPXY €THKETa U KapToHa cien {{'oneH xo}.

Cpok Ha FOAHOCT CJIe/l IbPBOTO OTBapsHE Ha OMaKOBKaTa: 6 Mecera.

12. CHENUAJIHM NPEAYIPEXIEHUSA

Crenyandy npeanasii MEPKHU 3a )KUBOTHUTE IPU VIIOTpeOdaTa Ha IMPOIYKTA:

[Ipu mosiBa Ha HEONATONPUATHU PEAKIMH, JICYCHUETO Cle/Ba Aa ObJIe MPEKPATeHO U J1a Ce MOTHPCH
CBBET OT BeTEpUHAPEH JIeKap.

U36srBaiiTe npuiiaraHeTo Npy AeXUIPATHPAHH, XUTIOBOJICMAYHU W XUTIOTEH3UBHU )KHBOTHH, ThI KaTo
MMa TOTSHIIMAJICH PUCK OT ObOpEeYHa HHTOKCUKAIIUS.

To3u mpoaykT 3a Kydera He TpsOBa Ja ce M3MOI3Ba MPHU KOTKU MOPAJU PA3THUYHUTE JO3UPOBHUYHH
ycrpotictsa. [1pu koTku TpsOBa na ce m3noissa Jlokcukom 0,5 mg/ml mepopanta CycreH3us 3a KOTKH.

CHGLII/IaJ'IHI/I Oopcanas’Hy MCEPKHW 3a Jyiara, HOpujaaraimy BCTCPUHAPHOMCAWIMHCKHA TIPOAYKT Ha
KHUBOTHUTC!

Xopa Cc yCTaHOBEHa CBPBXUYBCTBUTEIHOCT KbM HECTEPOMAHUTE MPOTUBOBB3MAIUTENHU CPEICTBA
(HCIIBC) TpsibBa 1a M305rBaT KOHTAKT C BETEPUHAPHOMETUIIMHCKHSI IPOYKT.

IIpu cimyuaiiHO mornbinaHe, He3a0aBHO Ja c€ MOTHPCH MEIUIIMHCKU ChBET, KAaTO Ha JIeKaps ce
MpeI0CTaBU JINCTOBKATa UM €TUKETa Ha MPOAYKTA.

BDCMeHHOCT W JJaKTaluAg:

be3omacHocTTa Ha BCTCPUHAPHOMCAUIIMHCKUA MPOAYKT HE € JOKa3aHa 1O BPEME Ha 6peMeHHOCT u
JJaKTalus:.

BSaHMOHeﬁCTBHe C APpYIryu BETCPUHAPHOMECINIIMHCKH IIPOAYKTH U APYTH d)ODMI/I Ha B3aHMOI[eI>'ICTBI/Ie:
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Uznomsanero ¢ npyrm HCIIBC, auyperuiy, aHTHKOAaryjaHTH, aHTHOMOTHLIM OT Trpynara Ha
aMHUHOTJIMKO3UANTE U BELIECTBA C BHCOKA CTENEH HAa CBBP3BAaHE C IMPOTEHHUTE MOXKE JAa JOBENE 10
KOHKYPEHTO CBBP3BaHE U 10 TO3M HAYWH Ja IPEeIU3BUKA TOKCUIHH eeKTH. JIokcKoM He TpsOBa 1a
ce npuyara 3aeano ¢ apyru HCIIBC wiu riitoKOKOPTHKOCTEPOUTH.

[Ipenxoxnamio JedeHne ¢ NPOTUBOBB3MAIUTENHU CPEICTBA MOXKE J1a TOBEAE A0 JOMBIHUTEIHHU WU
MO-OCTPU HEONIArONMPUATHU PEaKIUU U TIOPaJd TOBa MEXIY MPHIIAraHeToO Ha TopHUTE U JIOKCHKOM e
HeoOXoauM Tepuon oT Hai-manko 24 waca. To3m mepmonm ciemBa na ObIe choOpaseH W C
(hapMaKOKMHETHYHUTE CBOMCTBA HA MPEIXOAHUS MTPOAYKT.

HQCQOSI/IQaHC (CHMIITOMH, CIICIITHA MEPKH, aHTUAOTH):

B cnyqaﬁ Ha Ipeao3nupaHe aa CC MpuIoKu JICUCHUEC, C’bO6paB€HO CbC CUMIITOMHUTE.

OCHOBHHM HECHBMECTUMOCTH:

[Ipu nurica Ha MaHHH 32 CHBMECTHUMOCT, TO3H BETEPUHAPHOMETUITMHCKHI IPOAYKT HE TPsIOBa Aa Obie
CMECBaH C APYTH BETEPUHAPHOMETUIITHCKH TPOTYKTH.

13. CHEHNUWAJIHU MEPKU 3A YHUINOKABAHE HA HEU3ITIOJI3BAH NTPOAYKT NJIN
OCTATHIM OT HEI'O, AKO UMA TAKHUBA

BMII He TpsOBa na ObAAT U3XBBPISHA Ype3 OUTOBU OTHABIN HITH OTHAIHU BOJH.

[Tonuraiite Baius BeTepuHapeH jiekap KakBo Ja mpaBute ¢ HeHykaute BMII. Te3u Mepku 111e moMorsat
3a Oma3BaHe Ha OKOJHATa Cpefa.

14. JJATATA HA ITIOCJIEAHATA PEJAKLIUA HA TEKCTA

[MonpoOHa mHbOpMAIKS 32 TO3M BETEPHUHAPHOMEAMIIMHCKU MPOJIYKT MOXKE Ja HAMEPUTE Ha UHTEPHET
cTpanuiiara Ha EBpometickara Arenmus mo Jlekapcrsara http://www.ema.europa.eu/.

15. JAOHBJIHUTEJIHA UH®OPMALUSA

[MonueTunen TepedranaToBu OyTHIKK OT 15 unu 30 ml ¢ ABE MOJUETHIICHOBH/ TIOJIATPOITUICHOBH
MEPUTEIHU CIIPUHIIOBKHU.
He Bcuukm pa3mepr Ha omakoBKaTa MOTAT J1a ObJaT MpeajiaraHy Ha ma3apa.

3a Bcska I/IH(bOpMaLII/ISI OTHOCHO TO3U BETCPUHAPHOMCIUIIUHCKU IMMPOAYKT, MOJISI CBBPIKETC CC C
TCPUTOPUATTHHUA NPCACTABUTCII HA IIPUTECIKATCIIA HA JIMLICH3a 3a yHOTpC6a.

Belgié/Belgique/Belgien Latvija

Luxembourg/Luxemburg Magnum Veterinarija SIA
Nederland Ulbrokas 23, Riga, LV-1021, Latvija
Fendigo sa/nv Tel. +371 6716 0091

Avenue Herrmann Debrouxlaan 17 Fax. +371 6716 0095

BE 1160 BRUSSELS
Tel : +32 2 734 46 90
Fax : +32 2 734 48 99

Peny0auka bbarapus Lietuva
Norbrook Laboratories (Ireland) Limited Magnum Veterinarija, UAB
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Rossmore Industrial Estate
Monaghan,
Ireland

Ceska republika

Samohyl group a.s.Smetanova 1058 512 51

Lomnice Nad Popelkou
Ceska republika
Tel: +420 481 653 111

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

Danmark

Deutschland

Elanco GmbH
Heinz-Lohmann-Stral3e 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EA\LGoa

XEAAADOAPM AE

lo yiu. A. Howaviog — Mapkomoviov,
T® 100, 19002, IMowowvio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaia

Laboratorios Karizoo

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

Barcelona (Espatfia)

France

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN
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Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lietuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

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

Fax +356 21493082

Email sales@borg-cardona.com
Norge

Interfarm AS

Dolasetta 5,

3408 Tranby

Norway

Tel +47 6758 1130

Mob +47 9057 0005

e-mail: post@interfarm.no

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

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

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

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

PORTUGAL

Tel. (00351) 21 8511493

Romania

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964



France
Tél. 01 57422303

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1.

Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxielotikdg Awovopéag Kdmpov: Xmopog

Zrovpwvidng Képkarg Atd

Aewo. Ztacivov 28, 1060 Asvkwcio, Kbnpog

TnA: 22 447464 / Dog: 22 756902
e-mail: chemicals@stavrinides.com.cy

e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.1.0.
Sviétokrizske ndm. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.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
Sweden

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

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NN18 9EX

United Kingdom
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JINCTOBKA:

Loxicom /JIoxcukom/ 1,5 mg/ml mepopanHa cycneHs3us 3a KydeTa

1. HUME N ITIOCTOSHEH AIPEC HA IIPUTE/KATEJISI HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJISA, AKO TE CA PA3JIMYHHU

[TpuTexaTen Ha JUIEH3a 32 yIoTpeba:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[IpousBoaMTEN, OTTOBOPEH 32 OCBOOOKIaBaHE HA NAPTH/IATA:
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 BETEPUHAPHOMEJIUIIUHCKUS ITIPOAYKT

Loxicom /Jlokcukom/ 1,5 mg/ml nepopanna cycreH3us 3a Kydera
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUA U EKCLHHUTIUEHTUTE
Bcexn ml ceappika:

AKTHBHA cy0CTaHIMA:
Meloxicam 1,5 mg

ExcuunueHnTu:
Hatpues G6enzoar 1,5 mg

biienoxbnra cycneHsusl.

4. TEPAIIEBTUYHU INIOKA3AHUSA
3a obnekyaBaHe Ha BB3IMAICHUS U OOJIKH MPU OCTPHU U XPOHUYHH MYCKYITHO-CKEIETHH CMYIICHHS IIPH
Kydera.

S. INPOTUBOIIOKA3AHUA
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Jla He ce n3moa3Ba npu OpEeMEHHU WK JIAKTUPAIIH KUBOTHH.

Jla He ce M3Mmoa3Ba NpHU KUBOTHH, CTPAJAIIN OT CTOMAITHO-YPEBHU PAa3CTPONCTBA KATO Bb3NAICHUS U
KPBBOM3IIMBU, TpPU YEpHOIPOOHA, ChpJeYHa WIH OBOpedHa HEAOCTATHYHOCT M XEMOpPArmyHU
CMYIIECHHS.

Jla He ce W3MON3BA MPHU CBPBHXUYYBCTBUTEIHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSKOH OT
SKCITUTTCHTHUTE.

Jla He ce u3MmoJI3Ba MpH Kyuera 1oj 6 ceIMUYHa Bh3PacT.

6. HEBJIATOIIPUATHU PEAKIIUA

Nwma HaOmronaBaHu ciay4yau Ha TUIIMYHU HEOJNAronpusTHU peakiuu rnpu npuinarade Ha HCIIBC kato
3aryba Ha amneTwuT, MOBPbBINAHE, NWAPHUH, OKYJITHa KPHB BBB (eKaluuTe, amatus U ObOpedHa
HEI0CTaTHLIHOCT. B MHOTO penmku ciaydan (mo-manko oT 1 xuBoTHO Ha 10,000 TpeTupaHu KUBOTHH,
BKIIFOUUTEITHO HM30JUPAaHU CHOOIIEHUS) c€ ChoOlIaBa XeMoparunyHa [AuapHs, XemaTemesa,
racTPOWHTECTHHAIHA yIIEPalns U MOBUIICHN YePHOAPOOHN SH3UMH.

Te3n HeOTArOMPUATHH PEAKINH Ce TIOSBSIBAT OONKHOBEHO MPe3 MbpBaTa CeAMHUIIA Ha JISIEHUETO, CIIe
KOC€TO OTIIYMABAT U U3YE3BAT IIPU NPEKpATABAHC HA TPECTUPAHETO, HO B MHOI'O PCAKHU CIIy4Yau Morat Jia
ObJaT CePUO3HU WK (haTaTHHU.

AKO ce TIOSIBAT HEOJIArONPHUATHU PEAKIIMH, JCUCHHUETO TPsOBa Ja CE MPEYCTAaHOBU U Ja C€ MOThPCH
CHBET OT BEeTEPUHAPEH JIeKap.

Axo 3a0enexuTe HIKaKBU HEOIAronpuATHU PEaKLUK, BKIIOUYUTEIHO U TAKUBA, KOUTO HE Ca OIIUCAHU B
Ta3y JUCTOBKA WM MHUCIHUTE, Y€ BETEPUHAPHOMEIUIIMHCKUS MMPOIYKT HE paboTH, MOJIS ]a YBEJOMUTE
Bammis BeTepuHapeH nekap.

i BUJAOBE )KUBOTHMU, 3A KOUTO E HPEJJHA3HAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKH BU/JI ’KUBOTHO, METOJ1 1 HAYUH HA ITPUJIATAHE

ﬂosn POBKa

Jlegenuwero crmenBa ma 3amodHe ¢ eaHokpatHa mo3a ot 0,2 mg meloxicam/kg Temecma maca
(1,33 ml/10 kg TenecHa Maca) mpe3 IbPBUS JCH U J1a Ce MPOIBIIKK ¢ Toabpkaiia go3a ot 0,1 mg
meloxicam/kg Tenecna maca (0,667 ml/10 kg Tenecna maca) nepopajiHO €IUH BT Ha ACH (Ha HHTEPBa
oT 24 yaca)

[Ipu mo-pOABIKUTEHO JICUECHUE, CJIe]] YCTAHOBSABaHE HAa KIMHUYHUS e(eKT (ciex okojio 4 JIHM),
J03aTa Moke Ja ObJie peryjrpaHa 10 Hali-HicKaTa e()eKTHBHA WHANBH/yallHA 110 HAYWH, Y€ CTEIIEHTa
Ha 0OJKa W BB3MAJICHHE BHB BPB3Ka C XPOHHYHUTE MYCKYJITHO-CKEJIETHH CMYIICHHS a Bapupa BHB
BpEMETO.

MeToa 1 HAYMH HA NPUWJIAaraHe

3a mepopasHo MPUIIOKEHUE.

3a nepopaiiHO IPUIIOKEHHE Ype3 XpaHaTa il JUPEKTHO B yCTaTa.
Paskmarere moOpe mpenu ymnorpeoda.

CycneH3usTa MoXxe J1a ObJie MPUIIOKEHA Ype3 eJIHA OT ABETEe MEPUTEIHH CIIPUHIIOBKH KbM OIIAKOBKATa.
CrhpUHIIOBKUTE c€ 3aKpemBaT 3a (UIakOHAa W UMAT cKaya B Kg TelecHa maca, KOATO ChOTBETCTBA Ha
nommepkamara mo3a (0,1 mg meloxicam/kg temecHa maca). Ilpe3 mbpBHs 1eH ce mpujiara ABOWHA
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nojyiepxkama jgo3a. Kato anrepHaTwBa Jie4eHHETO Moxe jaa 3amouHe ¢ Jlokcukom 5 mg/ml
HMHXXEKIIMOHEH Pa3TBOpP.

Knuananuat eekT HOpMaTHO ce BUXK1a B pakuTe Ha 3-4 qHu. JledeHueTo ciieqiBa na 0'bjie MPeKpaTeHo
Hali-kbCcHO cnien 10 aHuU, B ciiyyali, ue He ce HaOJIro1aBa oJoOOpeHue.

Jla ce n30srBa KOHTAMHHAIMS IO BpeMe Ha TpHIIaraHe.

9. CBBET 3A ITIPABUJIHO ITPIJIOKEHUE

3a ocurypsiBaHe Ha TPENU3HO J03UWPaHE YCTAHOBETE BB3MOXKHO HA-TOYHO TeliecHaTa maca Ha
KUBOTHOTO.

Mosist, cieiBaiiTe BHUMATEITHO HHCTPYKIIUUTE HA BETCPHUHAPHUS JICKap.

10. KAPEHTEH CPOK

He e npunoxxumo.

11. CIHEINUAJIHM YCJIOBUS 3A CbXPAHEHHUE HA ITPOJAYKTA

Jla ce chxpaHsiBa JaJied OT TOTJIe/la ¥ Ha HEJIOCTBITHY 32 Jiella MecTa.

To3u BeTeprHAPHOMEIUIIMHCKH MTPOAYKT HE M3MCKBA HUKAKBYU CIICIIUATHH yCIOBHS 32 ChXpaHCHHE.
Jla He ce M3MoI3Ba TO3U BETEPUHAPHOMETUIIMHCKH MPOJTYKT CIIC] U3THUAHE CPOKa HA TOAHOCT, IIOCOYCH
BBPXY €THKeTa 1 KapToHa ciex {{'omeH mo}.

CpoK Ha TOTHOCT cJie[l TbPBOTO OTBapsHE Ha OMMaKOBKAaTa: 6 Mecera.

12. CHELMWAJIHM HPEAYINPEXIEHUSA

CrenyanHy Ipeana3sHi MEpKH 3a )KUBOTHUTE MPU yIoTpedaTa Ha MPOIYKTA:

[Ipu nosiBa Ha HEONMArONPHUATHU PEakLHH, JICYEHHETO cileqBa Ja Oble MPEKPaTeHO U Ja Ce MOTHPCH
CBBET OT BETEpUHAPEH JIeKap.

U30srsaiite IIpUJIaraHeTo Mnpu ACXuapatupadii, XUIOBOJICMUYHN U XUITOTCH3UBHHA )KUBOTHU, TBU KaTO
HUMa MOTEHIHAICH PUCK OT ObOpEeYHA HHTOKCHUKALIHSL.

To3u mpomykT 3a Kydera He TpsiOBa Jja ce M3IOJI3BAa NMPHU KOTKU MOPagd Pa3IMYHUTE JO3UPOBBUHU
ycrpoiictea. [Ipu koTku TpsiOBa na ce u3non3sa Jlokcukom 0,5 mg/ml nepopanHa cycreH3us 3a KOTKH.

CrenyanHy npeanasHyd MEpPKH 3a JIMIara, IpWiaraly BETEPUHAPHOMEIMIIMHCKUS IPOAVKT Ha
JKMBOTHHUTE:

Xopa ¢ yCTaHOBEHA CBPBXUYBCTBUTCIHOCT KbM HECTCPOUJHUTE MPOTHBOBB3MAIUTEIHH CPEACTBA
(HCIIBC) TpsibBa m1a m30sATBAaT KOHTAKT C BETCPUHAPHOMEIUIIMHCKUS TIPOIYKT.

[lpu cnyuaitHo mormblIaHe, He3a0aBHO Ja ce TMOTHPCH MEIUIIMHCKK ChBET, KaTOo Ha JieKaps ce
MPEIOCTaBU JINCTOBKATA UM €TUKETA HA MPOAYKTA.

BbpeMeHHOCT U JIaKTaIUs:

BesomacHocTTa Ha BeTepHMHAPHOMEIUIIMHCKUS MIPOAYKT HE € JT0OKa3aHa 10 BpeMe Ha OpEeMEHHOCT H
JIAKTaLN.

BzanMoeiicTBrE ¢ IpyrU BETEPUHAPHOMENUIIMHCKN IPOAYKTH U APYTH POpMHU Ha B3aUMOAEHCTBHE:
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Uznomsanero ¢ npyrm HCIIBC, auyperuiy, aHTHKOAaryjaHTH, aHTHOMOTHLIM OT Trpynara Ha
aMHUHOTJIMKO3UANTE U BELIECTBA C BHCOKA CTENEH HAa CBBP3BAaHE C IMPOTEHHUTE MOXKE JAa JOBENE 10
KOHKYPEHTO CBBP3BaHE U 10 TO3M HAYWH Ja IPEeIU3BUKA TOKCUIHH eeKTH. JIokcKoM He TpsOBa 1a
ce npuyara 3aeano ¢ apyru HCIIBC wiu riitoKOKOPTHKOCTEPOUTH.

[Ipenxoxnamio JedeHne ¢ NPOTUBOBB3MAIUTENHU CPEICTBA MOXKE J1a TOBEAE A0 JOMBIHUTEIHHU WU
MO-OCTPU HEONIArONMPUATHU PEaKIUU U TIOPaJd TOBa MEXIY MPHIIAraHeToO Ha TopHUTE U JIOKCHKOM e
HeoOXoauM Tepuon oT Hai-manko 24 waca. To3m mepmonm ciemBa na ObIe choOpaseH W C
(hapMaKOKMHETHYHUTE CBOMCTBA HA MPEIXOAHUS MTPOAYKT.

HQCQOSI/IQaHC (CHMIITOMH, CIICIITHA MEPKH, aHTUAOTH):

B cnyqaﬁ Ha Ipeao3nupaHe aa CC MpuIoKu JICUCHUEC, C’bO6paB€HO CbC CUMIITOMHUTE.

OCHOBHHM HECHBMECTUMOCTH:

[Ipu nurica Ha MaHHH 32 CHBMECTHUMOCT, TO3H BETEPUHAPHOMETUITMHCKHI IPOAYKT HE TPsIOBa Aa Obie
CMECBaH C APYTH BETEPUHAPHOMETUIITHCKH TPOTYKTH.

13. CHEHNUWAJIHU MEPKU 3A YHUINOKABAHE HA HEU3ITIOJI3BAH NTPOAYKT NJIN
OCTATHIM OT HEI'O, AKO UMA TAKHUBA

BMII He TpsOBa na ObAAT U3XBBPISHA Ype3 OUTOBU OTHABIN HITH OTHAIHU BOJH.
[Tonuraiite Baius BeTepuHapeH jiekap KakBo Ja mpaBute ¢ HeHykaute BMII. Te3u Mepku 111e moMorsat
3a Oma3BaHe Ha OKOJHATa Cpefa.

14. JJATATA HA ITIOCJIEAHATA PEJAKLIUA HA TEKCTA

[MonpoOHa mHbOpMAIKS 32 TO3M BETEPHUHAPHOMEAMIIMHCKU MPOJIYKT MOXKE Ja HAMEPUTE Ha UHTEPHET
cTpanuiiara Ha EBpometickara Arenmus mo Jlekapcrsara http://www.ema.europa.eu/.

15. JAOHBJIHUTEJIHA UH®OPMALUSA

[omuerunen TtepedramatoBu Oytunku ot 10, 32, 100, 2 x 100 wmam 200 ml ¢ nBe
MOJIMETHIICHOBH/TIOJIUTPOITMIICHOBH MEPUTEITHHU CIIPUHIIOBKH.
He Bcuukm pa3mepu Ha omakoBKaTa MOTAT J1a ObJaT IpeajiaraHy Ha ma3apa.

3a Bcska I/IH(bOpMaLII/ISI OTHOCHO TO3U BETCPUHAPHOMCIUIIMHCKU IMMPOAYKT, MOJISI CBBPIKETC CC C
TCPUTOPUATTHHUA NPCACTABUTCII HA IIPUTECIKATCIIA HA JIMLICH3a 3a yHOTpC6a.

Belgié/Belgique/Belgien Latvija

Luxembourg/Luxemburg Magnum Veterinarija SIA
Nederland Ulbrokas 23, Riga, LV-1021, Latvija
Fendigo sa/nv Tel. +371 6716 0091

Avenue Herrmann Debrouxlaan 17 Fax. +371 6716 0095

BE 1160 BRUSSELS
Tel : +32 2 734 46 90
Fax : +322 734 48 99

Peny6auka bonarapus Lietuva
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Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Ceska republika

Samohyl group a.s.

Smetanova 1058 512 51 Lomnice Nad Popelkou
Ceska republika

Tel: +420 481 653 111

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

Danmark

Deutschland

Elanco GbmH
Heinz-Lohmann--Stral3e 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EAlLada

XEAAADAPM AE

1oy A. Ioaviag — Mapkomoviov,
TO 100, 19002, ITowovia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

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

Barcelona (Espaia)

France
ALIVIRA FRANCE S.A.S.
14 Rue Scandicci
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Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lietuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

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

Fax +356 21493082

Email sales@borg-cardona.com

Norge

Interfarm AS

Dolasetta 5,

3408 Tranby

Norway

Tel +47 6758 1130

Mob +47 9057 0005
e-mail: post@interfarm.no

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

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

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

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

PORTUGAL

Tel. (00351) 21 8511493

Roménia

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare



Tour Essor

93500 PANTIN
France

Tél. 01 574223 03

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1I.

Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

Amoxielotikdg Atavopéoc Kompov: Xmdpog
Srovpviong Képkaig Atd

Aewo. Ztacivov 28, 1060 Asvkwoio, Kdmpog
TnA: 22 447464 / ©a&: 22 756902

e-mail: chemicals@stavrinides.com.cy

430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.0.
Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.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
Sweden

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

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NN18 9EX

United Kingdom
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JIUCTOBKA:
Loxicom /JIokcrom/ 5 mg/ml nHXeKIIMOHEH Pa3TBOP 32 Ky4ueTa U KOTKU

1. HUME U ITIOCTOSHEH AJIPEC HA IIPUTEKATEJIS HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOJIUTEJISA, AKO TE CA PA3JIMYHU

[IpuTerxaTes Ha JIMIIEH3a 3a yIIoTpeOa:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[Ipoun3BoaMTEN, OTTOBOPEH 32 OCBOOOKIABAHE HA MAPTHJIATA:
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 HAMMEHOBAHUME HA BETEPUHAPHOME/JIUIIUHCKUSA TPOAYKT

Loxicom /JIokcuom/ 5 mg/ml WHXEKIIMOHEH Pa3TBOp 3a Ky4yeTa U KOTKH
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUA U EKCIHUIIUEHTUTE
Bceku ml cappxa:

AKTHBHA CyOCTAHIIUS:

Meloxicam 5mg
Excunnuenru:
Ertanon 150 mg

brnenoxbaT pasTBop

4. TEPAIIEBTUYHU IIOKA3AHUSA

Kyuera
3a obyekuaBaHe Ha BB3MAJICHUS W OONKHU MIPU OCTPU M XPOHUIHH MYCKYITHO-CKEIIETHH CMYIIICHHUS. 3a

peaynuupaHe Ha CJICA0ICpaTuBHA 00JIKa U Bb3MIaJICHHUE CJICO OPTONCAUYHU U OTI€pall Ha MCKH ThKaHU.

Kotku
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Penynmpane Ha cienonepaTuBHa OONKa CIIE] OBAPOXHUCTEPEKTOMHS W MAalKU ONEpallMUU Ha MEKH
THKaHHU.

S. HNPOTHUBOIIOKA3AHUS

Ja He ce n3mon3Ba pu OPEeMEHHN WX JIAKTHPAIIN )KHBOTHH.

Jla He ce M3Mmoa3Ba MpHU KUBOTHH, CTPAAIIN OT CTOMAITHO-IYPEBHH Pa3CTPONCTBA KATO BH3NAICHUS U
KPBHBOM3IIMBY, YEPHOAPOOHA, ChpJcUHA WK OBOpEYHA HEOCTATHYHOCT U XEMOPArHyHU CMYIIICHUSI.
Ja He ce W3MON3Ba MPH CBPBHXUYBCTBUTENHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSIKOH OT
EKCIIUITUCHTHUTE.

Jla He ce U3MOI3Ba MPU )KUBOTHH O] 6 CeIMUYHA BB3PACT U IpH KOTKU 1o 2 kg TenecHa maca.

Jla He ce U3MOI3Ba MPU KOTKH MO 6 CeAMUYHA BB3PACT.

6. HEBJIATOIIPUATHU PEAKIIUN

Wwma HabmoaBaHu cay4yan Ha TUIHYHU HEONarompusTHU peakiuu npu npuiarase Ha HCIIBC kato
3ary0a Ha ameTHT, NOBpBLIaHE, TUApUH, OKYJITHAa KPBbB BBbB (ekamuurte, amatus W ObOpeuHa
HEIOCTAaThYHOCT. B MHOTrO penku ciaydau ce cboOI1aBa 3a MOBUILECHH YEPHOAPOOHN CH3UMU.

[Ipu kydera B MHOro penku ciydad (mo-manko oT 1 xuBotHo Ha 10,000 TperwpaHu >XKMBOTHH,
BKIIIOUMTENTHO H30JIMPaHU CBHOOIICHHUs) ce ChoOlIaBa 3a XEMOparuyHa JIuapus, Xemaremesa H
racTPOMHTECTUHANIHA yIIepaLys.

[Mpu xyuera Te3n HEONATONPHUATHH PEAKIWHU CE TOSBSBAT OOMKHOBEHO MpE3 MbpBaTa CEIAMHUIA Ha
JICUCHHUETO, CJIe]T KOCTO OTIIYMSBAT U M3UE3BaT MPH MPEKPATIBAHE HA TPETUPAHETO, HO B MHOTO PEIIKH
CITy4au MoraT Ja ObJaT Cepro3HH WiIn (haTaTHH.

B muoro PEAKU Ciiydau MOrat aa C€ MmosABAT aHa(bI/IJIaKTOI/IZ[HI/I peaKkunun, KOUTO CE TPETHUPAT CIIOPEI
CUMIITOMUTE.

AKo 3a0eneXnuTe HIKaKBH HEOMAronpUsATHH PEaKIK, BKIIOYUTEIHO U TAKUBA, KOUTO HE Ca OIMCAHU B
Ta3W JTUCTOBKA WJIM MHUCIHUTE, Y€ BETEPUHAPHOMEIUIIMHCKHS MMPOIYKT HE PaOOTH, MOJIS ]a YBEJOMUTE
Bamus BerepuHapeH siekap.

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

Kydera u xotku.

8. JO3UPOBKA 3A BCEKHX BU/]l /KUBOTHO, METO/J 1 HAYUH HA ITPUJIAT'AHE

203I/IQOBK3

Kyuera:
Ennoxparno npunarane Ha no3a ot 0,2 mg meloxicam/kg Tenecna maca (0,4 ml/10 kg TenecHa maca).

Kotxku:

Ennokparno npunoxenne Ha 0.3 mg meloxicam/kg tenecna maca (t.e. 0.06 ml/kg Tenecna maca),
KOTaTo He € BB3MOKHO ITOCIIEBAIIO NIEPOPATHO TPETHPAHE, HATIP. TUBU KOTKH.

Ennoxparno npunoxenue Ha 0.2 mg meloxicam/kg tenecna maca (t.e. 0.04 ml/kg Tenecna maca),
KOTaTo MpWJIaraHeTo Ha meloxicam mpobiKaBa ¢ MOCIIeABaIla IepopaTHa Tepamms.

MeTo1 M HAYMH HA NIPUJIAraHe
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Kyuera:
MyCKyITHO-CKEJIETHU CMYIICHUS: €THOKPATHO MOAKOXKHO WHKEKTHPaHE.

Jlokcukom 1,5 mg/ml nepopanna cycnensus u Jlokcukom 0,5 mg/ml nepopaiHa cycnieH3us MoraT J1a
ObAaT MpuiIarany 3a NpoabDKUTENHO JeueHne mpu no3a 0,1 mg/ meloxicam /kg Tenecna maca, 24 yaca
cliell HH)KEKTHBHOTO TIPHIIOKEHHE.

Pemymupane Ha ciiemoniepatiBHaTa Ooyika (3a mepuoa oT 24 daca): eIHOKpPaTHO WHTPABEHO3HO WITH
MOJIKO’KHO MHXEKTHPAHE TPEJIN OlepalusiTa, HalpruMep o BpeMe Ha NIOCTaBsiHE Ha YIOWKara.

Kotku:

3a peaynmpane Ha clieioniepaTiBHa 00JIKa TP KOTKH, KOTaTo HE € BH3MOXKHO HOCIIEBAIIO TEPOPATHO
TpeTupaHe, Hamp. JUBH KOTKH:

EnHOKpaTHO MOIKOKHO HHXEKTHpaHe Ha fo3a oT 0.3 mg meloxicam/kg Tenecna maca (t.e. 0.06 ml/kg
TeJIeCHa Maca) MPEear ONEePaIHsTa, HaIpuMep 0 BpeMe Ha ITOCTaBsSHE Ha yIoikaTa. B To3m cioydaii He
npuiaraifte mocjenBalia IepopaiHa Teparmus.

3a penyrupane Ha ClieIonepaTiBHA O0IKa ITPH KOTKH, KOTAaTOo IpHUIaraHeTo Ha meloxicam MmporbrkaBa
C Mmocye1Balia rnepopaiHa Teparms:

EnHoxpaTHO MOIKOKHO HHKEKTUpaHe Ha Ao3a oT 0.2 mg meloxicam/kg Tenecna maca (t1.e. 0.04 ml/kg
TeJIeCHa Maca) IPeAn OIepalysiTa, HalrpuMep 1o BpeMe Ha IIOCTaBsHEe Ha yIoiKara.

3a nmpoxbIKaBaHEe Ha JICYCHUETO 3a JI0 5 JHHW, Ta3W ITbPBOHAYAIHA J103a MOXeE Jla ObJie mocieIBaHa
ciexn 24 vaca ¢ npuwiarane Ha Loxicom 0.5 mg/ml nepopanna cycrnensus 3a KOTkd mpu go3a ot 0.05
mg meloxicam/kg Tenecna maca. [lepopanHara nocnenBamia 103a MOKe Jia ce puiara 10 oomo 4 103u
npe3 UHTEpBaj ot 24 yaca.

9. CBBET 3A IIPABUJIHO ITIPUJIOKEHUE
CrenmanHo BHUMaHHUE CIIEBA Ja C€ OTACTH Ha MPEIU3HOCTTa IIPH TO3UPAHE

[Nonxonsmo pasrpadena cipunoBka ot 1 ml cieaBa aa ce M3Mmona3Ba 3a NpUjlaraHe Ha MPOAYKTa Mpu
KOTKH.

10. KAPEHTEH CPOK

He e npunoxxumo.

11. CIHEINUAJIHM YCJIOBUS 3A CbXPAHEHHUE HA ITPOJAYKTA

Jla ce cbXpaHsBa Jjajed OT MOTJIela ¥ Ha HeIOCTBITHM 3a Jela MecTa.

To3u BeTeprHAPHOMETUIIMHCKH TPOIYKT HE U3MCKBA HUKAKBH CIICIIUATHHU YCIIOBHUS 3a ChXpaHCHHUE.
Cpok Ha rOHOCT CJIe/l ITBPBOTO OTBApsHE HA OMAKOBKaTa: 28 JHHU.

Jla He ce U3I0JI3Ba TO3U BETEPUHAPHOMEAUIIMHCKH IIPOLYKT CJIE H3THYaHEe CPOKa HA TOJHOCT, IIOCOYEH
BBpPXY €THKETa U KapToHa cieq {{'oneH no}.

12. CHELMWAJIHM HPEAYINPEXIEHUSA

3a obsexyaBaHe Ha ciemonepaTuBHa 00JIKa IMPH KOTKH, 0€30IaCHOCTTA Ha MIPOIYKTa € JoKa3aHa caMo
Clle/l aHeCTEe3Msl ¢ THOTICHTAII/XaJI0TaH.

CroenyanHy Ipeana3sHi MEPKH 3a )KUBOTHHUTE MPU yIoTpedaTa Ha MPOIYKTAa:

HpI/I I10s1Ba Ha He6ﬂaI‘OHpI/I$ITHI/I pCaKknuu, JCUCHUECTO CJICABa Ja 6’[),[[6 IMPEKPATCHO U Ja C€ MOTHPCU
CbBCT OT BETCPHUHAPCH JICKAp.
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Us6srBaiite IIpUJIaraHeTo Mnpu ACXuapatupan, XUIOBOJICMUYHN U XUITOTCH3UBHHA )KUBOTHU, TBH KaTo
HMa NOTCHIUAJICH PUCK OT 6L6peqHa HMHTOKCHKaAIMsA

Ilo BpEMC Ha aHCCTC3U:A, MOCTOAHHOTO Ha6J'IIO,I[6HI/I€ U TPpUWIAraHeTo Ha TCYHOCTH CJICBa Ja CC
pasriexaaT KaTo CTaHAapTHa IIPAKTHKa.

CrenyanHy npeanasHyd MEpPKH 3a JIMIara, IpWiaraiy BETEPUHAPHOMEIMIIMHCKUS IPOAYKT Ha
JKMBOTHHUTE:

Cry4aifHO cCaMOMHKEKTUPaHEe MOJKe J1a MpeTu3BUKa OoJIKa.

Xopa ¢ yCTaHOBEHa CBPBXUYBCTBUTEIHOCT KbM HECTEPOMIHHUTE NPOTHBOBB3NAIUTEIHU CPEACTBA
(HCTIBC) Tps6Ba na U30srBaT KOHTAKT C BETEPUHAPHOMEIHIIMHCKHS MTPOITYKT.

[Ipu cyvaitHO caMOMHKEKTHpaHe, He3abaBHO Jla ce MOThPCHU MEAWIMHCKH ChBET, KaTo Ha JieKaps ce
MPEIOCTAaBHY JINCTOBKATA WM €TUKETa Ha MPOIYKTa.

bpeMeHHOCT U JaKTaIus:

BesomacHocTTa Ha BeTepHMHAPHOMEAWIIMHCKUS MPOAYKT HE € JOKa3aHa 0 BpeMe Ha OpeMEHHOCT |
JTAKTaIHs.

BsaumoneiicTBue ¢ TH BETEPUHAPHOMEIUIIMHCKH IIPOAYKTH U i (HOpMH Ha B3aNMOJIEHCTBHE:

Uznonzsanero c¢ apyru HCIIBC, numyperuiny, aHTHKOAryJlaHTH, aHTHOMOTHLM OT Tpylnara Ha
aMUHOTTIMKO3UANTE U BEHIECTBA C BHCOKA CTEIEH HA CBBP3BAHE C IMPOTEHHUTE MOXKE Ja JOBENE IO
KOHKYPEHTO CBBP3BAaHE U I10 TO3U HAYMH J1a NPeAU3BUKA TOKCUYHU edekTu. JIokcukom He TpsiOBa na
ce mpunara 3aenHo c¢ apyru HCIIBC wnmm rarokokoptukocteponsu. ChBMECTHO MpHJIaraHe Ha
MOTEHIHUAIHO HE(PPOTOKCUYHM JIEKapCTBEHU NMPOAYKTH cienBa na Obae m3darsano. [Ipu xuBOTHU C
AHECTEe3HOJIOTUYEH PHUCK (Hamp. BB3pACTHH JXKMBOTHH) Ja C€ MMa MPEIBUA HHTPABEHO3HO WM
MOJKOXKHO TIpuiaraHe mo BpeMe Ha anecte3usita. Koraro anecretnk m HCIIBC ce mpumarat
€IHOBPEMEHHO, He MOXeE Ja C€ U3KIIOYM PUCKBT 3a GYHKUHOHUPAHETO Ha OBbOpenuTe.

[Ipeaxoxkmamnio Je4eHne ¢ IPOTUBOBB3MATUTEIIHA CPEACTBA MOXKE J1a JOBEAC IO JOMBIHUTEIIHA WU
MO-OCTPU HEOJIArONMPUATHU PEaKIUU U TOPaJU TOBAa MEXy MPUIIAraHEeTO HA TOpHUTE U JIOKCHKOM ¢
HeoOXOoAuM Tepuox OT Hal-manko 24 waca. To3m mepwox cienBa na Obae choOpaseH U C
(hapMaKOKMHETHYHUTE CBOMCTBA HA MPEAXOTHIS MIPOTYKT.

IIpeno3upane (CI/IMHTOMI/I, CIICIIIHU MEPKH, aHTI/IZ[OTI/I)l

B cnydaii Ha mpeo3upane a ce MPUIIOKH JIeYeHHEe, ChOOPa3eHO ChC CUMIITOMHUTE.

OCHOBHM HECHBMECTUMOCTH:

HpI/I JIMIICAa Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMCIUIIMHCKHA IMTPOAYKT HE TpSI6Ba Ja 6’[)}_'[6
CMCCBAH C IpPpYyru BECTCPUHAPDHOMCAUIINHCKU IIPOAYKTH.

13. CHELOMWAJIHU MEPKMU 3A YHULLOKABAHE HA HEU3I1IOJI3BAH NTPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII He Tpsi6Ba na ObAaT U3XBBPISAHU Upe3 OUTOBH OTIAABIM WIN OTHaTHH BOJH.
[TonuTaiite Bamus BeTepuHapeH Jiekap KakBo Aa npaBute ¢ HeHyxHute BMIL. Te3u mepku 1mie noMmorsar
3a oIla3BaHE Ha OKOJIHATA Cpera.

14. JATATA HA NOCJIEJHATA PEJAKIIUA HA TEKCTA
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[Toxpobua uHMOpMALKs 32 TO3H BETCPUHAPHOMEIMIIMHCKU MPOAYKT MOXE [1a HaMEPUTE Ha MHTEPHET
crpanunara Ha EBpomnetickata Arennms no JlekapcrBara http://www.ema.europa.eu/.

15. JOHNBbJHUTEJIHA HHO®OPMAILIUA
®naxon ot10 ml, 20 ml uau 100 ml.
He Bcuuku pa3mepu Ha OIaKoBKaTa MOTarT jJa ObJaT MpeajaraHy Ha ma3apa.

3a Bcska wHGpOpPMAIMS OTHOCHO TO3H BETEPHHAPHOMEAHMIIMHCKU IPOIYKT, MOIS CBBPIKETE CE C
TEPUTOPUATHASA TTPECTABUTEN Ha IPUTEXKATEN Ha JINIIEH3a 3a yIoTpeoda.

Belgié/Belgique/Belgien Latvija

Luxembourg/Luxemburg Magnum Veterinarija SIA
Nederland Ulbrokas 23, Riga, LV-1021, Latvija
Fendigo sa/nv Tel. +371 6716 0091

Avenue Herrmann Debrouxlaan 17 Fax. +371 6716 0095

BE 1160 BRUSSELS
Tel : +32 2 734 46 90
Fax : +322 734 48 99

Peny0auka boarapus Lietuva

Norbrook Laboratories (Ireland) Limited Magnum Veterinarija, UAB

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

Monaghan LT-54463 Kauno r., Lietuva

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

Ceska republika Magyarorszag

Samohyl group a.s. Alpha-Vet Allatgyogyaszati Kft.

Smetanova 1058 512 51 Lomnice Nad Popelkou H-8000 Székesfehérvar, Homoksor 7

CZECH REP. Tel: 22/534-500

Tel: +420 481 65 31

Danmark Malta
ScanVet Animal Health A/S Borg Cardona & Co. Ltd.
Kongevejen 66 ‘Eltex’ Dr. Zammit Street
3480 Fredensborg Balzan BZN 1434- MALTA
Danmark Tel +356 21442698

Fax +356 21493082

Email sales@borg-cardona.com

Deutschland Norge
Elanco GmbH Interfarm AS
Heinz-Lohmann-Stral3e 4 Dglasetta 5,
27472 Cuxhaven 3408 Tranby
Deutschland Norway
Tel +47 6758 1130
Mob +47 9057 0005

e-mail: post@interfarm.no
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Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

E)\LGoa

XEAAAOAPM AE

lo yiu. A. Howaviog — Mapkomoviov,
T® 100, 19002, IMowowvio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

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

Barcelona (Espatfia)

France

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

Tél. 01 57422303

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1.

Via Piana, 265

47032 Bertinoro (FC)

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

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

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

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

PORTUGAL

Tel. (00351) 21 8511493

Romania

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.0.
Svitokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.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
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Kvnpog

Amoxielotikdg Arovopéag Kompov: Xmopog

Zrovpwvidng Képikarg Atd

Aewo. Ztacivov 28, 1060 Asvkwcio, Kbmpog

Tn: 22 447464 | DoE: 22 756902

e-mail: chemicals@stavrinides.com.cy

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

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NN18 9EX

United Kingdom
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JINCTOBKA:

Loxicom /Jlokcukom/ 0,5 mg/ml mepopaiiHa cycrieH3ust 3a KOTKH

1. HUME N ITIOCTOSHEH AIPEC HA IIPUTE/KATEJISI HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJISA, AKO TE CA PA3JIMYHHU

[TpuTexaTen Ha JUIEH3a 32 yIoTpeba:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[IpousBoaMTEN, OTTOBOPEH 32 OCBOOOKIaBaHE HA NAPTH/IATA:
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 BETEPUHAPHOMEAUIIUHCKUS ITIPOAYKT

Loxicom /Jlokcukom/ 0,5 mg/ml nepopaiHa cycrneH3us 3a KOTKH
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUA U EKCIHUIIUEHTUTE
Bceku ml cappxa:

AKTHBHA CyOCTAHIIUS:
Meloxicam 0,5 mg

Excuunuenrn:
Hatpues 6enzoat 1,5 mg

brenoxmbaTa cycneH3us.

4. TEPAIIEBTUYHU NIOKA3AHUA

3a oOiek4aBaHe Ha JICKA JI0 CPEIHHU CICJONCPATUBHU OOJIKM M BB3MAICHUS CIEI XUPYPrUYCCKH
MIPOLEAYPH TP KOTKH, HAIIPAMEP OPTONIEINYHH U Ha MEKUTE THKaHH.

3a obnexyaBaHe Ha BB3MAICHUS U OOJKH MPU OCTPH U XPOHUIHH MYCKYITHO-CKEIETHH CMYIICHHS MIPH
KOTKH.

S. ITPOTUBOIIOKA3AHUSA
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Jla He ce U3mon3Ba Npu OPEMEHHU WX JIAKTHPAIIU KOTKH.

Jla HE ce M3MoN3Ba MPU KOTKH, CTPAJAlld OT CTOMAITHO-YPEBHU Pa3CTPOMCTBA, KATO BH3MAJICHHS H
KPBBOM3IMBH, TpPU HYEpHOJAPOOHA, ChpJeYHAa WIM OBOpedyHa HEAOCTATBYHOCT M XEMOpAruyHH
CMYIIICHHUS.

Jla He ce W3MON3Ba MPH CBPBHXUYBCTBUTEIHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSKOH OT
EeKCLMIIMEHTHUTE.

Jla He ce n3momn3Ba Mpu KOTKH Mo 6 ceIMUIHA BH3PacCT.

6. HEBJIATOITPUATHU PEAKITUA

Nwma HabmronaBaHu ciay4yauw Ha TUIIMYHU HEONAronpusTHU peakiuu rnpu npunarade Ha HCIIBC kato
3ary0a Ha aIeTUT, MOBPBINAHE, TUAPWH, OKYyJITHa KpBHB BBHB (ekammurte, ertaprus M ObOpedHa
HeAOCTaThYHOCT. B MHOTrO penku cimydan (mo-manko ot 1 >xuBotHO Ha 10,000 TpeTnpaHu XMBOTHH,
BKJIIOUMTENTHO M30JMPaHH ChOOLICHUS) ce choOIIaBa 3a CTOMAIIHO-YPEBHA YJILEPAlHs U HOBUILECHH
YEPHOAPOOHHN CH3NMU.

Te3u HeONAroNpUsITHH PEaKIMHU Ce MOSIBIBAT OOMKHOBEHO TIpe3 IIbpBaTa CeJAMHIIA Ha JICYCHUETO, CIIE]T
KOETO OTIIYMSIBAT M M34e3BaT IIPH NMPEKpaTsBaHe Ha TPETHUPAHETO, HO B MHOT'O PE/IKH CIIyYau MOTaT aa
ObAAaT Cepro3HH WK (aTaIHu.

AKo 3a0enexnuTe HIKaKBH HEOIAronpusATHH PEaKINH, BKIIOYUTEITHO U TaKUBA, KOUTO HE Ca OMCAHU B
Ta3| JUCTOBKA WJIM MHUCJIHUTE, Y€ BETEPUHAPHOMEINIIMHCKHS MMPOIYKT HE pabOTH, MOJIS ]a YBEJOMHTE
Bammus BerepunapeH Jiekap.

7. BUJIOBE ’)KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BMII

Kotku.

8. JO3UPOBKA 3A BCEKH BU/JI ’KUBOTHO, METOJ1 1 HAYUH HA ITPUJIATAHE

3a mepopasHo MPUIIOKEHHUE.

203I/IQOBK3

CrenonepaTrBHa 00JIKa ¥ Bb3MAIICHHS B PE3YJITAT HA XUPYPTUUECKH MPOLENYPH:

Crnen mppBoHauanHo mpuiaraHe Ha JIokcukoM 5 mg/ml MHKEKIMOHEH pa3TBOP 3a Ky4yeTa U KOTKH
MpOIBIDKeTe NedeHueTo cien 24 yaca ¢ Jlokcukom 0,5 mg/ml nmepopanna cycnieH3us 3a KOTKH IPH 1032
0,05 mg meloxicam/kg TemecHa maca. [lognsprkaimara 103a MoKe Ja ce IpujIara eIuH IIsT THEBHO (Ha
WHTEpBal OT 24 Jaca) 3a 10 4 THH.

OcTpyu MyCKYJTHO-CKEJICTHU CMYIICHHS:

JleyenueTo Ja 3alouHe ¢ €THOKpAaTHA HavalHa rnepopaiHa go3a ot 0,2 mg meloxicam/kg TenecHa maca
npe3 IbpBHA JAeH. JleueHneTo ciiefBa 1a MPOABIDKH Ype3 MepopaiHO MPUIOKEHUE, eAUH BT Ha JIeH
(mpe3 24 gaca) mpu no3a ot 0,05 mg meloxicam/kg TemecHa Maca 1o u34de3BaHe Ha ocTpaTa OOJNKa U
BB3MAJICHHE.

XPOHUYHY MYCKYJIHO-CKEIICTHH CMYIIICHHSI:

JlegenueTo ma 3amovHe ¢ eMHOKpaTHA HavarHa iepopaitHa jgo3a ot 0,1 mg meloxicam/kg TenecHa maca
npe3 IbpBHs JcH. JleueHHeTo cieBa 1a MPOABIDKH Ype3 TePOpaTHO MPHUIOKEHUE €AWH ITBT Ha JICH
(pe3 24 gaca) npu no3a ot 0,05 mg meloxicam/kg TenecHa maca.
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KinuHuuHUAT eeKT HOPMATHO CE BHXKIA B pakuTe Ha 7 AHM. JIeueHHeTo cienBa Ja Obje MPeKpaTeHo
Hal-KbCHO ciien 14 nHu, B ciiyuali, ue He ce HaOJIro1aBa oJoO0peHue.

MeToa U HAYMH HAa IPUJIATaHe

[pornenypa Ha j1o3upaHe:

CrhpUHIIOBKUTE c€ 3aKpemBaT 3a (UIakOHAa W UMAT cKaya B Kg TejecHa maca, KOATO ChOTBETCTBA Ha
moamepkamara go3a or 0,05 mg meloxicam/kg TenecHa maca. Taka 3a jedeHWe Ha XPOHUIHHU
MYCKYJIHO-CKEJIETHH CMYIICHUS Mpe3 IbPBHS JCH Ce Mpuiiara ABOHa MOoAIbpiKaIla 03a. 3a JIeUeHue
Ha OCTPU MYCKYJTHO-CKEJIETHU CMYIIICHHUS Npe3 MbPBHUS JCH Ce MpUIara 4eTBOPHA MOIbprKAaIla 1033,

CrnenmanHo BHMMAaHHE CJe/iBa Ja C€ OTICIM Ha MPEIU3HOCTTa Ha jJo3ara. Jla He ce HaaBHIaBa
npenopbuanara gosza. CycneHs3usTa na ce npuiara ¢ JIOKCMKOM MepuTeiaHaTa CIPUHIIOBKA OT
OITaKOBKATa.

9. CBBET 3A IIPABUJIHO INTPUJIOKEHUE

Meloxicam “Ma TeCHU TPaHUIM HA TEparieBTHYHA O0€30MACHOCT MPH KOTKU U KIMHUYHUTE CUMITOMH
Ha TIpeJo3MpaHe Morar jAa ce HaOJroJaBaT MPHU OTHOCHTENHO HHMCKM HHMBa Ha Ipego3upaHe. 3a
OCHTYpsiBaHE Ha MPEIH3HO [O3MpAaHE YCTaHOBETE BBH3MOKHO HAH-TOYHO TeJIeCHaTa Maca Ha
KHBOTHOTO.

Moz, cneaBaliTe BHUMATEIHO HHCTPYKLUUHUTE Ha BETCPHUHAPHUS JIEKap.

Paskmarere moOpe mpenu ymnorpeda.

Jla ce n305rBa KOHTAMHUHANKS 110 BpeMe Ha IpHIaraHe.

10. KAPEHTEH CPOK

He e npunoxxumo.

11. CHELUWAJIHU YCJIOBUS 3A CbXPAHEHHUE HA ITPOJAYKTA

Jla ce cbxpaHsBa Jaied OT MOTrJe/la M Ha HEIOCTHITHY 3a JIela MecTa.

To3u BeTepUHAPHOMEIMIIMHCKH MPOAYKT HE M3UCKBA HUKAKBH CIICIIMATHU YCJIOBHS 33 ChbXpaHCHHE.
Jla He ce M3MO0JI3Ba TO3K BETCPUHAPHOMEIUITMHCKU IPOIYKT CJIeT U3THYAHE CPOKA HAa TOJTHOCT, MOCOUCH
BBPXY €THUKeTa U KapToHa ciex {{'omeH no}.

Cpoxk Ha TOAHOCT clie/l TBPBOTO OTBapsHE Ha OMAKOBKara: 6 Mecena.

12. CHEHLUWAJIHM IPEAYHNPEXJIEHUSA

CHeLII/IaJIHI/I OpeanasHy MCpKH 3a )KMBOTHUTC IIPH VHOTDe6aTa Ha IIPOAYKTa:

[Ipu mosiBa Ha HEONATONMPHUATHU PEaKLWH, JICYCHUETO Cie/Ba Aa Ob/ie MPeKpaTeHo U J1a Ce MOTHPCH
CHBET OT BETEPUHAPEH JIeKap.

W3bsrBaiiTe mpuaaraHeTo Npy ASXUIPATUPAHU, XUTIOBOJIEMUYHH U XUTTOTCH3UBHU YKHBOTHH, ThI KaTO
VMa TIOTEHIIMAJIeH PUCK OT ObOpeYHa HHTOKCHKAIIHS

Cren onepaTuBHU OOJIKH U BB3MAJICHUE B PE3YJITAT HA XUPYPrUYECKH NPOLEAYPHU:
B cayuaii, ye e HeoOX0AMMO IONBIHHUTENHO OOJEeKueHHEe Ha OoyikaTa, cielBa Ja Ce TNPHIOKH

MYJITUMOJIAITHA TePaTIHsL.

XpOHI/I‘IHI/I MYCKYJHO-CKCJICTHH CMYIICHUS:
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[Ipu pOaBIKUTETHO JICUCHUE ChCTOSHUETO Ha )KHBOTHUTE CIIEABA Ja C€ HAOII01aBa IEPUOIUIHO OT
BETEpUHAPEH JIeKap.

JledenueTo cienBa na ObJe MPEKPATCHO HAW-KBbCHO ciiex 14 nHU, B Cilydaid, 4ye HE ce HaOJiojaBa
nonoOpeHue.

CHegI/IaHHI/I Opearasiy MEPKH 3a JidliaTa, mpujiaraiy BETCPUHAPHOMCIUITUHCKHA IMTPOAYKT HA )KUBOTHUTC!

Xopa ¢ yCTaHOBEHA CBPBXUYBCTBUTCITHOCT KbM HECTCPOUJHUTE MPOTHBOBB3MAIUTEIHH CPEACTBA
(HCIIBC) TpsibBa ma n30sATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKUS TIPOIYKT.

[lpu cnyuaitHo mornblIaHe, He3ab0aBHO Ja ce TMOTHPCH MEIUIIMHCKK ChBET, KaTO Ha JieKaps ce
MPEIOCTaBU JINCTOBKATA UM €TUKETA HA MPOAYKTA.

BbpeMeHHOCT U JIaKTaIUS:

BesomacHocTTa Ha BeTepHMHAPHOMEIUIIMHCKUS MIPOAYKT HE € JT0OKa3aHa 10 BpeMe Ha OpEeMEHHOCT |
JIAKTaLN.

BsanMoeiicTBrE ¢ Ipyru BETEPUHAPHOMENUIIMHCKN IPOAYKTH U APYTH GOpMHU Ha B3aUMOAEHCTBHE:

Uznomsanero ¢ npyru HCIIBC, auyperuiy, aHTHKOAaryjaHTH, aHTHOMOTHLIM OT Trpynara Ha
aMHUHOTJIMKO3UANTE U BELIECTBA C BHCOKA CTENEH HAa CBBP3BAHE C IMPOTEHHUTE MOXKE Ja JOBENE 0
KOHKYPEHTO CBBP3BaHE U 10 TO3M HAYWH J]a TIPEeIU3BUKA TOKCUYHH eeKTH. JIokcKoM He TpsOBa 1a
ce npunara 3aeano ¢ apyru HCIIBC wiu riitoKOKOPTUKOCTEPOUTH.

[Ipenxoxnamio JedeHne ¢ NPOTUBOBB3MAIUTENHU CPEACTBA MOXKE J1a TOBEAE A0 JOMBIHUTEIHHU WU
MO-OCTPH HEONIArONMPUATHU PEaKIUU U TIOPaH TOBAa MEXIY MPHIIaraHeTo Ha ropHUTE U JIOKCHKOM e
HeoOXoauM Tepuon OoT Hai-manko 24 waca. To3m mepmonm ciemBa na ObIe choOpaseH W C
(hapMaKOKMHETHYHUTE CBOMCTBA HA MPEIXOAHUS MPOAYKT.

HQCQOSI/IQaHC (CHMIITOMH, CIICIITHA MEPKH, aHTUAOTH):

Meloxicam ¥Ma TECHU TpaHUIM HA TePANleBTHYHA OE30MACHOCT MPHU KOTKH U KIMHHUYHUTE CHMIITOMU
Ha TIpeZio3upaHe MOTaT Jia ce HaOIII0IaBaT MPU OTHOCUTEITHO HUCKH HUBA Ha MPeI03UpaHe.
B cnyqait Ha mpemo3npane MOXKe Jla ce OYaKBa HEOIArONMPUATHUTE PEAKITUH 1a ObIaT MO-OCTPH H T10-
yecTu. B ciyuali Ha mpeio3upane Jia ce MPUIIOKH JICUYCHHE, CbOOPa3eHO ChC CUMIITOMUTE.

OCHOBHHM HECHBMECTUMOCTH:

HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMCIUIIMHCKHA ITPOAYKT HE TpSI6Ba Ja 6’[)}_'[6
CMCCBAH C IpYyru BECTCPUHAPHOMCAUIINHCKU IIPOAYKTH.

13. CHEHNMWAJIHU MEPKU 3A YHUIINOKABAHE HA HEM3I1IOJI3BAH NTPOAYKT UJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII He Tps6Ba na OBAaT U3XBBPISHA Ype3 OUTOBU OTHAIBIN HITH OTHAIHU BOJIH.
[Tonuraiite Baius BeTepuHapeH jiekap KakBo Ja npaBute ¢ HeHykaute BMII. Te3u Mepku 111e moMorsHat
3a Oma3BaHe Ha OKOJHATa Cpefa.

14. JATATA HA ITOCJIEAHATA PEJAKLIUA HA TEKCTA
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[MogpobHa wHpOpMAIHs 32 TO3U BETCPUHAPHOMEIUIIMHCKH MPOAYKT MOXKE Ja HAMEPHUTE Ha MHTEPHET

crpanuara Ha EBponetickata Arenius no JlekapcrBata http://www.ema.europa.eu/.

15. JAOHBJIHUTEJIHA UH®OPMALUSA

Hauun Ha geicTBHE:

Meloxicam e HecTepouHO NpoTUBOBB3NanuTenHo cpenctBo (HCIIBC) or kimaca Ha OKCHKaMUTE,
KOHTO JeicTBa upe3 MHXMOWpaHEe Ha CUHTE3a Ha MPOCTArjaHIMHU W 0 TO3H HAYWH IPOSBSBA

IIPOTHUBOBB3NAJIUTCIICH, AaHAJITCTUYCH,

AHTHEKCYJAaTHBEH M aHTHUIHpETH4YeH e(eKT.

Peayuupa

MHQUITPUPAHETO HA JICBKOIUTHTE BHB BB3MAJICHUTE ThKaHW. B IMo-Majka cTeneH, ChIIO Taka,
MHXHOUpA KOJIATCHHO WHIYIIMPAHOTO TPOMOOIMTHO CTpyInBaHe. M3cienBaHus in vitro w in vivo
mokaspar, 4e meloxicam wHxuOMpa wnukiIookcurenasa-2 (COX-2) B mo-romsiMa CTENeH OT

nukirookcurenasza-1 (COX-1).

OnakoBka

JlokcukoMm 0,5 mg/ml mepopanHa cycneH3us 3a KOTKH ce Tpeiara B omakoBku ot 5 ml, 15 ml u 30 ml.

3a Bcska wHGpOpPMAIMSI OTHOCHO TO3M BETCPHUHAPHOMEAMIIMHCKU IPOJYKT, MOJIS CBBPKETE CE C
TEPUTOPUATHAS TTPECTABUTEN HA IPUTEKATEN HA JINIIEH3a 3a yIoTpeoda.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2 734 46 90

Fax : +32 2 734 48 99

Penyb6auka bbarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Ceska republika

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

Ceska republika

Tel: +420 481 653 111

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

Danmark

Deutschland

Elanco Gmbh

Heinz- Lohmann- Straf3e 4
27472 Cuxhaven

Latvija

Magnum Veterinarija SIA

Ulbrokas 23, Riga, LV-1021, Latvija
Tel. +371 6716 0091

Fax. +371 6716 0095

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lietuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

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

Fax +356 21493082

Email sales@borg-cardona.com

Norge
Interfarm AS
Dolasetta 5,
3408 Tranby
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Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EA\rada

XEAAADPAPM AE

Lo yAu. A. Ioaviag — Mapkomoviov,
T® 100, 19002, ITonavio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaia

Laboratorios Karizoo

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

Barcelona (Espafia)

France

Cedex

ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Tour Essor

93500 PANTIN

France

Tél. 01 57 42 23 03

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

island
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Norway

Tel +47 6758 1130

Mob +47 9057 0005
e-mail: post@interfarm.no

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

ScanVet Poland Sp. z o.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

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

PORTUGAL

Tel. (00351) 21 8511493

Roméinia

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.

1000 Ljubljana, Slovenija
Parmova Ulica 53
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.1.0.
Svétokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk

Suomi/Finland
Vet Medic Animal Health Oy
PL/PB 27,
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Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.1.
Via Piana, 265

47032 Bertinoro (FC)

Kvmpog

Amoxeiotikog Awovopéag Kompov: Xrvpog
Zrovpvidng Képkaig Atd

Aewo. Ztacivov 28, 1060 Asvkwoio, Kbdmpog
TnA: 22 447464 / ©a&: 22 756902

e-mail: chemicals@stavrinides.com.cy

FI-13721 Parola

Sverige

N-vet AB

Uppsala Science Park
751 83 Uppsala
Sweden

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

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NNI18 9EX

United Kingdom
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JIUCTOBKA:
Loxicom /JIoxcuxom/ 20 mg/ml HHXEKIIMOHEH pa3TBOP 3a rOBeJa, CBUHE M KOHE

1. HUME U ITIOCTOSHEH AJIPEC HA IIPUTEKATEJIS HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOJIUTEJISA, AKO TE CA PA3JIMYHU

[IpuTerxaTes Ha JIMIIEH3a 3a yIIoTpeOa:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[Ipoun3BoaMTEN, OTTOBOPEH 32 OCBOOOKIABAHE HA MAPTHJIATA:
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 BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

Loxicom /Jloxcukom/ 20 mg/ml HHXEKIIMOHEH pa3TBOP 3a TOBeJa, CBHHE M KOHE
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA U EKCIIMITUEHTUTE

Enun ml ceabpixka:
Meloxicam 20 mg
Ertanon 150 mg

Buctbp, *KbAT pazTBoOp.

4. TEPAIIEBTUYHMU IIOKA3AHUA

I'oBena:

3a ynorpeba mpH OCTPU PECHUPATOPHH WHPEKIMU C MOIXOAANIa aHTHOMOTHYHA Tepamus 3a
HaMaJIsIBaHE Ha KIIMHUYHHUTE MPU3HAIY TIPU TOBE/IA.

3a ymotpeba mpu Auapus B KOMOMHALMS C MEpopajiHa pexuaparvpalia Tepanus 3a HaMmajsBaHe Ha
KIMHAYHUTE IPU3HALM [IPU TeJleTa Ha Bb3PacT HaJ €AHA CEMHLA U MIIAIH HeJlaKTHPAIIY KpaBH.
Karo normreiHUTENHA Tepanus Ipy JISYeHHE Ha OCThP MacTUT B KOMOMHAITUS C aHTHOMOTUYHA TePaTIHsl.
3a obek9yaBaHe Ha cliefonepaTUBHATA O0JIKa ciier 00e3pOoroBsIBaHe Ha TEJeTa.

Csune:
3a ynmotpeba mpu He3apa3HU IBHUTATEITHM HapyIICHHUS 3a HaMajsgBaHe Ha CUMIOTOMHTE Ha KyIOTa M

BB3IIAJICHUC.
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Karo JON'BJIHUTECIIHA TEpalud IMpU JICUCHHUE Ha IyeprepaliHa CCIITULEMUA U TOKCEMUA (CI/IHZ[pOM Ha
MaCTI/IT—MCTpI/IT—aFaJ'IaKCI/Iﬂ) C Ioaxoasiiia aHTHOMOTHYHA TCparnus.

Komne:

3a ymotpeba mnpu o0yieKkuaBaHe Ha Bh3MAICHUETO U HaMaJIIBaHe Ha 0OJKaTa KaKTO MPU OCTPH, TaKa U
MIPH XPOHUYHHU MYCKYITHO-CKEJICTHU HapyIIeHUsI.

HamansBane Ha 6oka CBBp3aHa ¢ KOJMKA IPH KOHE.

S. INPOTHUBOIIOKA3AHUA

Jla He ce U3Mo3Ba MpU KOHE o] 6 CeIMUYHA Bh3PacT.

Jla He ce M3MoJI3Ba PU OPEMEHHH U JTAKTHPAIIH KOOWITH.

Jla He ce W3MoJ3Ba MPHU KUBOTHH, CTPATaIld OT HapyIIeHa YepPHOAPOOHA, ChpAcUHA WIH OBOpedTHa
(YHKIMS U XeMOPAardiyHU HAPYIICHUS WM KBACTO UMa JaHHU 3a YIIEPOTeHHU raCTPOUHTECTUHAIHU
MOPaKEHHUS.

Jla He ce W3MON3Ba MPH CBPHXUYYBCTBHTEIHOCT KbM AKTHBHATA CYOCTAHIMS WJIM KBM HSIKOH OT
CKCIIUIIUCHTUTC.

[Ipu neuenue Ha Auapus MPU roBeia, 1a He Ce U3IM0J3Ba Ha BB3PACT IO/ €JHA CEMMIIA.

6. HEBJIAT'OIIPUATHU PEAKIIUN

[ToKOXHOTO PHIIOKEHNE HAa BETEPUHAPHOMEIUITMHCKUS ITPOAYKT IPH TOBEIa i MHTPAMYCKYITHO TTPH
mpacera ce MoHacs Ao0pe, camMo JIeK MPEeXOJeH OTOK Ha MSICTOTO Ha WH)XEKTHpaHe Cliel MOAKOKHO
MpriIoKeHne ce Habmoaasa rmpu mo-mMajiko oT 10% oT roBenara, IeKyBaH! B KJIMHUYHH IIPOYYBAHUS.

HpI/I KOHC MOXKE J1a HACTBIIM BPEMCHHO ITOAYBAaHE Ha MACTOTO Ha MHXKXCKTUPAHE, KOCTO ITPpEMHUHABA oe3
HUHTCPBCHIIUA.

B mHoro peaxu cmyudam (mo-manko ot 1 xuBoTHO Ha 10,000 TpeTupaHu >KMBOTHH, BKIIOUHUTEIHO
M30JIMPaHH CHOOIICHUSI) MOXKE Jla Ce TMOSBAT aHAa(MUIAKTOWIHHM DPEaKIUd, KOUTO MoraT Ja ObaaT
CeprO3HH (BKIIFOUUTENHO (haTalHN) U TPIOBa 12 ObIAT JIeKyBaHH CUMITOMATHIHO.

Axo 3a0enexure HIKaKBU He6HaI‘OHpI/I$ITHI/I pCaKknru, BKIIFOUUTCIIHO U TaKKMBa, KOUTO HE Ca OIIMCAaHU B
Ta3| JUCTOBKA WM MHUCIHUTE, Y¢ BETCPUHAPHOMEIUIIMHCKHS MMPOYKT HE paOOTH, MOJIS J]a YBEIOMUTE
Bammus BerepuHapeH Jiekap.

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

I'oBena, cBHHE M KOHE.

8. JAO3UPOBKA 3A BCEKHM BUJI )KUBOTHO, METO/J 1 HAYHUH HA IIPUJIAT'AHE

I'oBena:

EnHOKpaTHO MOAKOXHO HJIM MHTPABEHO3HO MHXKEeKTHpaHe Ha jo3a ot 0,5 mg meloxicam/kg TenmecHa
Mmaca (1.e. 2,5 ml/100 kg TenecHa maca) B KOMOMHALIUS ¢ AaHTUOMOTHYHA Tepanus WK C MepopaiHa
pexuzaparupalia Tepamnus, cropen ciaydas. llpenoprunTtennara Hal-roasmMa 1o03a, KOATO MOXeE Jia ce
TIPIIIOKH B €THO MACTO Ha WHKekTupaHe ¢ 10 ml.

Csune:
EnHokpaTHO HHTpaMyCKYJIHO HHXKEKTHpaHe Ha ao3a ot 0,4 mg meloxicam/kg TenecHa maca (t.e. 2,0
ml/100 kg TenecHa Maca) B KOMOUHAIMS C TOIXOAIIA aHTUOMOTHYHA Tepanus. AKO € HeOOX0aUMO,
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MOBTOPHO TNpujarane Ha meloxicam Moxe aa ce HanpaBu cieq 24 yaca. [Ipenopbunrennara Haii-
roJIsIMa J103a, KOSITO MOJKE JIa c€ PUIIOKH B €IHO MSICTO Ha MHXKEKTHpaHe € 2 ml.

Kone:

EnHokpaTHO MHTpaBEHO3HO MHKeKTHUpaHe Ha no3a oT 0,6 mg meloxicam/kg TenecHa maca (t.e. 3,0
ml/100 kg TenecHa maca).

3a ynorpeba npu o0JiekdaBaHe Ha BH3MAJICHUETO M HaMasiBaHe Ha 0oJIKkaTa KaKToO IMPU OCTPH, TaKa U
NpU XPOHWYHU MYCKYIIHO-CKEJICTHH HapyIICHHs, 3a IMPOABIDKaBAHE Ha JICYCHHETO MOXKE Jla ce
W3M0JI3Ba MOJXOAAIIA TepopajHa Tepamus, ChAbpKamy meloxicam, mpuiaraH B CHOTBETCTBHE C
HPETOPHKHUTE TIOCOUYCHN B €THKETa, MOTaT Ja OBbJaT M3MOJI3BAaHH 3a IPOIbIDKaBaHE HA JICUYCHHUETO.
Jla ce n30srBa BbBEXk/IaHE HA 3aMbPCSABAHE MO BpeMe Ha yroTpeoda.

Ja He n3BbpuBat noseue ot 50 npobduBanus Ha (IakoH. AKO € He00X0IMMO U3BBPIIBAHETO Ha ITOBEYE
or 50 npoOuBaHus Ha Tamara Ha ()IaKOHA ce IPENopbhYBa M3IIOJI3BAHETO HA WUIVIATA 33 N3TOYBAHE HA
CBIBPKAHUETO.

9. CBBET 3A IPABUJIHO ITPUJIOKEHUE

Jla ce m30sTBa 3aMBpCIBaHE TI0 BpeMe Ha yroTpeoa.

10. KAPEHTHHU CPOKOBE

I'oBexa: Meco u BeTpemHy opranu: 15 gam; Misko: 5 nHA.

CBuHe: Meco U BbTPEILLIHU OpraHu: 5 JTHU.

Kone: Meco u BbTpEIIHU OpTaHu: 5 JHHU.

He ce pa3pemasa 3a ynorpe0a npu >KMBOTHH, YHETO MJISIKO € MPeIHa3HAYEeHO 3a KOHCYMallus OT X0pa.

11. CIHEINUAJIHM YCJIOBUS 3A CbXPAHEHHUE HA ITPOJAYKTA

Jla ce cbXpaHsBa Jjajed OT MOTJIea M Ha HeIOCTBITHM 3a Jela MecTa.

To3u BeTeprHAPHOMEUIIMHCKH MTPOIYKT HE M3MCKBA HUKAKBH CIICIIHATIHY yCIOBHS 32 ChXpaHCHUE.
Cpok Ha FOHOCT CJIe/ ITbPBOTO OTBApsSHE Ha OMAKOBKaTa: 28 JHHU.

Jla He ce U3I0JI3Ba TO3M BETEPUHAPHOMEAUIIMHCKH IIPOLYKT CJIE H3THYaHEe CPOKa HA TOJHOCT, IIOCOYEH
BBPXY €THKETa U KapToHa cien {{'oneH xo}.

12. CHEHUUAJIHU NPEAYNOPEXJIEHUS

Tperupanero Ha Temerata ¢ Loxicom 20 MHHYTH Tpeaud 00€3pOroBSBaHETO HaMallsiBa
cienoneparuBHara 6osika. Camo Loxicom HsMa J1a OCUTYpH HOAXOAAII0 00e300sIBaHe 110 BpeMe Ha
mporeaypara 3a 00e3poroBsBaHe. 3a Ja ce MOJMYYd NOAXOASIIO0 00e300JsIBaHEe 1O BpeMe Ha

oTIepaIyATa, € HeoOX0IUMO €THOBPEMEHHO TIpHIIaraHe Ha IMOAXOISI aHaITeTHK.

CHGLII/Ia.]'IHI/I Opeanasiy MCpKH 3a )KMBOTHUTC IIPHU VHOTDC63.T8. Ha IIPOAYKTa:

B cnydait Ha HEOMArONPHUATHA PEaKIiy JIEYCHUETO TPsIOBa /1a ce TIPeKpaTH | JIa Ce TOThPCH CHBET OT
BETEpPHUHAPEH JIeKap.

Ja ce u30sarBa ynorpebaTa Mpr MHOTO CHJIHO JAEXUAPATHPAHH, XUIIOBOJIEMHUYHN WM XHUITOTCH3UBHH
KUBOTHH, KOUTO U3MCKBAT apeHTepaTHa PEXUIpaTalus, Thil KaTo ChIIIECTBYBA MIOTEHIINAJICH PHCK OT
peHaHa TOKCUYHOCT.
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B ciyuaii Ha He3aOBOJIMTEIHO HaMaJIsgBaHe HA OOJIKaTa MPH JICUCHUETO Ha KOJIMKA IIPU KOHE TpsOBa
Jla ce HampaBH BHUMATEJIHA MPEOIIeHKa Ha AWArHo3ara, Thil KaTo TOBa MOXeE Aa ObAe MHIMKALIUA 3a
HEOO0XOIMMOCTTa OT XUPYPruiHa HHTEPBCHLINS.

CHGLII/IaJ'IHI/I Opcanas’Hy MCEPKHW 34 Jyiara, HOpujaaraimy BCTCPUHAPHOMCAWIMHCKHA TIPOAYKT Ha
KHUBOTHUTC!

WHImmaeHTHO  caMOMHXEKTHpaHe MOXe Ja TMpeau3BHKa Oonka. Xopa € yCTaHOBEHa
CBPBXUYYBCTBUTEIHOCT KbM HecTepouIHHTE NpoTuBoBb3nanuTenuu cpeactsa (HCIIBC) tpsadsa na
n305rBaT KOHTAKT C BETEPUHAPHOMEIUIIMHCKUS IPOAYKT.

[Ipu cyyaitHO caMOMH)KEKTHpaHe, He3a0aBHO J1a ce MOThPCH MEIUIIMHCKU CHBET, KaTO Ha JIEKaps ce
MPeOCTaBH JIMCTOBKATA 3a YIoTpeda WK eTHKeTa Ha POYKTa.

BpeMeHHOCT 1 JTIaKTaIus:

T'oBena u cBuHe: Moxe a ce mpuiara rmo BpeMe Ha OpEMEHHOCT U JIAKTallHS.
Kone: Bwxk Touka ,,JIpoTuBonokazanus’.

BzaumoeicTBrE ¢ APYTrd BeTCPUHAPHOMEANIIMHCKY TPOAYKTH U APYTH d)ODMI/I Ha B3aUMOJCHCTBHEC:

Jla He ce mpuiara CbBMECTHO C TJIFOKOKOPTUKOCTEPOU U, IPYTH HECTEPOUIHN POTHUBOBB3NAIUTEIHH
CpeACTBa WM AaHTUKOATyJIaHTH.

HQCQOSI/IQaHC (CHMIITOMH, CIICIITHA MEPKH, aHTUAOTH):

B cnyt{aﬁ Ha Ipeao3nupaHe, TpSI6Ba Ja C€ 3all0OYHE CUMIITOMAaTUYHO JICYCHUC.

13. CHELUWAJIHU MEPKMU 3A YHULLOKABAHE HA HEU3I1IOJI3BAH NTPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII He Tpsi6Ba na ObAaT U3XBBPISAHU Upe3 OUTOBH OTIAABIM WIN OTHaTHH BOJH.

[TonuTaiiTe Bamus BeTepuHapeH Jiekap KakBo Aa npaBute ¢ HeHyxHute BMIL. Te3u mMepku 1ie noMmorsar
3a OIla3BaHE Ha OKOJIHATA Cpera.

14. JATATA HA NOCJIEJHATA PEJAKIIUA HA TEKCTA

ITogpoOHa mHpOpMaIMs 32 TO3U BETCPUHAPHOMEIUIIMHCKU MPOAYKT MOXKE Ja HaMEpPUTE HAa MHTEPHET
crpanuuara Ha EBponetickata Arenius no JlekapcrBata http://www.ema.europa.eu/.

15. JAOI'BJHUTEJHA HHOOPMALUA
CaMo 1o J1eKapcKo MpeIIuCaHue.

Kapronena kytus ¢ 1 unu 12 6e3uBeTeH cTbKICH (h1akoH HHXeKuus (1) Beska c mo 30, 50 wmu 100
ml. Kapronena kytus ¢ 1, 6 wim 12 6e3uBeTeH CThKIIeH QIakoH HHXEKIUs (1) Besika ¢ 1mo 250 ml.

Bceexu ¢uakoH e 3aTBOpeH ¢ OpoMOOYTHII BTYJIKA H 3alledaTaH ¢ alyMUHHEBa Kamayka.

He Bcuukm pazmepyr Ha omakoBKaTa MOTarT Ja ObJaT IpeajaraHy Ha ma3apa.
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3a Bcska I/IH(i)OpMaHI/IH OTHOCHO TO3W BCTCPHHAPHOMCAWIMHCKU IIPOAYKT, MOJISA CBBPKETE CE€ C

TECPUTOPUATTHHA NPCACTABUTECII HA IIPUTECIKATECIIA HA JIULICH3a 3a yHOTpe6a.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +322 734 46 90

Fax : +32 2 734 48 99

Peny6smka bearapus

ACKIJIEIT - PAPMA OO/

rp. Codus, x.k. Jlronun - 7, 6. 711 A, marazux
3

Penry6mmka brirapus

Ceska republika

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

CZECH REP.

Tel: +420 481 65 31

Danmark

ScanVet Animal Health A/S
Kongevejen 66

3480 Fredensborg

Deutschland

Elanco GmbH
Heinz-Lohmann-Stral3e 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EA\AGoa

XEAAADPAPM AE

Lo yip. A. Howaviog — Mapkomoviov,
T® 100, 19002, ITorovia,

TnA.: +30 2106800900

Latvija

Magnum Veterinarija SIA

Ulbrokas 23, Riga, LV-1021, Latvija
Tel. +371 6716 0091

Fax. +371 6716 0095

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lietuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyészati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

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

Fax +356 21493082

Email sales@borg-cardona.com

Norge

Dansk Reprasentant
ScanVet Animal Health A/S
Kongevejen 66

DK-3480 Fredensborg
Phone: +45 4848 4317
E-mail: QA@scanvet.dk

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

ScanVet Poland Sp. z o.0.
Skiereszewo, ul. Kiszkowska 9
62-200 Gniezno

Tel. 61 426 49 20
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E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

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

Barcelona (Espana)

France

Biotopis

Le Conquérant

100 avenue Guillaume Le Conquérant
14100 LISIEUX

France

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Elanco Italia S.p.A.

Via Colatori 12

50019 Sesto Fiorentino (FI)

Kvzpog

Amoxielotikdg Arovopéag Kdmpov: Xmopog

Ytovpvidng Képkahg Atd

Aewo. Zracivov 28, 1060 Agvkwcio, Kdmpog

TnA: 22 447464 / ®ag: 22 756902
e-mail: chemicals@stavrinides.com.cy

Portugal

PRODIVET-ZN S.A

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

PORTUGAL

Tel. (00351) 21 8511493

Romania

S.C. MARAVET S.R.L.

Str. Maravet nr.1, Baia Mare
430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.0.
Svitokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.pharmacopola.sk

Suomi/Finland

Vet Medic Animal Health Oy
PL/PB 27,

FI-13721 Parola

Sverige

N-vet ABf

Uppsala Science Park
751 83 Uppsala
Sweden

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

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NNI18 9EX

United Kingdom
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JINCTOBKA:

Loxicom /JIlokcukom/ 1 mg oBKyceHH TaOIETKH 3a KydeTa
Loxicom /JIokcukom/ 2,5 mg OBKyCeHH TaOJETKH 3a KyueTa

1. HUME N ITIOCTOSHEH AIPEC HA IIPUTE/KATEJISA HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJISA, AKO TE CA PA3JIMYHU

[puTexaTen Ha JUIIEH3a 3a yrnoTpeba:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

IIpou3BoaKTEN, OTTOBOPEH 32 OCBOOOK/IABAHE HA NAPTHU/IATA:
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 BETEPUHAPHOMEJIUIIUHCKUS ITPOAYKT
Loxicom /JIokcukom/ 1 mg nrpBYAIy TaOIETKY 32 KydeTa

Loxicom /JIokcukom/ 2,5 mg npBYAIIM Ta0JIETKH 3a KydeTa

meloxicam

3. CbABPKAHUE HA AKTUBHATA CYBCTAHIUUSA U EKCIIUITMEHTUTE

Bcska npBuamia TabJIeTKa CbAbpiKa:

Meloxicam 1 mg
Meloxicam 2.5 mg

CBeToXbaATa OBaJHA TalJeTKa C pa3/esUTENIHA JIMHHUS OT JIMIEBaTa CTpaHa M TJajKa OT ApyraTa.
Tabnerkara Moxe 1a ObJie pa3jiesieHa Ha paBHY OJIOBUHHU.

4. TEPAIIEBTUYHU IIOKA3AHUSA

3a o0mekyaBaHe Ha BB3MAICHUS ¥ OOJIKH Ipu OCTpU U XPOHUYHU MYCKYJIHO-CKCJICTHU CMYIIICHUS.

5. MNPOTUBOIIOKA3AHUSA
Jla He ce n3moa3Ba npu OpeMEeHHU WIH JIAKTUPAIIH KUBOTHH.
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Jla He ce M3Mmoa3Ba MpHU KUBOTHH, CTPAIAIIN OT CTOMAITHO-IYPEBHU Pa3CTPONCTBA KAaTO BH3NAICHUS U
KPBHBOM3IIMBU, TpPU YEPHOIPOOHA, ChpJcYHA WM OBOpEYHA HEAOCTATHYHOCT M XEMOpPArmyHU
CMYIIEHHUS.

Jla He ce M3MOJI3BA TP Ky4eTa 1Mo 6 ceIMUYHa Bh3pacT wiH moj 4 kg tenecHa maca.

Jla He ce W3MON3BA MPHU CBPBHXUYYBCTBUTEIHOCT KbM aKTHUBHATA CyOCTaHIMS WM KbM HSKOH OT
EKCITUTTCHTHUTE.

6. HEBJIAT'OIIPUSATHU PEAKIIUN

Nwma HabmoaBaHu cay4yauw Ha TUIHMYHU HEONarompusaTHU peakiuu npu npuiarase Ha HCIIBC kato
3ary0a Ha ameTHT, NOBpBLIaHE, TUApUH, OKYJITHAa KPBbB BBbB (ekaauuTe, amaths W ObOpeuHa
HEAOCTaTHYHOCT. B MHOTO penku ciydan (mo-manko ot 1 skuBoTHO Ha 10,000 TpeTnpaHu KHBOTHH,
BKJTIOUHTEITHO W30JIMpaHH CHOOIIECHHS) Ce€ ChOOIMaBa 3a XEeMOparmdHa AWaphs, XeMaTreMmesa,
racTpOMHTECTUHAIHA yJIepalys U MOBUIICHN YePHOIPOOHU EH3UMHU.

Tesn HeOMArONPHUATHH PEAKIIUU CE€ TIOSIBIBAT OOMKHOBEHO IIPE3 MIbpBaTa CEIMHUIIA Ha JICUCHUETO, CIIC
KOETO OTIIYMSBAT U M34YE3BaT MPH MPEKPaTIBaHE HA TPETUPAHETO, HO B MHOTO PEAKH CITydan MOTAaT Ja
ObJaT CePHO3HU WK (haTaTHU.

AKko 3a06emexnTe HIKaKBU HeOJIaronpusTHA PEaKIUY, BKIIOYUTEITHO U TAKWBa, KOUTO HE Ca ONHCAaHU B
Ta3M JIMCTOBKA WIIM MHUCJINTE, Y€ BETEPUHAPHOMEAUIMHCKUS POIYKT HE paOOTH, MOJISI J1a YBEAOMHTE
Bamms BeTepuHapeH nexap.

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

Kyuera.

8. JAO3UPOBKA 3A BCEKHM BUJI )KUBOTHO, METO/J 1 HAYUH HA IIPUJIAT'AHE

Jleuenuero cieiBa a 3armoyHe ¢ eaHoKparHa 103a ot 0.2 mg meloxicam/kg TenecHa Maca pe3 mbpBHs
JIeH, TIPAJI0KEHA TTIePOPATHO WITH alITEPHATHBHO JICYCHUETO MOJKE 1A 3aII0YHE C HH)KEKIIMOHEH Pa3TBOP
3a Ky4eTa M KOTKH, Chabpikail 5 mg meloxicam /ml. JleueHueTo ciiesiBa 1a NPOABIDKY C TOAbpKaIIa
no3za ot 0.1 mg meloxicam/kg TexecHa Maca nepopaiiHO, €HH BT Ha JAeH (Ha MHTepBaJ OT 24 yaca).

Besika gpBuama tabieTka chabpka 1 mg wim 2,5 mg METOKCHKaM, KOETO ChOTBETCTBA HA JTHEBHATA
nomappkama nmo3a 3a 10 kg TemecHa maca, uiau chorBeTHO 25 kg TenecHa maca. Beska mpBuaria
TabyeTka Moke fa Ob/ie pa3zesieHa Ha JIBe 3a MPEIU3HO T03UpaHe B ChOTBETCTBHE C TEJIECHA Maca Ha
KydeTo. TabJaeTKuTe MoTaT Ja ce MpriaraT ¢ win 0e3 XpaHa, Te ca OBKYCEHH U Ce TIpreMaT OT TIOBEYETO
Ky4deTa JOOpOBOIHO.

CxeMa Ha TIOJIbpIKaIIaTa 103a:

Tenecna maca (kg) Bpoii Ha npBUaLIUTE Bpoii Ha npBUaLIUTE mg/kg
TabaeTku TabaeTKu
1 mg 2.5mg

4.0-7.0 ) 0.13-0.1
7.1-10.0 1 0.14-0.1
10.1-15.0 1% 0.15-0.1
15.1-20.0 2 0.13-0.1
20.1-25.0 1 0.12-0.1
25.1-35.0 1 0.15-0.1
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| 35.1-50.0 | | 2 | 01401 ]

3a mo-mpenu3Ha JO03MPOBKA MOXE Ja Ce MPEABHIM HW3IMOJ3BAHETO HA  TEpOpajHa CYCICH3WS,
chappkama meloxicam. 3a Kydera c TelnecHa maca mox 4 kg ce mpemopbuBa W3MOI3BAHETO HA
nepopaliHa CycreH3us, ChIbpikaiia meloxicam.

KnuHUYHUAT edeKT HOpMamHO ce BIKAAa B paMkuTe Ha 3-4 nuu. JledeHuwero ciemsa na Obje
npekpareHo ciexa 10 qHu, B ciydvaid, ue He ce Habmro1aBa mo1o0peHue.

9. CBHBET 3A ITIPABUJIHO TPUJIOKEHUE

3a 712 ce OCUTYpH MPABHIHO TO03MpaHe, TeNecHa Maca TPsAOBa Ja ce ONnpe/ielis Bb3MOKHO HAl-TOYHO Ja
ce m30erae Hee(peKTUBHA 7032 WIIN TIPEeIO3UpaHe.

10. KAPEHTEH CPOK

He e npunoxxumo.

11. CIHEINUAJIHM YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cbxpaHsBa faned OT MOrje/la M Ha HEOCTHITHY 3a Jlela MecTa.

[a He ce cpxpaHaBaBa npu TeMiepaTtypa Haz 25 °C.

Ja ce cbxpaHsiBa B OpMTHHAITHATA OMAKOBKA C IIeJ1 IIpea3BaHe OT CBETIINHA.

Jla He ce U3Mo3Ba TO3U BETEpUHAPHOMETUIIMHCKH MIPOIYKT ClIe ] U3THUAHE CPOKa Ha TOAHOCT, TIOCOYEH
BBPXY €TUKETa U KapToHa cien {{'oneH no}.

Cpok Ha TOAHOCT Ha TOJIOBUHKUTE TaOJIeTKH -24 Jaca.

12. CHEHUWAJIHM IPEAYHNPEXJIEHUA

CHGLII/Ia.]'IHI/I Opeanasiy MCpKH 3a )KUBOTHUTC IIPH VHOTDC63.T8. Ha IIPOAYKTa:

[Ipu nosiBa Ha HEONATONPUATHU pEaKiiy, JICYCHHETO cielBa Ja ObJie MPEKPATeHO U J1a CE MOTHPCH
ChBET OT BETEPHHAPECH JIeKap.

W36sirBaiiTe npuiiaraHeTo Npu ASXUIPATUPAHH, XUTIOBOJICMUYHU U XUTIOTEH3UBHU )KUBOTHH, ThI KaTo
“Ma TTOTCHIMAJICH PUCK OT OhOpeYHA HHTOKCHKAITHS.

To3u BeTepuHAPHOMEIUIIMHCKH MTPOJYKT 3a Ky4deTa He TpsOBa Ja ce Mpuiiara mpu KOTKH, Thi KaTo He
€ MOJIXOJAI 3a TO3U BUJ XKHUBOTHU. [Ipu KOTKM ciiefiBa Ja ce Mpujara perucTpupaHa 3a TO3U BUJ
YKUBOTHH TIepOpalTHa CYCIICH3Hs, ChIbprkama meloxicam.

CHGLII/IaJ'IHI/I Oopcanas’Hy MCEPKHW 34 Jyiara, HOpujaaraimy BCTCPUHAPHOMCAWIMHCKHA TIPOAYKT Ha
KHUBOTHUTC!

Xopa ¢ ycTaHOBEHa CBPBXUYBCTBUTEJIHOCT KbM HECTEPOMAHHUTE MPOTHBOBB3MAIUTENHU CPEICTBA
(HCIIBC) Tpsi6Ba 1a M305rBaT KOHTAKT C BETEPUHAPHOMETUIIMHCKHSI IIPOYKT.

IIpu cimyuaiiHO mornbinaHe, He3a0aBHO Ja c€ MOTHPCH MEIUIIMHCKU ChBET, KaTO Ha JIeKaps ce
IIPEJ0CTaBU JIMCTOBKATA 3a yIoTpeba WiIK €TUKETa Ha IPOJyKTa.

BDeMeHHOCT W JJaKTaluAg:
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be3omacHocTTa Ha BCTCPUHAPHOMCIUIIMHCKHUA IMMPOAYKT HE € AOKa3aHa IO BpEMC Ha 6peMeHHOCT n
JJaKTalus.

BSaHMOHeﬁCTBHe C APpYIru BETCPUHAPHOMECIHNIIMHCKH MIPOAYKTH U APYTH d)ODMI/I Ha B3aI/IMOI[eI>'ICTBI/Ie:

UsnomsBanero ¢ nmpyrm HCIIBC, amyperwiy, aHTHKOAryjiaHTH, aHTHOMOTHIM OT Tpyrnara Ha
aMMHOTJIMKO3UIUTE U BEIIECTBA C BUCOKA CTEIICH HAa CBBP3BaHE C MPOTEMHHUTE MOXE Ja JIOBEIE N0
KOHKYPEHTO CBBP3BaHE W IO TO3W HAYMH J1a PeAN3BHKa TOKCHYHH eekTu. JIokcukoMm He TpsiOBa na
ce npuiara 3aegHo ¢ Apyra HCIIBC nunu riitokOKOpTUKOCTEPOHIN.

[Ipeaxoxkmamnio Je4eHne ¢ IPOTUBOBB3MATUTEIIHA CPEACTBA MOXKE J1a JOBEAE IO JOMBIHUTEIIHA WU
MO-OCTPU HEONATONPHUATHH PEaKIMM U MOPaJM TOBA CIEJ MPHUIAraHeTO Ha TOPHUTE € HeOoOXOIauM
MepUoJ OT Hail-Maiko 24 Jaca Mpeay 3aroyBaHe Ha JiedeHne. To3u mepuo; ciuenBa aa 0b/e cho0pa3eH
1 ¢ apMaKOKHHETHIHUTE CBOMCTBA HA TIPEAXOTHHS MPOIYKT.

[Ipeno3upane (CHMOTOMH, CHENIHU MEPKH, AHTHJIOTH):

B cnydaii Ha mpeo3upane a ce MPUIIOKH JIeYeHHEe, ChOOPa3eHO ChC CUMIITOMHUTE.

13. CIHEINUWAJIHU MEPKU 3A YHUIILOKABAHE HA HEU3I1OJI3BAH IPOAYKT NN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba 1a 0BT U3XBBPIISTHA Ype3 OUTOBH OTIAIBIN HITH OTITATHU BOJIH.

ITonuraiite Bamus BeTeprHapeH Jiekap KakBo 1a npaBute ¢ HeHyxHute BMIIL. Te3u mMepku 1ie nomorsar
3a OMa3BaHE Ha OKOJHATA Cpefa.

14. JATATA HA HOCJIEAJHATA PEJAKIIUA HA TEKCTA

IMoapoOHa WHpOPMAIHMS 32 TO3U BETCPUHAPHOMEIUIIMHCKH MPOAYKT MOXE @ HAMEPUTE HAa HWHTEPHET
cTpanuiata Ha EBporetickata Arennus o Jlekapersara http://www.ema.europa.eu/.

15. JAOH'BJIHUTEJJHA HHOOPMALUA
Bnucrepu ot 10 Tabnerku B 6nuctep B kytuu ot 10, 20, 100 mau 500 tabnetku.
He Bcnuku pa3smepu Ha OIakoBKaTa MOraT Jja ObJaTr InpeajaraHy Ha rasapa.

3a Bcsika HH(OpMAIKs OTHOCHO TO3U BETEPUHAPHOMEIUITUHCKH POy KT, MOJISI CBBPKETE CE C
TEPUTOPUATHAS TTPECTABUTEN HA IPUTEXKATEN Ha JINIIEH3a 3a yIoTpeoda.

Belgié/Belgique/Belgien Latvija

Luxembourg/Luxemburg Magnum Veterinarija SIA
Nederland Ulbrokas 23, Riga, LV-1021, Latvija
Fendigo sa/nv Tel. +371 6716 0091

Avenue Herrmann Debrouxlaan 17 Fax. +371 6716 0095

BE 1160 BRUSSELS
Tel : +32 2 734 46 90
Fax : +322 734 48 99
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Peny6snuka bnarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Ceska republika

SSamohyl group a.s.

Smetanova 1058 512 51 Lomnice Nad Popelkou
CZECH REP.

Tel: +420 481 65 31

Danmark

ScanVet Animal Health A/S

Kongevejen 66

3480 Fredensborg

Danmark

Deutschland

Elanco GmbH
Heinz-Lohmann-Stral3e 4
27472 Cuxhaven
Deutschland

Eesti

AS Magnum Veterinaaria
Vae 16

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EAlLaoa

XEAAADAPM AE

1o yiu. A. Ioaviag — Mapkomovrov,
TO 100, 19002, ITowovio

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

Espaiia

Laboratorios Karizoo

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

Barcelona (Espafia)

France
ALIVIRA FRANCE S.A.S.
14 Rue Scandicci

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lictuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

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

Fax +356 21493082

Email sales@borg-cardona.com

Norge

Interfarm AS

Dolasetta 5,

3408 Tranby

Norway

Tel +47 6758 1130

Mob +47 9057 0005
e-mail: post@interfarm.no

Osterreich
PRO ZOON Pharma GmbH
A-4600 Wels

Polska

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

Tel. 61 426 49 20

Portugal

PRODIVET-ZN S.A

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

PORTUGAL

Tel. (00351) 21 8511493

Roménia
S.C. MARAVET S.R.L.
Str. Maravet nr.1, Baia Mare
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Tour Essor

93500 PANTIN
France

Tél. 01 574223 03

Hrvatska

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Ireland

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

island

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland.

Italia

Vétoquinol Italia S.r.I.

Via Piana, 265

47032 Bertinoro (FC)

Kvnpog

AmoxAelotikdg Atavopéoc Kompov: Xmdpog
Srovpviong Képkaig Atd

Aewo. Zracivov 28, 1060 Asvkwcio, Kdmpog
TnA: 22 447464 / ®a&: 22 756902

e-mail: chemicals@stavrinides.com.cy

430016, Romania

Tel/Fax: +40 262 211 964
e-mail: info@maravet.com
www.maravet.com

Slovenija

GENERA SI d.o.o.
Parmova Ulica 53

1000 Ljubljana, Slovenija
Telefon: +386 1 4364466
Telefaks: +386 1 4364468
e-mail: info@generasi.si

Slovenska republika
PHARMACOPOLA s.r.0.
Svatokrizske nam. 11

SK — 965 01 Ziar nad Hronom
Tel. +421 45 6781 400
www.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
Sweden

+4618 57 24 30

United Kingdom

Norbrook Laboratories (GB) Ltd
1 Saxon Way East

Oakley Hay Industrial Estate
Corby

Northamptonshire

NNI18 9EX

United Kingdom
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JINCTOBKA:

Loxicom /Jloxcukom/ 50 mg/g mepopaiiHa nacta 3a KOHe

1. HUME N ITIOCTOSHEH AIPEC HA IIPUTE/KATEJISI HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJISA, AKO TE CA PA3JIMYHHU

[TpuTexaTen Ha JUIEH3a 32 yIoTpeba:
Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

[IpousBoaMTEN, OTTOBOPEH 32 OCBOOOKIaBaHE HA NAPTH/IATA:
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 BETEPUHAPHOMEJUIIUHCKUSA NIPOAYKT

Loxicom /Jlokcukom/ 50 mg/g nepopaiHa macra 3a KOHe
meloxicam

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUA U EKCIHUIIUEHTUTE
Enun g chabpika:

AKTHBHA cy0OCTaHIMA:

Meloxicam 50 mg
Excuunuenr:
bensuinos ankoxon 10 mg

BJIGI{O)KT)JIT&, XOMOI'CHHA I1acTa.

4. TEPAIIEBTUYHU IIOKA3AHUSA
Ob6nexyaBaHe Ha Bb3MAICHUE U Ha 00JIKa ITPHU OCTPH U XPOHUYHHU MYCKYJIHO-CKEJICTHU HAapyILECHHUS IPH
KOHE.

S. INPOTUBOIIOKA3AHUA
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Jla He ce n3mo3Ba npu OPEMEHHU WM KbPMEIITH KOOWITH.

Jla He ce M3MON3Ba MPHU KOHE, CTpajalliy OT CTOMAIHO-UPEBHU HApPYIICHUs, KaTO pas3lpa3HEHUE U
XeMoparusi, HapylieHa YepHOIpoOHa, ChbpAeyHa Wil 0h0pedHa GYHKIHS U XeMOPAarnyHU HAPYIICHHS.
]Ia HE CC M3IOJI3Ba IPHU CBPHBXYYBCTBHUTCIHOCT KbM AaKTHUBHATa Cy6CTaHHI/I51 WA KbM HSIKOM OT
EKCLIUIHUEHTHUTE.

Jla He ce U3MOI3Ba IPU KOHE HA BH3PACT MO 6 CEIMUIIH.

6. HEBJIAT'OIIPUSATHU PEAKIIUN

W3onupanu cirydan Ha HEOIAronpusiTHH peakiuu, TunudHo cebp3anu ¢ HCIIBC, ca nabmionaBanu B
KIMHUYHU W3MUTBaHUS (Jieka yprukapus, nuapus). Cumnromute ca Ownm oOpatumu. Yecro ce
MoJTyJaBa HaMaJeHHe Ha KOHIICHTPANKATa Ha alTOYMUH B KPBBTA 110 BpeMe Ha TIepro/ia Ha JiedeHne (110
14 gaum). B MHOTrO pemkm cimydan (mo-mainko oT 1 »xwBoTHO Ha 10,000 TpeTHpaHH XUBOTHH,
BKITFOUUTEITHO H30JUPaHU ChOOIIEHHU) MMa ChOIICHUS 3a 3ary0a Ha aleTHT, JeTaprus, 00JIKa B KopemMa
Y KOJMUT. B MHOTO penku ciiy4an mMorar Aa ce MmoiydaT aHadWIaKTOWAHH PeaKIud, KOUTO MoraT Ja
ObIaT CepHO3HH (BKIIFOUUTETHO (paTajmHu) u TpsAOBa Ja ce JICKyBaT CUMIITOMAaTHIHO. AKO CE TOSBSIT
HEOMAaronpUATHU peakluH, JICYEHUETO TpAOBa Ja ce MpeKpaTh U TpsAOBa Ja ce MOTHPCH CHBET OT
BETEPHUHAPCH JICKap.

AKo 3a0emnexnTe HIKaKBU HeOJIaronpusTHA PEaKINY, BKIIOYUTEIHO U TAKWBa, KOUTO HE Ca ONHMCAaHU B
Ta3M JIMCTOBKA WIIM MHUCJINTE, Y€ BETEPUHAPHOMEAUIMHCKUS POIYKT HE paOOTH, MOJISI J1a YBEAOMHTE
Bammis BeTepuHapeH nekap.

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

Komne.

8. JO3UPOBKA 3A BCEKHU BU/JI KUBOTHO, METO/Jl 1 HAYUH HA ITPUJIATAHE
Ha ce npunarat 0.6 mg/kg TenecHa Maca, BeIHBK JHEBHO, 3a eproj 10 14 qHHU.

Ja ce mpunara qupekTHO B ycTaTa HaJ 3a/HaTa YacT Ha €3WKa, KaTo TiaBaTa Ha HUBOTHOTO CE IBPKHI
BIMTHATA, TOKATO MPOAYKTHT ObJIC TIOTBIHAT.

Tpsab6Ba ma ce mpuitara exHO JAeJIeHne Ha CIIpUHITOBKaTa ¢ macta Ha 50 kg Tenecna maca. CipuHIIOBKaTa
uMa BrpalieH ajantep u € rpaayupana B kg/renecHa maca. Beska cripunioBka ocurypsisa 420 mg
MEJIOKCHKaM, JIOCTaTh4eH 3a jieueHue Ha 700 kg TenecHa maca.

9. CBBET 3A ITPABUJIHO INTPUJIOKEHUE

Jla ce m30sTBa KOHTAMHHAIIHSA 110 BpeMe Ha yroTpeoa.

10. KAPEHTEH CPOK

Meco u BBTpEIIHU OpTraHu: 3 AHU.
He ce paspemasa 3a ynorpeba mpu >KUBOTHH, YHETO MIIIKO € IIPEAHA3HAuEHO 3a KOHCYMAaIHs OT XO0pa.

11. CHEHNUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

I[a CC ChbXpaHsBa Aajied OT NOrjicAa U Ha HEAOCTBIIHU 3a ACLIa MCCTaA.
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Ja ce cpxpansiBa npu Temmeparypa nox 30 °C

Jla He ce n3moa3Ba TO3M BETEPUHAPHOMEAUIIMHCKH MPOIYKT CIEA U3THYAHE CPOKa Ha TOAHOCT, TOCOYEH
BBPXY KapTOHa U cripuHIoBKata {['ofeH no}.

CpoK Ha TOAHOCT CJIeN MFPBOTO OTBAPSIHE HA OITAKOBKATA: 28 THHU.

12. CHEHUWAJIHM IPEAYHNPEXJIEHUA

CHGLII/Ia.]'IHI/I Opeanasiy MCpKH 3a )KUBOTHUTC IIPHU VHOTDC63.T8. Ha IIPOAYKTa:

Jla ce n3bsirBa ynorpeba npu >KMBOTHU C ACXUAPATAINS, XUIIOBOJIEMIS HIIM XUIIOTOHWS, Thid KATO NMa
MOTEHIIUAJICH PUCK OT OhOpPEUHA TOKCUYIHOCT.

Jla He ce mpeBuIIaBa mpenopbyaHarTa J103a Wik MPOABDKUTETHOCT Ha JISUeHUE, IOPaid Bb3MOKHOCTTA
3a MPOSIBSBAHE HA TEXKKW HEOJIAronmpusATHA peakitnu. Brkre pazmen 4.10.

CrenpanHy npeanasHyd MEpPKH 3a JIMIara, IpWiaraiy BEeTEPUHAPHOMEIMIIMHCKUS IPOAYKT Ha
JKMBOTHHUTE:

Xopa ¢ ycraHOBEHa CBPBHXYYBCTBUTEIHOCT KbM meloxicam TpsOBa na wu30sArBaT  KOHTAKT C
BETCPUHAPHOMETUIIMHCKUS TIPOYKT. Jla ce m30sATBa KOHTAKT Ha MPOJYKTA C Koxara U ovmte. [Ipu
CJIy4aeH KOHTaKT C KOXKaTa W/WJIM O4YUTE, He3a0aBHO M3MHITE 3aCEerHATUTE 4YacTU C Boja. AKO ce
MOJTyYH pa3Jipa3HeHUE U TO MEPCUCTUPA J]a C€ TOThPCU MEIUIIUHCKU CHBET.

IIpu cnyuaitHo mormbIIaHe, He3a0aBHO Ja Ce MOTHPCH MEIUIIMHCKH ChBET, KATO Ha JieKaps ce
MPEJIOCTABY JINCTOBKATA W €TUKETA Ha MPOJIYKTa.

BDeMeHHOCT W JJaKTaluAg:

be3omacuHocTTa Ha BETCPUHAPHOMCIUITMHCKHA IIPOAYKT HE € JOKa3aHa 1o BpEME Ha 6peMeHHOCT n
naktauus. He ce MMpernopbYBa NpUIAraHeTo My 110 BPpEME Ha 6peMCHHOCT " JJaKTalus.

BSaHMOHeﬁCTBHe C APYIu BETCPUHAPHOMECINIIMHCKH IIPOAYKTH U APYTH d)ODMI/I Ha B3aHMOI[eI>'ICTBHe:

I[a HC Cce npuiaara CAHOBPEMCHHO C TJIFOKOKOPTUKOCTCPOUIHU, Apyru HECTCPOUIHU
IIPOTHUBOBB3INAIUTECIIHN BETCPUHAPHOMEAUITMHCKH IIPOAYKTH UIJIM aHTUKOAr'yJIaHTH.

IIpeno3upane (CI/IMHTOMI/I, CIICIIHU MEPKH, aHTI/IZ[OTI/I)l

Nwma cproOmienus 3a cleqHUTe KIMHWYHM MPU3HAIM (HIKOM OT KOUTO MOXe Aa OBbJaT CepHO3HM) B
KJIMHUYHU U3MUTBAHUSA ClIe] IPUIOKEHHE Ha MPOAYKTa IPH Npeo3upaHe: YHUIO OBEIeHUE, AUApHS,
OTOK, OoOpa3yBaHE Ha paHM MO OyKaJHaTa JMIraBULA W/WIM YpUHA C ThMEH LBAT. B ciydwail Ha
npeno3upaxe TpsiOBa J1a ce 3all0YHE CUMIITOMATUYHO JICUCHHUE.

13. CHEHNUWAJIHU MEPKWU 3A YHUINOKABAHE HA HEU3ITIOJI3BAH NTPOAYKT NJIN
OCTATHIM OT HEI'O, AKO UMA TAKUBA

BMII He Tpsi6Ba na ObAaT U3XBBPISAHU UYpe3 OUTOBH OTIAABLM WIN OTHATHU BOJIU.
ITonuraiite Bamus BeTepuHapeH Jiekap KakBo 1a npaBute ¢ HeHyxHuTe BMII. Te3u mMepku 1ie nomorsar
3a OIIa3BaHE HA OKOJIHATA CPEAA.

14. JATATA HA ITIOCJIEAHATA PEJAKLIUA HA TEKCTA
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[MogpobHa wHpOpMAIHs 32 TO3U BETCPUHAPHOMEIUIIMHCKH MPOAYKT MOXKE Ja HAMEPHUTE Ha MHTEPHET

crpanuara Ha EBponetickata Arenius no JlekapcrBata http://www.ema.europa.eu/.

15. JAOHBJIHUTEJIHA UH®OPMALUSA

Camo 3a BeTeprHApHOMEIUIMHCKA yrioTpeba. Jla ce oTIycka camo 1o JeKapcKo NMpernucanue.

[lepopanHara macta ce npeasara B CI€JHUTE pa3MepU Ha OMaKOBKaTa:
- 1 xapTOHEHa KyTHusl, ChibpKalia | CipuHIIOBKa

- 1 kapTOHEHa KyTus, ChJIbpKala 7 CIPUHIIOBKU

- 1 xapTOHEHa KyTHs, ChabpkKama 14 cipuHLIOBKU

He Bcuukm pazmepyr Ha omakoBKaTa MOTaT Ja ObJaT IpeajaraHy Ha ma3apa.

3a Bcsika MH(pOpMAIIKs OTHOCHO TO3U BETEPUHAPHOMEIUITUHCKH POy KT, MOJISI CBBPIKETE CE C
TEPUTOPUATHAA TIPECTABUTEN HA IPUTEXKATEN Ha JINIIEH3a 32 yIoTpeoda.

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Nederland

Fendigo sa/nv

Avenue Herrmann Debrouxlaan 17
BE 1160 BRUSSELS

Tel : +32 2 734 46 90

Fax : +32 2 734 48 99

Penyb6auka bbarapus

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan,

Ireland

Ceska republika

Samohyl group a.s.

Smetanova 1058 512 51 Lomnice Nad Popelkou
CZECH REP.

Tel: +420 481 65 31

Danmark

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Deutschland

Elanco GmbH
Heinz-Lohmann-Stral3e 4
27472 Cuxhaven
Deutschland

Eesti

Latvija

Magnum Veterinarija SIA

Ulbrokas 23, Riga, LV-1021, Latvija
Tel. +371 6716 0091

Fax. +371 6716 0095

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kauno r., Lietuva
Tel. +370 688 96944
info@magnumvet.lt

Magyarorszag

Alpha-Vet Allatgyogyaszati Kft.
H-8000 Székesfehérvar, Homoksor 7
Tel: 22/534-500

Malta

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

Fax +356 21493082

Email sales@borg-cardona.com

Norge

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

Osterreich
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AS Magnum Veterinaaria PRO ZOON Pharma GmbH
Vae 16 A-4600 Wels

76 401 Laagri

Harjumaa

Eesti

Tel +372 650 1920

Fax +372 650 1996

EX\ada Polska
XEAAADAPM AE ScanVet Poland Sp. z o.0.
lo yAu. A. Ioaviag — Mapkomoviov, Skiereszewo, ul. Kiszkowska 9
T® 100, 19002, ITonavio 62-200 Gniezno
TnA.: +30 2106800900 Tel. 61 426 49 20
E-mail: info@hellafarm.gr
Espaia Portugal
Laboratorios Karizoo PRODIVET-ZN S.A
Pol. Ind. La Borda, Mas Pujades 11-12 Av. Infante D. Henrique, 333-H-3° Piso, Esc.41
08140 Caldes de Montbui 1800-282 LISBOA
Barcelona (Espaia) PORTUGAL

Tel. (00351) 21 8511493
France Romaénia
ALIVIRA FRANCE S.A.S. S.C. MARAVET S.R.L.
14 Rue Scandicci Str. Maravet nr.1, Baia Mare
Tour Essor 430016, Romania
93500 PANTIN Tel/Fax: +40 262 211 964
France e-mail: info@maravet.com
Tél. 01 57 42 23 03 www.maravet.com
Hrvatska Slovenija
Norbrook Laboratories (Ireland) Limited GENERA SI d.o.o.
Rossmore Industrial Estate Parmova Ulica 53
Monaghan, 1000 Ljubljana, Slovenija
Ireland. Telefon: +386 1 4364466

Telefaks: +386 1 4364468
e-mail: info@generasi.si

Ireland Slovenska republika
Norbrook Laboratories (Ireland) Limited PHARMACOPOLA s.t.0.
Rossmore Industrial Estate Svitokrizske nam. 11
Monaghan, SK — 965 01 Ziar nad Hronom
Ireland. Tel. +421 45 6781 400

www.pharmacopola.sk

island Suomi/Finland

Norbrook Laboratories (Ireland) Limited Orion Oyj ORION PHARMA

Rossmore Industrial Estate ELAINLAAKKEET,

Monaghan, PL 425,

Ireland. F1-20101 Turku

Italia Sverige

F.M. ITALIA Group s.r.l. Norbrook Laboratories (Ireland) Limited
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Zona Industriale Isola, 31 Rossmore Industrial Estate

05031 Arrone (TR) — Italia Monaghan
Ireland
Kvnpog United Kingdom
Amoxielotikdg Arovopéag Kompov: Xmopog Norbrook Laboratories (GB) Limited
Zrovpwvidng Képikarg Atd 1 Saxon Way East,
Aew@. Xtacivov 28, 1060 Asvkwcio, Kompog Oakely Hay Industrial Estate,
TnA: 22 447464 / Dog: 22 756902 Corby,
e-mail: chemicals@stavrinides.com.cy NNI18 9EX
United Kingdom
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