MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rheumocam 1,5 mg/ml nepopanna cycnensus 3a Kydera

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB
Bceku ml cpabpixa:

AKTHBHO BelIeCTBO

Meloxicam 1,5 mg

TTomMo1HO BelecTBO

KosnyecTBeH cbeTaB, ako Ta3u nHGOpMAanus e
Ba)KHA € OrJieJ Ha MPaBHJIHOTO NMpPHUJIaraHe Ha
BeTEePUHAPHMUS JIEKAPCTBEH MPOAYKT

KauecTBeH ¢bCTaB Ha MOMOILIHHUTE
BE€IIECTBA U JIPYITUTE CbCTABKH

Harpues 6en3oar 5mg

3axapuH HaTpui

HatpueBa kapOOKCHIMETHIT LIETy103a

CwineB IBYOKHC, KOJOUIAICH

Jlumonena KHCCJIMHA, MOHOXHUJpAT

Cop0OuTton, pa3TBop

Hunatpues xumapores dpocdar
JIOJICKaxuIpar

Apomar Ha mef

Hpe‘-II/ICTeHa BOJa

CYCHCHBI/I}I, OIBCTCHA B KXBJIT LIBAT.

3. KIMHNYHA UTHOOPMALIIUA

3.1 Bupaose :KMBOTHH, 32 KOUTO € npeanaznayed BJIII

Kyuera.

3.2 Iloka3anus 3a ynorpeda 3a BceKH BU/ )KMBOTHH, 32 KOITO e NpeAHa3HAYEH MPOAYKTHT

Obnex4aBaHe Ha BB3MAICHUETO U HAMANsABaHE HA OOJIKaTa KaKTO MPU OCTPH, TaKa U IPU XPOHUYHH
MYCKYJIHO-CKEJIETHU HAPYILICHUSI IPU Ky4eTa.

3.3 IlporuBONOKA3aAHHUSA
Ja He ce u3mon3Ba npyu OpeMEeHHH U JTaKTUPAIH KydeTa.

Jla He ce M3I0JI13Ba MIPH KUBOTHH, CTPAJIAIH OT FaCTONHECTHHATHH CMYIIICHUS KaTO BB3MAJICHHE U
XeMOoparusi, HapylieHa YepHOApOOHa, ChpJiedHa Wik ObOpevHa PyHKIHS U XeMOparnuyHu HapyIIeHNUSI.



Jla He ce M3MO0JI3Ba MPU CBPHXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHIHSI MK KbM HSKOU OT
EKCIUITACHTHUTE.

Jla He ce u3Moa3Ba IpU KydeTa Ha Bh3pacT MoJI 6 CeMUIIH.

3.4 ChoeunajHu nmpeaynpeskaeHus

3.5 ChnenuajHy NpeANasHH MePKH NIPH ynoTpeda

CrnenmanHy npeana3Hi MepKy 3a 6e3omnacHa ynorpebda Ipy BUIOBETE KHUBOTHH, 3a KOUTO € MPeiHa3HaYeH
BJIIL:

To3u mpoayKT 3a Kydera He TpsiOBa Ja ce M3I0JI3Ba TP KOTKH, Thid KaTo HE € MOAXOIAII 3a yHoTpeda mpu
TO3U BUJ KUBOTHU. [Ipu koTkH TpsiOBa Aa ce u3non3Ba Rheumocam 0,5 mg/ml nepopanna cycneH3us 3a
KOTKH.

Ja ce u30srBa yrorpebaTa Npu  JeXUAPATUPAHH, XHITOBOJIEMUYHH WIIA XUTIOTEH3UBHHU )KUBOTHU, THH
KaTo ChIIECTBYBA MOTEHIIUAIICH PUCK OT pEHATIHa TOKCUYHOCT.

CrenuanaHu Opeana3H MCPKHU 3a JIMIaTa, Ipujaraiiy BETCPUHAPHUA JICKAPCTBCH IIPOAYKT Ha
KHMBOTHHUTC!

Xopa ¢ ycTaHOBEHa CBPBXYYBCTBHTEITHOCT KbM HECTEPOHUIHH MTPOoTHBOBB3nanuTenHu cpencrsa (HCIIBC)
TpsI0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.

[Ipu cnyuaitHo norireliane, He3ab0aBHO J1a c€ MOTHPCU MEJUIIMHCKY CHBET, KATO HA JIEKaps C€ MPe0CTaBU
JMCTOBKATAa WM €TUKETA Ha MIPOJIYKTA.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a 3allliTd Ha OKOJIHATA Cpcaa:

He e npunoxumo.

3.6 HeOnaronpusiTHu peakuun

Kyuera:
MHoro peaku 3ary0a Ha aneTuT, JeTaprus
(mo-manko ot 1 Ha 10 000 TpeTupanu IMoBpbllane, quapus, KpbB BbB (eKanuure’,
YKUBOTHH, BKJITFOUUTEIHO U30JIMPaHU XeMOparnyHa Auapus, Xemaremesa, CTOMallHa 53Ba, I3Ba
CHOOIIICHHU): B THHKHTE UEPBa, SA3Ba B JcOCINTE YepBa
[ToBumenn 4epHOAPOOHN SHIUMHU
BbpOpeuna HEOOCTATHUHOCT.
'OkynrHa

Te3u HeOIArOMPUATHH PEAKIUY CE SBSIBAT OOMKHOBEHO TIpE3 MIbPBATa CEIMUIIA HA JICUCHUE U B TIOBEUETO
CJIydau ca MPEeXOHH U M3Ue3BaT Cie]| MPUKIIIOYBAHE Ha JICYCHUETO, HO B MHOTO PEJIKU CITy4au MOTar Jia
ObIaT CeprO3HU WIN (haTaTHH.

AKO HACTBITAT HEOMATONPUSTHA PEAKIIHH, JICUCHHETO TPsIOBA J]a ce MPEKPaTH | Ja Ce TIOThPCH CHBET OT
BETEPHUHAPEH JIeKap.



Cro0ImaBaHeTo Ha HEONArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JICKapCTBEH MPOAyKT. ChoOIeHUATa TpsIOBa a ce M3MpaIar, 3a
MIPEIIOYUTAHE Ype3 BETCPUHAPECH JIeKap, WU Ha MIPUTEKATEI Ha Pa3pelICHUETO 32 ThPrOBUS WIH Ha
MECTHHSI My TPEJICTABUTEI, HJIM Ha HAITMOHATHHS KOMIICTCHTEH OpPraH uype3 HallMOHATHATA CUCTeMA 32
choOIIaBaHe. 3a ChOTBETHUTE JaHHU 33 BPh3Ka BUKTE CHIIO JMCTOBKATA.

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS WU sliillEeHOCeHe

BpeMeHHOCT U JIaKTaIUs:

BesomacHaTa ynorpeba Ha BeTepUHAPHHUS JICKApCTBEH MPOIYKT HE € JI0Ka3aHa 110 BpeMe Ha OPEeMEHHOCT U
JakTanusa. Bxk. Touka 3.3.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEKAPCTBEHH! NMPOAYKTH U Apyru (popmu Ha
B3auMo/eiicTBHe

[pyru HecTepouIHU MPOTUBOBB3NAINTEIIHN CPEACTBA, ANYPETULN, AaHTUKOATyJIAaHTH,
aMUHOTJINKO3HUTHN aHTHUOMOTHIIM U BEIIIECTBA C TOJIsiMa CTETNEeH Ha CBbP3BaHE HA MPOTEHHUTE MOTAT /1a
JIOBEZIaT /10 CBbP3BaHe, a CIEJOBATEIHO U /IO TOKCUYHHU pPeaklnd. BeTepuHapHUAT JTeKapCTBEH MPOAYKT
He TpsiOBa J1a ce Ipuilara eTHOBPEMEHHO C JPYTH HECTEPOUIHU MPOTUBOBB3NATUTEIHN CPEACTBA HITH
TITIOKOKOPTUKOCTEPOUIH.

[IpenmecTBamnio TpeTupane ¢ NPOTUBOBB3NAIUTEIHN CPEACTBA MOXKE A3 NPUUMHH JOIBIHUTEIHU HITH
MOBHUIIIEHU HEOIAronpHusITHU PEaKIMU 1 ChoOpa3HO ¢ TOBa TPsOBa Aa ce crasu Mnepuoj, CBOOOICH OT
NPUIAraHeTo Ha TAaKUBA BETCPUHAPHHU JICKAPCTBEHU MPOIYKTH, Hali-MaJKo 24 yaca mpeau 3arovYBaHe Ha
neuenneto. [Ipu neproaa, cBOOOCH OT TpeTupane, obaue, TpsiOBa 1a ce B3eMar NpeaBHI
(hapMaKoIOrMYHUTE CBOMCTBA Ha BETEPUHAPHUTE JICKAPCTBEHHU NMPOAYKTH, U3MOI3BAHN PEAH TOBA.

3.9 HayuH Ha NpUJIOKEeHNeE U T03MPOBKA
3a mepopatHO PHIIOKEHHE.

Pazknamaiite nobpe mpenu ynorpeba.

[a ce nmpumnara cMeceH B XpaHaTa.

[TepBOHAYANHO ce mpuiara equHUYHA 1032 oT 0,2 mg Menokcukam/kg TenecHa Maca npe3 MbPBUs
neH. Jledenuero TpsaOBa Jia MPOABIDKH €AWH BT THEBHO Ype3 MepopasiHo Npuiarade (Ha 24 4acoBu
WHTEpBaJIN) Ha moaabpxaimma go3a ot 0,1 mg menokcnkam/kg TenecHa maca.

3a rapaHTupaHe Ha MPaBHUJIHA JO3UPOBKA TElecHaTa Maca TpsiOBa /1a ce ONpe/Iesii Bb3MOXKHO HA-TOYHO.
[penopbuBa ce J1a ce U3Moi3Ba MOIXOA[NI0 KATHOPHUPAHO H3MEPBATEITHO 000py/IBAHE.

CycrieH3usiTa MOXe Jia ce JlaJie C MEpUTelTHaTa CIPUHIIOBKA, TIOCTaBeHa B omakoBkaTa. CripuHIIOBKATA ce
cliara Ha Karkomepa Ha OyTHIIKaTa M UMa CKaJla 3a TeJlecHaTa Maca B kg, KosTO ChOTBETCTBA Ha
nojabspxamara gosa (Hamp. 0,1 mg meloxicam/kg tenecna maca). Taka, 3a 3amouBaHe Ha TepanusTa Npe3
II'BPBUS JICH € HEOOXO MM JIBa ITBTH MO THPIKAIIUSI 00eM.

Knuanden otroBop 0OMKHOBEHO ce HaOM0AaBa B paMkuTe Ha 3-4 quu. JleueHunero TpsOBa 1a ce mpekpaTu
Hail-kbCHO cien 10 qHM, ako TUICBA SIBHO KJIMHUYHO MOJ00peHHe.

3.10 CumnTomu Ha npeAo3upaHe (M KOraTo e NPUJI0KMMO — NMPoUEIyPHU Ha AelicTBHE MPHU
CTIEIITHY CJTyYau H AHTHIOTH)

B cnyuait Ha mpeno3upane TpsOBa Ja ce 3aroYHe CHMIITOMATHYHO JIEYCHHE.



3.11 CrheuunajHH OrpaHHYEHHs 32 yNOTpeda U CelMAaTHH YCJIOBHS 32 YOTPeda, BKIIOYNTETHO
OrpaHUYeHHs 32 YNOTpPedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOTYKTH, C IIeJI 1a ¢e OTPAHHYN PHCKBT OT PA3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHH CpOKOBe

He e mpuioxumo.

4. DAPMAKOJIOT'NYHA HHO®OPMALIUSA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QMO01ACO06.
4.2 @apmakoguHAMHKA

Menokcukam € HecTepouHo npotuBoBb3nanuTenHo cpeactso (HCIIBC) ot knaca Ha
OKCHUKaMHTe,IeHCTBAII0 Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTATIaHINH, TIPU KOETO TPOSBSIBa
MPOTUBOBB3NAIUTEIHY, AHAJITETUYHN, AaHTUEKCYAATUBHU U aHTUIIUPETUYHU cBoMcTBa. HamansBa
JIEBKOIIMTHATA MH(DHUITpAIUs BHB Bb3MaJIeHaTa ThKaH. B 1mo-Maika cTereH chio MHXUOMpa KoJlareH-
npeIu3BHKaHaTa TpoMOouTHA arperaius. [IpoydBanusTa in vitro u in vivo MOKa3Bar, ueé MEJIOKCUKAMbT
nHXHOUpa rukIookcurenasa-2 (COX-2) B mo-roisiMa CTEIeH, OTKOIKOTO

nukirookcurenasza-1 (COX-1).

4.3 dapMakOKMHETUKA

Pe3opbuus

MenokcukaMbT ce pe3op6Hpa HAITBJIHO CJICA MIEPOpaIHO NpHUJIaraHe 1 MaKCUMaJIH! MJIa3MCHU
KOHIOCHTpAUK C€ JOCTUTaAT HpI/I6J'II/ISI/IT€J'IHO caca 7,5 yaca. Koraro MNPOAYKTHT CC U3IOJI3BA CIIOPCI
IIpEnopbYaHus pEeXKUM Ha JO3UPOBKaA, CTa0MJIHO CHCTOSHUE HA IJIa3MCHUTE KOHOCHTpAallluu Ha
MCJIOKCUKaM C€ JOCTUTraT Ha BTOPUA JACH OT JICUCHHUCETO.

Pasnpenenenue

ChImlecTByBa JIMHEHHA 3aBUCUMOCT MEX/Ty IPUIIOKEHATa 1034 U HA0JI0[aBaHaTa Iia3MeHa
KOHIICHTpAIVS B TCPANeBTHYHUS JUANa3oH Ha qo3upane. [Ipubnusutento 97% ot MeloKcHKaMa ce
CBBbp3Ba ¢ I1a3MeHuTe nporennu. O0eMbT Ha pasnpeaencHue ¢ 0,3 I/kg.

Meraboanussm
MeoKCHKaMBbT C€ OTKPHBA IPEIUMHO B IJIa3MaTa M ChIIO C€ EKCKPETHPA TJIaBHO Ype3 XKITbUKaTa, J0KaTO
ypUHATa ChIBPKa CaMO CJIEIU OT U3XOAHOTO CheIMHEHHE. MEIIOKCUKAaMbT C€ METa0OIH3Upa Ha aJTKOXOJI,

KHCEJIMHEH ACPUBAT U HAKOJIKO MOJISIPHA MeTa0OMUTH. Benuky rnaBHE MeTaboMHUTH ca IMOKa3aiu
(hapMakoOruiyHa HEAKTHBHOCT.

Enumunupane

MeoKcuKaMbT c€ eIMMUHKIpPA ¢ IEpUOA Ha monypasnaf oT 24 vaca. [Ipubnusurenno 75% ot
MIPUJIOKEHATA 71032 C€ EIMMUHNPA YPe3 U3NPAKHEHHUATA, @ OCTATBKBT- UYPE3 ypUHAaTA.



5. DAPMAIEBTUYHU JAHHU
5.1 OcHOBHM HECHBMECTHUMOCTH

He ca n3BecTHu.

5.2 Cpoxk Ha rogHOCT

Cpok Ha TOJHOCT Ha KpailHUA BETEPUHAPEH JIEKAPCTBEH MPOIYKT: 2 TOAWHU.
Cpok Ha TOJHOCT ciie/ IbPBO OTBApsIHE HA ITbPBUYHATA ONIAKOBKa: 6 Mecera.

5.3 Chenuannm yci0oBHs 32 CbXpaHeHHe

To3u BeTeprHAPHOMEANLIMHCKH MIPOAYKT HE M3UCKBA HUKAKBH CIICIIMATHU YCIOBHS 332 ChbXpaHEHHUE.
5.4 Buau cbcTaB HA MBPBUYHATA ONAKOBKA

[Monuernnenora tepedranar oOytuika ¢ odem 42, 100 wau 200 ml ¢ Tama, ycToiiunuBa Ha OTBapsHE OT
nena, 15 ml OyTuika OT MOJIMETUIICH C BUCOKA TUTBTHOCT, YCTOWYKMBA HA OTBAPSHE OT Jelia U JIBE
MOJIMITPOTIMIICHOBU MEPUTEITHHU CIIPUHIIOBKHU: €/THA 3a Mallku Kydeta (10 20 kg) u eiHa 3a MO-ToJIeMH
kydera (o 60 kg).

He Bcuuku pasmMepu Ha onmakoBKaTa MOTAT Ja ObJIaT MpesiaraHy Ha masapa.

5.5 Cl'lelII/IaJ'lHH MEPKH 32 YHUIIOKABAHE HA HEU3IOJI3BAHHU MPOAYKTH UJIK OCTATHIHU OT THAX

BerepunapHuTe JIeKapCcTBEHN NPOAYKTH HE TPsAOBa Oa ObAaT U3XBBPISIHU Ype3 OTNAIHN BOIU WIX OUTOBU
OTHAaIbIIH.

Wznon3BaiiTe nporpaMu 3a BpblIaHe NPH YHUII0KABAHETO HA HEU3IIOJI3BaHN BETEPUHAPHU JIEKAPCTBEHH
MIPOAYKTH WM OCTaThIM OT TSIX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO U C
BCUYK{ HAlIMOHAIHU CUCTEMH 3a ChOMpaHe, MPUIOKHUMH 32 ChOTBETHHUS BETEPUHAPEH JIEKaAPCTBEH
MPOAYKT.

6. NME HA ITIPUTEXATEJIS HA PASPEIHEHUETO 3A ThbPI'OBUS

Chanelle Pharmaceuticals Manufacturing Ltd.

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

42 ml: EU/2/07/078/001

100 ml: EU/2/07/078/002

200 ml EU/2/07/078/003

15 ml EU/2/07/078/004

8. JATA HA IBPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThPI'OBUA

JlaTa Ha TBPBOTO M3/1aBaHe Ha pa3penieHUeTo 3a Thpropus: 10/01/2008



9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

{JU/MM/TTIT}

10. KJIACHPUKAIIUA HA BETEPUHAPHUTE JJEKAPCTBEHU TPOAYKTHU
Ja ce oTIrycka caMo I10 JIEKapCKO MPEIIUCAHHE.

IMoxpoOHa nHbopMalKs 3a TO3M BEeTepUHAPECH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara TaHHU
Ha Cpbro3a orHocHO npoxykTute (https://medicines.health.europa.eu/veterinary).



1. HAMMEHOBAHUE HA BETEPUHAPHUA JIEKAPCTBEH TIPOAYKT
Rheumocam 1 mg Tabnerku 3a qbBUCHE 32 KydeTa

Rheumocam 2,5 mg tabneTku 3a IbBUYCHE 3a Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika TabneTka 3a qpbBUEHE ChABpIKA:

AKTHBHO BellIECTBO:

Meloxicam 1 mg
Meloxicam 2,5 mg

ITomoiHu BelecTna:

KadecTBeH cChCTaB HAa MOMOILHHUTE BellleCTBA U APYIruTe CbCTaBKHU

JlakTo3a MOHOXUApPAT

Cuwnnnunppana MAKpOKPUCTATHA TIETyJ103a

Hatpues kucen murpar

Kpocnosugon

Tanx

CBUHCKH apoMaTt

MaruesueB cTeapat

Breno xbaTr TabNeTKH 3a IbBYCHE C €JHA Pa3AeUTeIHa JIUHU, KOUTO MOTaT Aa ObAaT pa3aelicHH Ha
paBHHU 110 TOJIEMUHA ITOJIOBUHMU.

3. KIMHUYHA UTH®OPMALIUA

3.1 Bwupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJIIT

Kyuera.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT

Obnex4aBaHe Ha BB3MAICHUETO U HAMaJsIBaHEe HA OOJIKaTa KaKTO MPU OCTPH, TaKa U IPU XPOHUYHH
MYCKYJIHO-CKEJIETHH HapyLIeHUs IPH Ky4eTa.

3.3 IIporuBomoka3zanus

[a He ce u3non3ea npyu OpeMEHHH U JJAaKTHPAILH KUBOTHH.

[la He ce u3Moa3Ba NIpU KydeTa, CTPaJallld OT TaCTOMHECTUHAIHU CMYIIIEHHUS, KaTO Bh3IMaJIeHNue U
XeMoparus, HapylleHa Y4epHOAPOOHa, ChpleuHa Wik ObOpedHa QyHKIMS U XeMOparuyHu HapyILIeHuUsI.
[la He ce u3MoN3Ba pU Ky4yeTa Ha BB3pacT nox 6 ceqMuuy uin o 4 kg tenecHa maca.

Jla He ce U3M03Ba MPY CBPBXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MM HIKOE OT MTOMOIIHUTE
BEILIECTBA.



34 CneuuaJ Hu mpexynpexaeHus
Hswma.
3.5 CpeumajHu mpeana3sHd MepKH MpH ynorpeda

CroenmanHy npeana3Hi MepKy 3a 6e3omacHa ynorpebda Ipy BUIOBETE KHUBOTHH, 3a KOUTO € MPeHa3HaYeH
BJIIT:

Jla ce u30sTBa ynorpedaTa mpu BCAKO ASXUAPATUPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTCH3UBHO KHBOTHO,
THH KaTO CHIECTBYBA MOTEHIMAJIEH PUCK OT MOBHIIEHa OBOpedHa TOKCUYHOCT.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JuliaTa, mpujaraimy BETCPpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHUBOTHUTC!

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBHTEIHOCT KbM HECTEPOHIHH MPOTHBOBB3NauTenHu cpenctea (HCIIBC)
TpsiOBa J1a U30ArBaT KOHTAKT ¢ BETEPUHAPHOMEAULIMHCKUSA IIPOIYKT.

[Ipu cityuaiiHo norneinaxe, He3a0aBHO Ja ce MOThPCU MEAULIMHCKU ChBET, KaTO Ha JIeKaps ce IpeA0CTaBU
JIMCTOBKATa 3a YHOTpeda Wi €TUKEeTa Ha MPOAYKTA.

CHeHI/IaHHH OpeanasHy MCPKH 3a 3alliMTa HAa OKOJIHATa Cpeaa.

He e npunoxxumo.

3.6 HeOnaronpusiTHu peaKkuuu

Kyuera:
MHoro penku 3ary0a Ha aneTuT, JeTaprus
(mo-manko ot 1 Ha 10 000 TpeTupanu [MoBpbluane, (uapus, KpbB BbB (ekamuure’,
JKUBOTHH, BKIIFOYUTEITHO U30JUPAHU XeMoparuyHa Auapus, XemareMesa, CTOMAaIlHa 53Ba, SA3Ba
CHOOLICHUS): B THHKHUTE YepBa, 53Ba B 1eOeInTe uepBa
[loBumienn yepHOIPOOHN EH3UMHU
brOpedna HeOCTaTHIHOCT
! okynTHA

Te3u HeONAroMpHUATHY PEAKIIMH ce SIBSIBAT OOMKHOBEHO TIPE3 ITbpBaTa CeAMHUIIA Ha JICYCHUE U B IOBEUYETO
Cly4au ca MPeXOJIHU U U34YE3BaT Cle MPUKIIOUBAHE HA JICUCHUETO, HO B MHOT'O PEJIKH CIydau Morat Ja
ObIaT cepro3HU WK (haTaIHu.

AKO HaCTBIIAT HEOIATONIPUSTHN PEAKINH, IPEKPATETe JICUCHHETO U MOThPCETE CHBET OT BETEpHUHAPEH
JeKap.

Cpo011aBaHeTO Ha HEOJATONPUATHH PEaKIIuU € BaykHO. ToBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIeKapCTBEH MpoAyKT. ChoOIIeHusITa TpsIOBa Ja ce U3mpariar, 3a
MpeIOYUTaHe Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXATeNs Ha Pa3pellieHUeTo 32 ThPrOBUs WIH Ha
MECTHHSI My TIPEICTABUTEI, FJTM Ha HAITMOHATHHS KOMIICTEHTEH OpraH uype3 HallMOHATHATa CUCTeMA 32
choOIIaBaHe. 3a ChOTBETHUTE JaHHU 33 BPh3Ka BUKTE CHIIO JIMCTOBKATA.



3.7 ¥Ynorpe6a no BpeMe Ha OPeMEHHOCT, JAKTAINS WJIH sIHIIeHOCEHe

BDCMCHHOCT W JJaKTaIusg:

be3zonacHara yrmorpeba Ha BeTepUHAPHOMEIUITUHCKHS TIPOYKT HE € JIoKa3aHa 1o BpeMe Ha
OpEeMEHHOCT U JIAKTaIusl.

3.8 B3zaumopaeiicTBHe ¢ Pyru BeTEPUHAPHHU JeKAPCTBEHH NMPOAYKTH U APYyru popmMu Ha
B3anMojleiicTBHe

I[pym HECTCPOUIHU MMPOTHUBOBBINAJIUTCIIHU CPECACTBA, ANYPCTULIN, AHTUKOAl'yJIaHTH,

AMHUHOTJIMKO3UJIHH aHTI/I6I/IOTI/IHI/I 1 BCIICCTBA C rojisiMa CTCIICH Ha CBbP3BaHE HAa IPOTCUHUTE MOTaT Aa
A0BCAAT 10 CBBbP3BAHC, a CJICAOBATCIIHO U 10 TOKCUYHU e(l)eKTI/I. BeTepI/IHapHI/IHT JICKAPCTBCH MPOAYKT HC
Tp$[6Ba Ja Cc€ npujiara CIHOBPEMCHHO C APYTH HECTCPOUAHU MMPOTUBOBB3MNAJIUTCIIHNA CPEACTBA U
TJIIOKOKOPTUKOCTECPOUIH.

[IpenmecTBamio TpeTupane ¢ NPOTHBOBB3MAIUTEIHN BELIECTBA MOJKE J1a IPUUUHH AOIBIHUTETHH WK
MIOBHUIIIEHU HEONIATrONPHUSTHU PEAKIIMU M ChOOPa3HO ¢ TOBa TPsiOBa J1a ce cras3u MepuoJ], CBOOOJICH OT
MIpUJIaraHeTO Ha TaKHBa BETEPHHAPHH JIEKAPCTBEHHU MPOIYKTH, Hali-Malko 24 yaca Mpeau 3al0yBaHe Ha
neuyenneto. [Ipu nepuona, cBOOOJEH OT MEAUKAaMEHTH, o0aue, TpAOBa Ja ce B3eMaT NpeiBU
(hapMaKoIOrMYHUTE CBOMCTBA Ha BETEPUHAPHUTE JICKAPCTBEHHU NMPOAYKTH, N3MOI3BaHN PEAH TOBA.

3.9 HayuH Ha NpUJIOKeHHE U 103HPOBKA
3a mepopaiHo MPUIOKEHHUE.

[TepBOHaUAHO ce mpuIara eAnHnYHa 1032 oT 0,2 mg Menokcukam/Kg TejecHa Maca rmpe3 mbpBHUs JICH.
Jleuenunero TpsiOBa Jia ce MPOIBIIKH SIHH BT JTHEBHO Ype3 MEPOPAIHO Mpuiarane (Ha 24 yacoBu
MHTEpBaJN) Ha nojabpxama no3a ot 0,1 mg menokcukam/kg TeraecHa maca.

Bcesika Tabnerka 3a qpBueHe chAbpka | mg wim 2,5 mg MeIoKCHKaM, KOETO OTroBaps Ha JHEBHATA
MoJITBKAIIIA 71032 33 Kyue ¢ Maca chorBeTHO 10 kg u kyue ¢ maca 25 kg.

Bcsika Tabnerka 3a 1bBUSHE MOJKE J[a CE Pa3Iesy C el JO3UpaHe CIopel HHANBHUIyaHaTa TeJIeCHa Maca
Ha )KUBOTHOTO.

3a rapaHTHpaHe Ha MPaBUJIHA TO3UPOBKA TeJIECHATa Maca TPsiOBa Jia ce ONpe/eNI Bb3MOXKHO Hal-TOYHO.
[penoppuBa ce qa ce U3MOII3Ba MOIXOIAMI0 KATHOPUPAaHO H3MEPBATEITHO 000y IBAHE.

Tesn TabneTky 3a AbBUCHE MOKE J1a Ce MpUJIaraT ¢ Win 0e3 XpaHa, Te ca apOMaTH3UPaHH U e TIPHeMaT
I00POBOJIHO OT Ky4eTara.

Cxema Ha JI03upaHe Ha TOIbprKaliaTa J03a:

Tenecua maca Bpoii TabieTKH 3a IbBUYCHE mg/kg
(kg) 1 mg 2,5mg

4.0-7.0 Y 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
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Moxe na ce momuciu 3a ynorpeba Ha Rheumocam nepopanHa cycrnieH3us 3a Kydera 3a OIle MO-MPeru3Ho
JI03MpaHe. 3a Kydera, TeXKally mo-Manko ot 4 kg, ce npenopwusa yrnorpebara Ha Rheumocam nepopaina
CYCIICH3HSI 33 KyUeTa.

Knuandgen oTroBop 00MKHOBEHO ce HaOIronaBa B paMkute Ha 3—4 nau. Jledenunero TpsoOBa 1a ce
MpeKpaTH Ha-KbCcHO ciaen 10 qHu, ako JTUTICBA SBHO KIMHUYHO TT0I00peHNe.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo e NpPUJI0KMMO — NMPoNeIypPH Ha AelicTBHe MPH
CTICIHU CYyYau U AHTHIO0TH)

B ciydaii Ha npeno3upane TpsOBa Aa ce 3aoyHe CUMIITOMATHYHO JIEYEHHE.

3.11 CneunuajHM OrpaHUYeHHs 32 ynorpeda U CrieMaJIHU yCJIOBHUSI 32 yNOTpe0da, BKJIIOYHATETHO
OrpaHNYeHMs 32 ynoTped6aTa Ha AHTUMHMKPOOHH M IPOTHBONAPA3UTHU BeTePUHAPHH
JIeKapCTBeHHU NMPOIYKTH, C LeJ A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTHH CpOKOBe

He e mpunoxumo.

4. DOAPMAKOJIOTNYHA HH®OPMAIIUSA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Koa (ATCvet Code): QMO1ACO06.
4.2 dapmakoaMHAMHUKA

MenokcukaMbT € HecTepouHo mpoTuBoBb3nanuTenHo cpenctso (HCIIBC) ot kimaca Ha okcHKamMuTe,
JIeWCTBAIIIO Ype3 HHXHUOMpaHe CHHTE3a Ha MIPOCTArJIaHI|H, IPH KOETO MPOsBsIBA

MMPOTUBOBB3NAJIUTCIIHN, AHAJITCTUYHN, AHTUCKCYJAaTUBHU U AHTUITUPETUYHU cBoiictBa. HamansBa
JIeBKOLMTHATA HHOUITPAM BHB Bb3NaleHaTa ThKaH. B mo-mMainka cTeneH chljo MHXHOUpa KoJareH-
Mpeau3BUKaHaTa TpoMOonuTHA arperamus. [IpoydBanusTa in vitro u in vivo OKa3BaT, Y€ MEJIOKCHKaMBbT
nHxubupa nukinookcureHasza-2 (COX-2) B mo-rojisiMa CTENeH OTKONKOTO IuKIookcurenasa-1 (COX-1).

4.3 @apMaKoOKMHETHKA

Pe3opbuus

MenokcukaMbT ce abcopOrpa HATBITHO CJIe]] TIEPOPATHO MPHUIIaTaHe U MaKCUMAITHU TJIa3MEHU
KOHIICHTPAITUH CE IOCTHUTAT MPHOIU3UTETHO ciex 4,5 gaca. KoraTto mpoayKThT ce H3I0I3Ba CIIOpE
MIPETIOPBIAHISI PEXKUM Ha TO3UPOBKA, CTAOMITHO CHCTOSHUE HA IUIA3MEHHUTE KOHIICHTPAITUH Ha
MEJIOKCUKaM C€ JOCTUraT Ha BTOPHS JCH OT JICUCHUETO.

Pasnpenenenue

ChInlecTByBa JIMHEHHA 3aBUCUMOCT MEX/Ty IPUIIOKEHATa 1034 U Ha0JI0[aBaHaTa Iia3MeHa
KOHIICHTpAIIWS B TEPAIEBTHYHISI aIa3oH Ha no3upane. [IpubimsnrtenHo 97% ot MenokcukaMa ce
CBBp3Ba ¢ 1azMeHute nporenan. O0embT Ha pasnpexnencHue ¢ 0,3 I’kg.

Mertaboan3sm

1"



MenokCcHKaMbT C€ OTKPHBA IMPETUMHO B IIa3MaTa U CHIIO C€ EKCKpeTHpa IIaBHO Upe3 KITbUKaTa, JOKaTo
ypHHATA ChIBPXKA CaMO CICAH OT U3XOIHOTO CheAMHEHHE. MEJOKCUKaMbT CE METabOoIM3upa 10 alTKOXOJI,
KHCEJIMHEH JCPUBAT U HAKOJIKO MOJIIPHA METa0OIUTH. BCHYKY TTTaBHU METAOOIHUTH Cca IMOKa3aan
(hapMaKkoJIOTUYHA HEAKTHBHOCT.

Envvmunupane

MenokcukaMbT c€ eMMMUHUPA C TIEpUoJl Ha rmoirypasnaf oT 24 gaca. [Ipubnmusurenno 75% ot
MIPUJIOKEHATa JI03a Ce eNMMUHIpPA Ype3 U3MPAKHEHHUTA, & OCTATHKBT- UYpe3 ypruHaTa.

5. DOAPMAIEBTUYHU JAHHU

5.1 OcHOBHM HeCHBMECTHUMOCTH

He ca u3BecTHu.

5.2 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPEH JICKAPCTBEH MPOIYKT: 5 TOAMHY.

5.3 Chenuannm yci0BHs 32 CbXpaHeHHe

To3u BeTeprHApEH JIEKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMAITHA yCIIOBHS 32 ChXpaHEHHE.
5.4 Buawu cbCTaB Ha MBPBUYHATA ONMAKOBKA

PVC/PVDC (250. 60) Gnuctep onakoBku ¢ 20 MUKpoHa (QoIHo.

Pasmepu Ha onmakoBkata: 20 u 100 TabieTku 3a THBUCHE.

He Bcuuku pasMepu Ha OlakoBKaTa Morar ja ObJaT IpejJiarany Ha masapa.

5.5 CneuuajHu npeanasHu MepKH NPH YHUILOKABAHE HA HEM3IOJI3BAHUTE MPOAYKTH WM
OCTATBIM OT TAX

BerepuHapHuTE JIeKapCTBEHN NPOLYKTH HE TPsAOBa Na ObIaT M3XBBPISIHU Ype3 OTNAIHNU BOIU WIM OUTOBH
OTHAaIBIIH.

W3znon3BaiiTe nporpaMu 3a BpbLIaHe IPH YHUIIO)KABAaHETO HA HEN3IIOI3BaHU BETCPUHAPHHU JIEKAPCTBECHH
HPOLYKTH WIN OCTATBLIHU OT TAX B CHOTBETCTBHE C M3UCKBAHUITAa HA MECTHOTO 3aKOHOZATENICTBO U C
BCUYKH HAlIMOHAIHU CHCTEMH 3a ChOMpaHe, MPHIOKUMH 38 ChOTBETHHUS BETEPUHAPEH JIEKApCTBEH
MPOAYKT.

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

Chanelle Pharmaceuticals Manufacturing Ltd.

7. HOMEP(A) HA PABPEIIEHUETO 3A THPTOBUS
EU/2/07/078/005 1 mg 20 tabneTku
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EU/2/07/078/006 1 mg 100 tabneTku

EU/2/07/078/007 2,5 mg 20 tabieTku

EU/2/07/078/008 2,5 mg 100 Tabnetku

8. JATA HA TBPBOTO U3JABAHE HA PABPEIIEHUETO 3A THhPTOBUSI

JlaTa Ha TBPBOTO HM3/1aBaHe Ha paspenieHueTo 3a Thpropus: 10/01/2008.

9. JIATA HA TOCJIEJTHATA PEJJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA

HPOAYKTA

{JU/MM/TTIT}

10. KJIACHPUKAIIUA HA BETEPUHAPHUTE JEKAPCTBEHU TPOAYKTHU
Ja ce oTIrycka caMo I10 JIEKapCKO MPEIIUCAHHE.

[Moapo6Ha nHdpOpMaIKs 32 TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HAMEpHTE B Oa3arta JaHHH
Ha Cpro3a orHocHO npoxykTute (https://medicines.health.europa.eu/veterinary).

13



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rheumocam 15 mg/ml nepopanHa cycnensus 3a KoHe

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB
Bceku ml chabpixa:

AKTHBHO BeleCTBO:

Meloxicam 15 mg

ITomo1Hu BemiecTBa:

KonnyecTBeH cbeTaB, ako Ta3u nHGoOpManus e
Ba)KHA ¢ OrJieJ Ha MPaBHJIHOTO NMpPHUJIaraHe Ha
BeTEPUHAPHMS JIEKAPCTBEH NMPOAYKT

KauecTBeH ¢bCTaB Ha MOMOILIHHUTE
BE€IIECTBA U JIPYTUTE CbCTABKH

Harpues 6en3oar 5mg

3axapuH HaTpui

Hatpuesa kapmenosa

CI/IJ'II/ILII/ICB ABYOKHC, KOJIOUJAJICH

Jlumonena KHCCJIMHA, MOHOXHUJpAT

Copburodn, pa3TBop (HEKpUCTAIN3NPALI)

HunatpueB xumapores ¢pocdar
JIOJICKaxuIpar

Apomar Ha mef

Hpe‘-II/ICTeHa BOJa

bsma nim MPBCHO 6)1J'Ia, BUCKO3HA, IICpOopaIHa CyCIICH3UA.

3. KIMHNYHA UTHOOPMALIIUA

3.1 Bupaose :KMBOTHH, 32 KOUTO € npeanaznayed BJIII

Kone.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BU/ ;KUBOTHHU, 32 KOMTO € MpeIHA3HAYEH MPOAYKTHLT

Obnex4aBaHe Ha BB3MAICHUETO U 0OJIKaTa KaKTO MPU OCTPH, TaKa U IPU XPOHUYHU MYCKYITHO-CKEJIETHU
HapyLUEHUs IPU KOHE.

3.3 IlporuBonoxasaHusi
[a He ce mpuara mpu OpeMeHHH U JTAKTHPAIITN KOOWIIH.

Jla He ce U3I0JI3Ba NIPH KOHE, CTPAAAIIN OT FACTPOMHTECTUHAIIHU CMYIIEHHS, KATO BB3MAJICHUE 1
XeMoparusi, HapyleHa YepHOApoOHa, ChpJiedHa Wik ObOpevHa QPyHKIHS U XeMOparudyHu HapyIIeHUSI.
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[la He ce 3Moa3Ba IPU CBPHXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAaHIINS MIIM HAKOH OT
eKCLUTUEHTHTE.

Jla He ce u3noa3Ba MpU KOHE MO 6 CeIMUYHA Bb3PACT.

34 CrneunuaJHu mpeaynpexaeHus

Hswma.

3.5 CrheuuajHu mpeana3sHu MepKH NMpu ynorpeda

CHGLII/IaJ'IHI/I Opeanasi MCPKH 3a Oe3omacHa VHOTDe6a OpH BUAOBETC ) XMBOTHH, 3a KOWTO € NPCAHA3HAYCH
BJIIT:

Jla ce n30sTBa ynorpedara mpu BCAKO ASXUAPATUPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTCH3UBHO YKHUBOTHO,
THH KaTO CHIECTBYBA MOTEHIMAJIEH PUCK OT ObOpeYHa TOKCUYIHOCT.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JulaTa, mpujaaraimy BETCPpUHAPHWA JICKAPCTBCH NPOAYKT Ha
KHUBOTHUTC!

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBHTEIHOCT KbM HECTEPOHIHH MPOTHBOBB3NaiuTenHnu cpenctea (HCIIBC)
TpsiOBa J1a M305ATrBaT KOHTAKT C BETEPUHAPHUS JICKAPCTBEH MPOIYKT.

[Ipu cityuaiiHo norneliaxe, He3a0aBHO Ja ce MOThPCU MEAULIMHCKU ChBET, KaTO Ha JIeKaps Cce IPe0CTaBU
JIMCTOBKATa 3a YHOTpeda Wi €TUKETa Ha MPOAYKTA.

CrenuanaHy OpeAana3sHyu MEPKM 3a 3alllMTa Ha OKOJIHATA Cpeja:

He e npunoxxumo.
3.6 HeOnaronpusiTHu peaKkuuu

Koue:

MHoro peaku 3ary0a Ha aneTHT, JIeTaprusl
(mo-manko ot 1 Ha 10 000 TpeTupanu Juapwusi!, croManny GOIKH, KOJIHT.

JKUBOTHH, BKITFOUUTEITHO M30JIMPAHU Vprukapus'2, anabuIakTOMIHA PeaKms’
CHOOIICHNS):

' O6paruma

2 Jlexa

3 Moske J1a € cepuo3Ha (BKIFOUUTENHO C JIETaIeH M3X0/1). AKO Bb3HUKHE TaKaBa Peakius, TpsAOBa 1a ce
JIeKyBa CHMIOTOMATUYHO.

AKO HACTBIIAT HEOIATONPHUATHA PEAKIINH, TPAOBA 1a PEKPATUTE JICUEHUETO U Ja TIOThPCUTE CHBET OT
BETEpUHAPEH JIeKap.

Cpo011aBaHeTO Ha HEOJATONPHUATHH PEaKIIMU € BayKHO. ToBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIeKapCTBEH NpoayKT. ChoOmeHusTa TpsiOBa aa ce u3mpamniar, 3a
MpeAnoYUTaHe Ype3 BeTepUHAPEH JeKap, UK Ha NPUTEXKATENS Ha Pa3pelIeHUETO 33 ThProBUs WIN Ha
MECTHUS My TPE/ICTAaBUTEN, MIN Ha HAIIMOHATHUS KOMIICTCHTCH OpTraH 4pe3 HallMOHATHATa CHCTEMA 3a
choOIIaBaHe. 3a ChOTBETHHUTE IaHHU 32 BPh3Ka BIKTE CHIIO JIMCTOBKATA.
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3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEHHOCT, JAKTAIMS WM sIHIleHOCEHe

BDCMCHHOCT U KbPpMCHE!

JlaboparopHuTe MpOydYBaHUS IPU TOBEAA HE TIOKAa3BAT HUKAKBH JTAHHU 3a TEPATOTEHHOCT,
(heTOTOKCHYHOCT MITM TOKCHYHOCT 3a Malikara. Hsama chOpanu nannu 3a koHe. [1o Ta3u npuinHa He ce
MperophYBa MPUIIATAHETO MO BpEMe Ha OPEMEHHOCT U JaKTaIlHsl.

3.8 B3aumogeiicTBHe ¢ APYTd BeTePUHAPHH JI€KAPCTBEHH MPOAYKTH U APYru (popMHu Ha
B3aHMOJEeHCTBHE

[la He ce mpuara CbBMECTHO C TITFOKOKOPTHKOCTEPOUAN, APYTH HECTEPOUIHH MTPOTHBOBB3MATIUTEITHU
CpeICTBa MM aHTHKOATyJIaHTH.

3.9 HauuH Ha NpUJIOKEeHNeE U T03MPOBKA

[a ce mpunara cMeceH ¢ XpaHaTta HId JUPEKTHO B ycraTa B go3a ot 0,6 mg/kg TenecHa maca, eaAuH IbT
JTHEBHO, 710 14 nuu. B cnydyaii, ye BeTepuHAPHUAT JIEKAPCTBEH MPOIYKT CE CMECBa C XpaHa, TOW TpsOBa Ja
ce nMpubaBy KbM MaJIKO KOJMUYECTBO XpaHa MpeIu XpaHeHe.

CycniensusiTa TpsiOBa Jja ce fajie C MepuTeIHaTa CIIPUHIIOBKA, TIOCTaBEHA B OIIAKOBKATA.

CrpuHIOBKaTa ce ciara Ha OyTWiKaTa ¥ uMa ckajia ot 2ml.

[a ce pazknamnia go6pe npeau ynorpeoda.

3a rapaHTUpaHe Ha NIPAaBUJIHA JO3UPOBKA TeJIEeCHATa Maca TpsiOBa J1a ce ONpeey Bb3MOKHO Hal-TOUHO.
[IpenopbuBa ce Aa ce U3MoI3Ba MOAXOAALI0 KAINOPHUPaHO H3MEPBATEIHO 000pyABaHE.

Ja ce n30sTBa BHBEXAaHE Ha 3aMbPCSIBaHE 10 BpeMe Ha yroTpeoda.

3.10 CumnTomMHM Ha npeAo3npaHe (M KOraTo e MPUJI0KMMO — NMPoLeIypH Ha AelicTBHe TPH
CIELIHHU CIYy4Yau ¥ AaHTHI0TH)

B citydaii Ha ipeno3upaHe TpsOBa Ja ce 3amouyHe CUMIITOMATHYHO JICYEHHE.

3.11 CpeuuajaHu orpaHuYeHHUsI 32 ynoTpeda U clelyaJIHH YCI0BUS 32 ynoTpeda, BKIIYUTEJIHO
OrpaHUYEHM 32 YIOTPedaTa Ha AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHHU
JIeKapCTBeHHU NMPOAYKTH, C IeJ A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH cCpOKOBe

Meco 1 BbTpEIIHN OpraHu: 3 JHHU.

He ce pa3pemasa 3a ynorpe0a npu ’KMBOTHH, YHETO MIISKO € MIPEAHA3HAYEHO 33 YOBEIIKA KOHCYMAIIHS.

4. DAPMAKOJIOI'NYHA UHOOPMALIUA

4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTu4eH koa (ATCvet Code): QMO1ACO06
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4.2 ®apmakoaMHAMHUKA

MenokcukaMbT € HecTepouHo mpotuBoBb3nanuTenHo cpenctso (HCIIBC) ot kimaca Ha okCHKaMUTE,
JICHCTBAIIO Ype3 UHXUOWpPaHe Ha CHHTE3a Ha MPOCTArIaH/uH, TPU KOETO MPOsBsBa
MIPOTUBOBB3NAIATCITHY, AaHAJITCTHYHH, aHTUEKCYAATHBHYN M aHTUITUPETUYHH CBOoWicTBa. HamamnsBa
JICBKOIIMTHATA MH(HUITPAIIUs BbB Bb3MajicHaTa ThKaH. B 1mo-Majka crerneH HHXUOUpa 1 KoJlarcH-
WHIyIUpaHaTa TPOMOOIIMTHA arperamus. MelToKCUKaMbT IPUTEXaBa ChIII0 AHTUEHIOTOKCUYHY CBOKMCTBA,
3aI0TO € YCTAHOBEHO, Y€ HHXUOMpa MPOIYKIUATa HAa TpoMOOKcaH B2, npean3BrukaHa OT HHTPAaBEHO3HOTO
npujiarane Ha eHJ0TOKCHH Ha E. coli mpu Tenera u cBHHE.

4.3 dapMaKkoOKHHETHKA

Pe3opbuus

Korarto npoIyKThT ce H3M0JI3Ba CIIOpe/] MPENophUaHus peXXUM Ha J03UpaHe, epopaiHaTa ONOHATHIHOCT
e npubnm3urenHo 98%. MakcuManHHU IIa3MEHN KOHIIEHTPAITUH C€ IOCTUTAT MPUOITU3UTEITHO cliel 2-3
yaca. @akTopbT Ha akymynaius ot 1,08 npeamnonara, 4e MeIOKCHKaMa He Ce aKyMyJIUpa, KOraTo ce
npuiIara eXXeJHeBHO.

Pasnpenenenue

[Ipubnuzurtentno 98% oT MenoOKcHKaMa ce CBbp3Ba C Ta3MeHuTe nporenHu. O0eMbT Ha pa3npeaesieHue e
0,12l/kg.

Meraboan3sm
MeTaboM3MBbT € Ka4eCTBEHO TI0/100EH MPH ILTHXOBE, MUHU MPACEHIIA, XOpa, TOBE/Ia U CBUHE,
Brrpeku, ue KOTU4eCTBEHO CHINECTBYBAT PA3NIUKY. | TaBHUTE METAaOOIUTH OTKPUTH TIPH BCUYKU BUJIOBE

ca 5S-XUAPOKCH- U 5-KapOOKCH-METa0OIMTHTE U OKCATHI-METa00IUTHT. MeTaboIn3MbT P KOHE HE €
u3cienBaH. JlokazaHo e, 4e BCHYKH OCHOBHU METa0OJIUTH ca (hapMaKOJIOTHYHO HEAKTUBHHU.

Enumunupane

MenokcukaMbT ce CJIIMMUHUPA C KPAacH 1oJIypasnag OT 7,7 qgaca.

5. DAPMAIEBTUYHHU JAHHHAU
5.1 OcHoOBHM HECHBMECTHUMOCTH

He ca u3BecTHu.

5.2 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUsA BETEpUHAPEH JIEKapPCTBEH MPOIYKT: 3 TOAMHU.
Cpok Ha TOJHOCT ciie/l MbPBO OTBapsiHE HA ITbPBUYHATA OMAKOBKa: 3 Mecella.

5.3. ChnenuanaHu yc10BHA 32 CbXpaHeHHe
To3u BeTeprHApEH JIEKApCTBEH NPOLYKT HE U3MCKBAa HUKAKBH CIIEIIMAIHU YCIIOBHSA 32 ChbXpaHEHHE.

Cren npunarane Ha BeTEpUHAPHUS JIEKAPCTBEH MPOJYKT 3aTBOpeTe OyTHIIKATa ¢ KanaykaTa, U3MHUHTE
MepuTeHaTa CIIPUHIOBKA C TOILIA BOJA U 1 OCTaBETE J1a CE€ U3CYLIH.
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54 Buja u cbeTaB Ha MIbPpBUYHATA OIIAKOBKaA

ByTunka oT monueTnieH ¢ BUCOKa IIIBTHOCT, chabpxamia 100 ml nnu 250 ml, ycroitunBa Ha oTBapsiHE OT
Jielia ¥ TOJIUIPOIIMIIEHOBA MEPUTEIHA CIIPUHIIOBKA.

He Bcuukn PpasMEpu Ha OITAKOBKATa MOrat Ja 6’B,Z[aT npeajlaranv Ha masapa.
5.5 Cneuuamm MEPKH 32 YHUIIOKABAHC HA HEU3IOJI3BAHU MPOAYKTH UJIH OCTATHIUHU OT THX

BerepunapHuTe nekapcTBEHU MPOIYKTH HE TPAOBa Ja ObJaT U3XBBHPIISHU Ype3 OTHAIHU BOJU MIIM OUTOBH
OTIIAIBIIN.

Wznon3BaiiTe mporpaMu 3a BpbLIaHe NPH YHULIOKABaHETO HA HENU3IOI3BAaHH BETCPUHAPHHU JICKAPCTBECHH
MPOAYKTH MIIA OCTATHIIM OT TSAX B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCHUYKHU HAIIMOHAJIHU CUCTEMH 3a ChOMpaHe, MPUI0KUMH 38 ChOTBETHHUS BETEPUHAPEH JIEKAPCTBEH
HPOIYKT.

6. HNME HA IIPUTE/KXATEJISAA HA PASPEHIEHUETO 3A ThbPI'OBUAA

Chanelle Pharmaceuticals Manufacturing Ltd.

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

EU/2/07/078/009 100 ml

EU/2/07/078/010 250 ml

8. JJATA HA TIbPBOTO U3JABAHE HA PASPEIIEHUETO 3A THhPTOBUS

JlaTa Ha TEPBOTO M3/1aBaHEe Ha pa3penieHueTo 3a Thprosus: 10/01/2008

9. JATATA HA NIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA
MNPOAYKTA

{JUYMM/TTIT}

10. KIJACUPUKALIMUA HA BETEPUHAPHUTE JTJEKAPCTBEHU NPOAYKTHU
Jla ce oTimycka camo 10 JIEKapCKO Mpe/IrcaHue.

IMoapoOHa HbopMalrs 3a TO3M BETEPUHAPECH JEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara JaHHU
Ha Cpbro3a orHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).
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1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Rheumocam 20 mg/ml uH>kKeKIMoHeH pa3TBOp 3a rOBEa, CBUHE M KOHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceexu ml cpabppika:

AKTHBHO BelleCTBO:

Meloxicam 20 mg

ITomo1Hu BemecTBa:

KonnyecTBeH cbeTaB, ako Ta3u nHGOpMaNus e
Ba)KHA ¢ OrJieJ Ha MPaBUJIHOTO NMpPHUJIaraHe Ha
BeTEePUHAPHMS JIEKAPCTBEH MPOAYKT

Eranon (96%) 159,8 mg

KauecTBeH ¢hCTaB Ha MOMOILIHHUTE
BE€IIECTBA U JIPYTUTE CbCTABKH

ITonokcamep 188

Maxkporon 400

' muimu

Hatpues xunpokcnug

Conna KHCCJIMHA, KOHLICHTpHUPpaHa

Mernymun

Bona 3a nmkexmn

buctsp xbAT pa3TBOp.

3. KIMHNYHA THOOPMALIUA

3.1 Bwupaose :XUBOTHH, 32 KOUTO e npegHazHaven BJIII

T'oBena, cBUHE U KOHE.

3.2 Iloka3anmus 3a ynorpeda 3a BCeKM BH/I ’KUBOTHH, 32 KOWTO e MpeiHa3Ha4YeH MPOAYKTbT

T'oBena

3a ynotpeba Mnpu OCTpU PECIUPATOPHU WHPEKIMH C MOIXO/SIIa AaHTHOMOTHYHA Teparus 32 HaMaJIsIBaHe
Ha KIMHAYHUTE IPU3HALN TIPU TOBEAA.

3a ynorpeba npu auapus B KOMOMHAIIMS C IepopaliHa peXHIpaTupaIa Tepanus 3a HaMaJisBaHe Ha
KIIMHUYHUTE MPU3HAIY [IPH TEJIEeTa Ha Bb3PACT HaJl €JTHA CeIMUIIA U MIIaT HeJIAaKTUPAIIH FOBE/a.

Karo nompnHuTETHA TEepanys Ipy JIeYeHHE Ha OCThP MAacTUT, B KOMOMHAIINA C aHTUOMOTHYHA TepaITusl.
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CBuHe

3a ynorpeba npu He3apa3HU JBUTATEIIHU HAPYIICHHS 32 HAMAJISIBAHE HA CUMIITOMUTE Ha KyII0Ta U
Bb3MAJICHUE.

Karo nompnHuTETHA Tepanys Ipy JIeUeHHE Ha IyepIriepaiHa CENTUIIEMHUS U TOKCeMHs (CHHIPOM Ha
MaCTHT-METPUT-aralakCHs) C MOAXOIAIIa aHTHONOTHYHA TEePaITHsL.

Kone

3a ynorpeba npu o0JiekuaBaHE Ha BH3MAICHUETO U HaMaJlsiBaHE Ha OOJIKaTa KaKTO IPU OCTPH, TakKa U MPH
XPOHUYHU MYCKYJIHO-CKEIICTHH HAPYIICHUS.
3a HamayIsIBaHe Ha 0OJIKa CBBbp3aHa ¢ KOJMKa MPH KOHE.

3.3 IIporuBOmoOKa3aHUMA

Bmx cbio Touka 3.7.

Jla He ce u3noa3Ba IpU KOHE MO 6 CeMUYHA Bb3PACT.

Jla He ce u3M0/13Ba IPY )KMBOTHHM, CTPaJalllyd OT HapyllieHa YepHOAPOOHa, Chp/IcuHa WM ObOpeyHa
Q)yHKHI/ISI nu XeMOpaFI/I‘IHI/I HapymeHI/m WM KbJACTO MMa JaHHU 34 ynueporeHHH I‘aCTpOI/IHTeCTI/IHaJIHI/I
MOPaKEeHUSL.

Jla HE ce M3Moa3Ba MPU CBPHXIYyBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS WM HIKOHU OT
CKCHOUITUCHTHUTCE.

Jla He ce m3MO3Ba 3a JICUCHNE Ha TUApHs [TPH TOBeJa Ha Bh3pact moj 1 ceaMuIa.

3.4 ChneuuajHy npexynpe:kaeHust
Hama

3.5 CuoenuaJjHu npeanasHyu MepPKH IPH ynorpeoda

CroeuunanHy npeanasHi MEpKy 3a 6e3onacHa ynorpeba Opy BUIOBETE KHUBOTHH, 3a KOUTO € IpeHa3HaYeH
BJIIT:

Ja ce n36sTBa ynorpedaTa Mmpu MHOTO CHITHO JA€XUAPATUPAHH, XUITOBOJIEMUYHHU WIIN XUMTOTEH3UBHU
JKUBOTHH, KOUTO M3UCKBAT MapeHTepaiHa PEXUAPATAINS, Thil KATO ChIIECTBYBA MOTEHIAIEH PUCK OT
peHaIHa TOKCUYHOCT.

B cnyuaii Ha He3a10BOJIUTEITHO HaMaJsIBaHe Ha OOJIKaTa MPH JICUSHUETO Ha KOJIHMKA MPH KOHE, TPSOBa J1a
ce HalpaBU BHUMAaTEIHA MTPEOIIeHKa Ha AUarHo3ara, Thil KaTo TOBa MOXKE Ja ObJ/ie HHIUKAIUS 32
HEOOXOJUMOCTTA OT XUPypruYHa HHTEPBECHIIUS.

CrenuanaHu Opearna3Hu MCPKHU 3a JIMIaTa, Ipujaraiiy BETCPUHAPHUA JICKAPCTBCH IIPOAYKT HaA
KHUBOTHUTC!

WHImMaenTHO caMOMHKEKTHPaHe MOXKe Ja IpeAn3BHKa 00ska. X0opa ¢ yCTaHOBEHA CBPhXUYBCTBUTEIHOCT
KBbM HecTepouIHU TpoTuBOBE3manuTeHu cpeacTra (HCIIBC) tpsoBa qa n30sSrBaT KOHTAKT C
BETEPUHAPHOMEIUIIMHCKHUS TIPOYKT.

[Ipu cnyuaitHO caMOWMH)KEKTUpaHe, He3a0aBHO J1a Ce MTOTHPCU METUITMHCKH ChBET, KAaTO Ha JICKaps ce
NPEZIOCTABH JINCTOBKATA 3a YIOoTpeda WK €THKETa Ha MPOJIYKTa.

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

He e npunoxumo.
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3.6 HeoOgaronpusTHU peakun

T'oBena:

Yecrtu IMomyBaHe Ha MACTOTO HA MHXKEKTHpaHe!
(1 mo 10 ma 100 TpeTrpaHu >KUBOTHH):

MHoro peaku AnadunakTonaHa peakuus’
(mo-manko ot 1 Ha 10 000 TpeTupanu

YKUBOTHH, BKITFOUUTEITHO U30JIUPAHU
CHOOIIICHHUS):

' C1abo u mpexomHo clie/| HOIKOKHO IPHUIIOKEHUE
2Moske J1a € cepro3Ha (BKIIOUUTEIHO C JIETaJeH U3X0M). AKO Bh3HMKHE TaKaBa PEaklys, TpAOBa 1a ce
JICKyBa CUMITTOMAaTUYHO.

CBuHE:

MHoro peaxu AnadunakrouaHa peakipys'
(mo-manko ot 1 Ha 10 000 TpeTpanu
JKUBOTHHM, BKJIFOUUTEIHO U30JIUPaHH
CHOOIICHHU):

"Moske na e cepro3Ha (BKIFOUHMTENHO C JIETAJICH U3X0M). AKO Bb3HUKHE TaKaBa peakLys, TpsAOBa 1a ce
JICKyBa CUMITTOMAaTUYHO.

Komne:

MHoro peaxu AnadpunakrouaHa peakips'
(mo-manko ot 1 Ha 10 000 TpeTpanu
JKUBOTHHM, BKJIFOUUTEIHO U30JIUPaHH
CHOOIICHHU):

C Heomnpeesena yectora (0T HanuyHuTe | [lo/ryBaHe HA MACTOTO HA MHKEKTHPAHE?
JaHHU HE MOXe Ja ObJie HalpaBeHa
OIICHKA)

"Moske na e cepro3Ha (BKIFOUHMTENHO C JIETAJICH U3X01). AKO Bb3HUKHE TaKaBa peakLys, TpsAOBa 1a ce
JIeKyBa CHMIITOMATHYHO.
2 TIpexoaHO, KOETO OTIIYMsBA 0€3 HHTEPBEHIIMS.

B cnyuaii Ha HEOIaronpusATHH peakiuy, JeYeHNEeTO TPSOBa Jla Ce MIPEKPaTH U JIa e MOTHPCH CHBET OT
BETEpUHAPEH JIeKap.

Cro0ImaBaHeTo Ha HEONArONMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa HAa BEeTEPUHAPHUS JIeKapCTBEH MPoAyKT. ChoOIIeHuITa TPSOBa Aa ce U3MpaIiar, 3a
MPEINOYUTaHE Ype3 BETEPUHAPEH JIeKap, WU Ha IPUTEXKATeNs Ha Pa3pellieHUeTO 32 ThProBUs WIH Ha
MECTHHA MY NIPEACTABUTEI, NI HAa HAHUMOHAJIHHA KOMIIETCHTCH OpraH 4Ype€3 HalluOHA/JIHATa CUCTEMA 3a
choOIaBaHe. 3a ChOTBETHUTE JaHHU 33 BPh3Ka BUKTE CHIIO JIMCTOBKATA.
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3.7 Ymnorpeda no Bpeme Ha GPeMEHHOCT, JIAKTALUS WU iilleHOCEHe

BDCMCHHOCT W JJaKTarusg:

TloBena u ceuHe MoXe Jia ce mpuJjiara 1o BpemMe Ha OpeMEHHOCT M JIaKTallvs.
Komne: Jla He ce mpuiara rmpu OpeMeHHH! U JIAKTHPAITH KOOWITH.

3.8 BzaumopgeiicTBHE C APYTH BeTePHHAPHH JIEKAPCTBEHU MPOAYKTH U Apyru ¢popmu Ha
B3anMo/jeiicTBUe

I[a HE CC pujiara CbBMECTHO C TJIIOKOKOPTUKOCTECPOUAU, APYTU HECTCPOUIHU TPOTHUBOBBIIAJIUTCIIHA
CpeAcCTBa WM aHTUKOAr'yJIaHTH.

3.9 HauywH HAa NPpWIOKEHHE H J03HPOBKA
3a MoAKOXHO MpUiIoKeHHne (TOBeAa).

3a UHTPaMyCKYJIHO MIPHJIOKEHHUE (CBHHE).
3a HHTPaBEHO3HO MpHIOKEeHHE (TOBea, KOHE).

T'oBena

EnHOKpaTHO MOJKOXKHO MIIM HHTPABEHO3HO MH)KEKTHpaHe Ha 1o3a oT 0,5 mg menokcukam/kg TenecHa
Mmaca (1.e. 2,5 ml/100 kg Tenecna maca) B koMOWHaLUs ¢ aHTHOMOTHYHA Teparus WU ¢ iepopaiHa
pexuapaTupaiia Tepanus, Criopes Cirydasl.

CauHe

EnHoKpaTHO HHTpaMyCKyJIHO HHXKEKTHpaHe Ha f03a oT 0,4 mg menokcukam/kg TenecHa maca (T.e. 2
ml/100 kg TenecHa Maca) B KOMOUHALIMS C TIOIXOMAS]IA AHTUOMOTHYHA Tepanusi. AKO ¢ HEOOX0IUMO,
MOBTOPHO MpHJIaraHe Ha MEJIOKCUKAM MOXe Jla Ce HalpaBu cief 24 yaca.

Kone

EnHoKpaTHO MHTPaBEHO3HO MHXKEKTUpaHe Ha fo3a oT 0,6 mg menokcukam/kg tenecna maca (1.e. 3 ml/100
kg TenecHa maca).

3a ymoTpeba pu 06Jiek4aBaHe Ha BH3NAIICHUETO M HAMAaJIIBaHE Ha 0OJIKaTa KaKTO MPH OCTPH, TaKa U MPH
XPOHUYHU MYCKYJHO-CKEJIETHH HapyIIeHHs], 32 MPOAbDKaBaHe Ha JICUCHUETO MOXKE 1a CE U3I03Ba
Rheumocam 15 mg/ml nepopanna cycnensus B 103a ot 0,6 mg menokcukam/kg TenecHa maca, 24 daca

CJICO MHXKCKTUPAHETO.

3a rapaHTHpaHe Ha MPAaBUJIHA JO3UPOBKA TEeCHATa Maca TPsOBa J1a Ce ONPE/IesTH Bb3MOXKHO HAM-TOYHO.
IpenopbuBa ce 1a ce U3M0II3Ba MOIXOIAII0 KATHOPUPAaHO U3MEPBATEIIHO 000y IBAHE.

Maxkcumanausat Opoit mpodoxaanus 3a tTanure Ha OyTriku ot 20 ml, 50 ml u 100 ml e 14 u 20 3a Tanute
Ha OyTwiku ot 250 ml.

Ja ce n30srBa KOHTAMHHALMS IO BpeMe Ha yroTpeoa.

3.10 CumnTomMu Ha mpego3upaHe (M KOraTo € MPUJIOKMMO — MPOIeTYPH HA JelicTBHE MPU CHEIHU
CJIYyYau U AHTHAOTH)

B cnyuait Ha mpeno3upane TpsiOBa Jja ce 3aroyHe CUMIITOMATHYHO JIEYSHHUE.
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3.11 CrheuunajHH OrpaHHYEHHs 32 yNOTpeda U CelMAaTHH YCJIOBHS 32 YOTPeda, BKIIOYNTETHO
OrpaHNyYeHMs 32 ynoTpedéaTa Ha AHTUMHKPOOHHM M MPOTUBONAPA3ZUTHU BeTePUHAPHHI
JIEKAPCTBEHH MPOAYKTH, C 1[eJ1 1A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH cpoKoOBe

T'oBena

Meco u BbTpeltHu opranu: 15 nuu; Misiko: 5 nau

Caune

Meco u BbTpEIIHU OpraHu: 5 THU

Kone

Meco u BbTpEIIHU OpraHu: 5 THU

He ce paspemasa ynotpe6a npu )KHUBOTHH, YAETO MIISIKO € MIPEeJHA3HAYCHO 32 YOBEIIKA KOHCYMAIHS.

4. DOAPMAKOJIOI'NYHA UHOOPMALIUA

4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTH4YeH Ko (ATCvet Code): QMO1ACO06

4.1 ®apMakoANHAMMKA

MernokcrukaM e HecTeporuaHO MpoTuBoBh3nanuTenHo cpeactso (HCIIBC) ot kiaca Ha OKCHKaMuTe,

JeicTBaIlo Ype3 MHXUOUpaHe Ha CHHTE3a Ha IPOCTArjaHiH, IIPU KOETO MPOsIBSBa

MPOTHUBOBB3MAIUTEIHYU, aHANTETHYHH, aHTUEKCY/TATUBHY U aHTUITMPETUYHH CBOiicTBa. HamaisBa

JICBKOIIUTHATA I/IH(i)I/UITpaHI/IS[ BBbB Bb3IIaJICHATA ThbKaH.

B no-manka crenen HXUOMpPa M KOJNareH-MHIyUpaHaTa TPOMOOIMTHA arperanus. MeJIoKCUKaMbT

MPUTEXKAaBa CHIIO AHTUEHAOTOKCHYHHU CBOKCTBA, 3aI[0TO € YCTAHOBEHO, Y€ MHXUOHpPA MPOIYKIUATA Ha

TpoMOOKcaH B,, mpenn3BrkaHa OT MPUJIaraHETO HA €HIOTOKCHH Ha E. coli Ipyu TeneTa, JaKTHpaIly KpaBu

Y CBUHE.

4.3 ®apMaKkOKMHETHKA

AOGcopouus

Crnen eqHoKpaTHA MOAKOXHA 7032 oT 0,5 mg menokcukam/kg, Cmax croitnoctr ot 2,1 meg/ml u 2,7
mcg/ml ce nocrurar cnex 7,7 4aca u 4 4aca CbOTBETHO IPH MIIAIH TeJIETa U JAKTUPAIIH KPaBU.

Cren nBe natpamyckyinu no3u ot 0,4 mg menokcukam/kg, Cmax ctoitHocT ot 1,9 meg/ml ce qoctura
cien 1 gac rpu cBUHE.

Pasnpenenenue
IToBede ot 98% oT MenoKkcHMKaMa ce CBbp3Ba C IIa3MeHUTe MpoTenHN. Hail-BHCOKHTEe KOHIIEHTpAIlu Ha

MCJIOKCHUKAaM CC€ OTKPUBAT B YCPHUSA ,I[p06 n 6’L6peI_II/ITC. CpaBHI/ITeJ'IHO HUCKH KOHLICHTpAIu CC
3a0e3BaT B CKEJICTHATA MYCKYyJaTypa U Ma3HUHUTC.
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MeTtaboau3sm

MenokcukaMbT ce OTKpHBA IIPCAMMHO B IIa3Marta. HpI/I ToBCaa MCJIIOKCHUKaMa ChIIO CC CKCKPLCTUPA
TJIaBHO YpPE3 MIIIKOTO U XKJIbYKATa, JOKATO YpUHATA ChbAbpiKa CaMO CJICAU OT U3XOAHOTO CbCIUHCHUC.
HpI/I CBHUHC XJIbYKaTa U YpHHaTa CbAbPKaT CaMO CJIICAN OT U3XOAHOTO ChbCIUHCHUEC. MenokcukamMbT ce
MeTa60JII/I3I/Ipa Ha aJIKOXOJI, KUCCJIMHCH ACPUBAT U HAKOJIKO ITOJIIPHA MEeTabOIUTH. I[01<a3aHo €, Y€ BCUYKH
OCHOBHH METa0OJIUTH Ca (bapMaKOJ'IOFI/I"IHO HEAaKTUBHHU. MeTaboIM3MBbT IIPpU KOHC HC € U3CJICABAH.

Enuvunupane

MenokcukaMbT ce SIMMHUHMpPA C IEPUO HA Moypasnaj ot 26 yaca u 17,5 daca cien moAKOKHO
WHXEKTHPaHE CbOTBETHO MPY MJIQJIM TOBEIA U JTAKTUPAIIN KPaBH.

IIpu cBUHE cpea MHTPaMyCKYJIHO Npujiarane, NEPUOAbT Ha CPEAHUS MOTypasajl B Iia3Mara €
npuOIU3UTETHO 2,5 Jaca.

IIpu xoHe citer HHTPABEHO3HO MHKEKTHPAHE MEJIOKCHKaMa Ce SIIMMUHNpPA C KpacH MoIypasmas ot 8,5
Jaca.

[Ipubnusurenno 50% oT mprtoKeHaTa /1032 C€ SIIMMUHHIPA YPE3 YPUHATA, & OCTATHKBT Upe3
W3MPAKHEHUSATA.

5. OAPMAINEBTNYHU JAHHHU

5.1 OcHOBHHM HECHLBMECTHMOCTH

He ca u3BecTHH.

5.2 Cpok Ha rogHoct

Cpok Ha TOJHOCT Ha KpailHUs BETEpUHAPEH JIEKapPCTBEH MPOIYKT: 5 TOAMHU.
Cpok Ha FOJHOCT CJIe IbPBO OTBApSIHE HAa IbPBUYHATA ONIAKOBKA: 28 JHU.

5.3 ChnenmnajJHu ycJIOBHUS 32 CbXpPaHeHHe

To3u BeTepuHapeH JIeKapCTBEH MPOIYKT HE M3UCKBA HUKAKBH CIICIIHAIHY yCIOBHS 32 ChXpaHECHHE.

5.4 Bwuau cbcTaB HA MBPBUYHATA ONMAKOBKA

Kapronena xytus ¢ 1 6e31BeTeH/HH CTHKIIEH/HU (PIIaKOH/a 32 MHXKEKITNH, BCEKH OT KOUTO Chabpika 20 ml,
50 ml, 100 ml umau 250 ml.

Bcexku (hrakoH e 3aTBOpEeH ¢ T'yMeHa 3aITyliajika ¥ INIOMOUpaH ¢ alTfyMHHHEBO Karade.

He Bcuuku pazmepu Ha onmakoBKaTa MOTaT Ja ObJaT MpeAsaraHy Ha masapa.

5.5 CpoennajHu MepKH 32 YHHI0:KABaHe HA HEM3MOJI3BAHM MPOAYKTH HJIH OCTATHIM OT THAX

BerepunapHuTe neKapCcTBEHU MPOIYKTH HE TPOBA Ja ObJaT U3XBBHPIISHYU Upe3 OTHAHU BOJU HIIK OUTOBH
OTHAIBIH.

M3nonseaiite nmporpaMu 3a BpblaHe IPHU YHUI[OKABAHETO HA HEU3IOJI3BaHU BETEPUHAPHHU JIEKapCTBEHU
HPOLYKTH WIN OCTATBLHU OT TAX B CHOTBETCTBHE C M3UCKBAHUITA HA MECTHOTO 3aKOHOZATENICTBO U C
BCHYKH HAlIMOHAJIHU CUCTEMU 3a ChOMpaHe, IPUI0KHUMU 38 ChOTBETHUS BETEPUHAPEH JIEKapCTBEH
MPOAYKT.
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6. HUME HA ITIPUTEKATEJIA HA PASPEIIEHHUETO 3A ThPI'OBUs

Chanelle Pharmaceuticals Manufacturing Ltd.

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

EU/2/07/078/011 20 ml

EU/2/07/078/012 50 ml

EU/2/07/078/013 100 ml

EU/2/07/078/014 250 ml

8. [ATA HA I'bPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

[ara Ha mppBOTO M3AaBaHe Ha paspelieHueTo 3a Tbprosus: 10/01/2008

9. JATA HA ITOCJIEJHATA PEJJAKIINSA HA KPATKATA XAPAKTEPUCTUKA HA
MNPOAYKTA

(JUUMM/TTIT}

10. KIACUOUKALUA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITPOAYKTHU
Jla ce oTmycka caMo 1O JIKapCcKO MPeIrcaHue.

IMoapoGua nHpOpMAIHMS 32 TO3U BETEPHHAPEH JIEKAPCTBEH MPOITYKT MOXKE J1a HAMEpUTe B Oa3ara JaHHH
Ha Cpro3a otHOcHO npoxykTuTe (https://medicines.health.europa.eu/veterinary).
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1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rheumocam 5 mg/ml nnxekuroneH pa3TBoOp 3a KyueTa U KOTKU

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB
Bceku ml chabpixa:

AKTHBHO BellIECTBO:

Meloxicam 5 mg

ITomomHo(1) BemecTBO(a):

KonnyecTBeH cbeTaB, ako Ta3u nHGOpMAaLus e
Ba)KHA ¢ OrJieJ Ha MPaBUJIHOTO NMpPHUJIaraHe Ha
BeTEePUHAPHMS JIEKAPCTBEH MPOAYKT

KadecTBeH ChCTaB Ha MOMOIIIHUTE
BE€IIECTBA U JIPYTUTE CbCTABKH

Eranon (96%) 159,8 mg

ITonoxcamep 188

Makporoa 400

I'munun

JuHatpueB enerar

Hatpues xuapokcu

ConHa KucenrHa, KOHIIEHTpUpaHa

Mernymun

Boz[a 3a HHXKCKIINHU

buctsp xbAT pa3TBOp.

3. K/IMHUYHA UTH®OPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJITT

Kyuera u xoTku.

3.2 Iloka3anus 3a ynorpeda 3a BceKH BUJ )KMBOTHH, 32 KOITO e NMpeJHAa3HAYEH MPOAYKTHT

Kyuera:

O6nexkuaBaHe Ha BB3MAICHUETO U O0JIKaTa, KAaKTO MPH OCTPH, TaKa U MPU XPOHUYHN MYCKYITHO-CKEIETHU
HapywmeHus. HamansBaHe Ha ciegonepaTHBHATa 00JIKa U BB3MAJICHUE B PE3YJITaT HA OPTOIEeINYHA
XUPYPTHUS ¥ XUPYPIHsi HA MCKUTE ThKaHHU.
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Kotkn:

Hamansgsane na CJICaonCpaTuBHaTa Oolka CJIC OBAPUOXUCTCPCKTOMUA U IO-JICKA XUPYPTHd HAa MCKUTC
ThKaHH.

3.3 IIporuBomoka3zanus

[a He ce m3noa3Ba NpH )KUBOTHH, CTPAJAIIX OT TACTPOMHTECTHHAIHN CMYIIIEHHS KaTO Bh3MaJIeHHE U
XeMOparus, HapylieHa YepHOApoOHa, ChpJievHa WK ObOpevHa QPYHKIHS U XeMOParundyHu HapyIIeHNSI.
[a He ce U3M03Ba IPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIUS WM HAKOW OT
EKCLIUITUEHTHTE.

Jla He ce M3MO0JI3Ba MPU )KUBOTHH I0JT 6 CEAMIYHA BB3PacT U IIPU KOTKH ¢ Maca Mo-Majko ot 2 kg.
Bwx cpio Touka 4.7.

3.4 ChneuuajHM npexynpe:kaeHust

Hsma.

3.5 CrheumnajHu npeana3Hu MepKH NMpu ynotpeda

CrernmanHy Ipeana3sHy MEPKHU 3a Oe30macHa ynorpebda IIpy BUIOBETE )KUBOTHH, 34 KOUTO € IIPeAHA3HAUYEH
BJIIT:

Jla ce u30sTBa ynorpedara mpu BCAKO ASXUAPATUPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTCH3UBHO KUBOTHO,
THH KaTO CHIECTBYBa MOTEHIIMAJIEH PUCK OT PEHAJIHA TOKCHYHOCT.

Karo crangapTHa npakTika npy aHecTe3us TpsOBa 1a ce cCunTaT HaOMIOEHHETO U MPUJIaraHeTo Ha
TEYHOCTH.

CHeHI/IaHHH OpeanasHy MCPKH 3a JIUIIaTa, Impujaraimy BETCPUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHMBOTHHUTC!

WHIMIEHTHOTO CAMOUHKEKTHPaHe MOXKeE Ja TIPeAN3BHKa OONKa.

Xopa ¢ ycTaHOBEHa CBPBXYYBCTBHTEITHOCT KbM HECTEPOHUIHH MTpoTHBOBB3nanuTenHu cpencrsa (HCIIBC)
Tps0Ba Jja M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.

[pu ciryyaitHo camonHKEeKTHpaHe, He3abaBHO Jia ce IOThPCH MEIMIIMHCKH ChBET, KaTO Ha JieKaps ce
NPEZIOCTABH JINCTOBKATA 3a YIoTpeda WK €THKETa Ha MPOJIYKTa.

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

He e npunoxxumo.
3.6 HeOnaronpusiTHu peaKkuuu

Kyuera u xoTKH:

MHoro peaku 3ary0a Ha areTuT, JICTapTUs

(mo-manko ot 1 Ha 10 000 TpeTupanu [MoBpbluane, (uapus, KpbB BB (ekamuure’,
JKUBOTHH, BKJIFOUUTEITHO U30JIUPAHU XEMOparuyHa auapus’, XxeMareMesa’, cToMallHa s3Ba’,
CHOOLICHUS): A3Ba B ThHKHTE 4€pBa’, A13Ba B 1e0enuTe 4epBa’

[MoBULIEHN YePHOAPOOHN EH3UMH
brOpedna HeOCTaTEIHOCT
Anadunakronana peakuus’
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! okynTHa

2 MNpw Tean HebnaronpusATHU peakuumn ce ABsBaT 0OMKHOBEHO Npe3 NbpBaTta ceamuua Ha
feYeHre 1 B NOBEYETO Cryyamn ca NPexoaHu v Us4yessar crieq NpuKioYBaHe Ha NeYeHNeTo, HO
B MHOTO PEIKH CJIy4ad MOTar 1a ObJaT CEepHO3HYU M (haTajHu.

3 AKO Bb3HVKHE TakaBa peakuus, TpsibBa [a ce IeKyBa CUMIITOMATHYHO.

B cnyuail Ha HeOmaronpusATHH peakiiuy, JeYeHNEeTO TPSAOBa Jla Ce MPEKPaTH U JIa e MOTHPCH CHBET OT
BETEpUHAPEH JIeKap.

Cro0I1maBaHeTo Ha HEONAroMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIEKapCTBEH NpoayKT. ChoOImeHusITa TpsiOBa 1a ce M3Mmpalar, 3a
MpeAnoYnTaHe Ype3 BEeTepUHAPEH JeKap, UK Ha MPUTEKATENS Ha pa3pelieHUeTo 3a ThProBUs WUIIN Ha
MECTHUS My TIPEJICTAaBUTEI, MJIM Ha HAIIMOHATHIS KOMIICTCHTCH OpraH Ype3 HallMOHATHATA CUCTEMa 3a
choOIIIaBaHe. 3a ChOTBETHUTE IaHHH 3a BPh3Ka BHXKTE ChIIIO JIMCTOBKATA.

3.7 VYmnotrpeda mo Bpeme Ha OPeMEHHOCT, JAKTAIUS UJIU sliilleHOCeHe

BD CMCHHOCT M JIaKTalluA:

bes3onacHocTTa Ha BeTepUHapHNA NekapCcTeeH NPoayKT HE € JOKa3aHa Nno BpemMe Ha
BpemMeHHOCT 1 nakTauus. Jla ve ce npuiara npu OPEMEHHH U JITAKTHPAIIN KHBOTHH.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMo/eiicTBHe

Hpyru HCIIBC, auypeTuiii, aHTHKOAaryjJaHTH, aMUHOTIIMKO3UIHNA aHTUONOTHUIIM U BELIECTBA C BUCOKA
CTETIeH Ha CBbP3BaHE Ha MPOTEHHUTE MOTAT Jla C€ KOHKYpHpaT 3a CBbP3BaHe U Taka /a JOBeAar 10
TOKCHYHH eeKTH. BeTeprHapHUST JIeKapcTBEH MPOAYKT HE TPsOBA J1a ce Mpuiiara eJJHOBPEMEHHO C
npyru HCIIBC nnum riarokokopTukocteponau. TpsaOBa ga ce n305rsa eIHOBPEMEHHOTO IPHIIAraHe ¢
NOTCHIUAIHO HEPPOTOKCHYHH JIeKapcTBa. [Ipy )UBOTHU C aHECTETHUYECH PUCK (T.€ Bb3PACTHHU KUBOTHH),
TpsiOBa J1a ce B3eMe I10]] BHUMaHHE UHTPABEHO3HA WIIH MOAKOXKHA (ITyH/THA Teparvs IPU aHECTE3HsI.
Koraro ce mpunarar ennospemenno anecte3ust 1 HCIIBC, He Moxke 1a ce W3KIII0UM pUCKa 3a ObOpeuHaTa
hyHKIHIS.

[IpenmiecTBaiio TpeTupaHe ¢ MPOTUBOBB3MAIUTEIHN BEIIECTBA MOKE /1a TPUYNHHU JOIIBIHUTEIHN WIIN
MOBHUIIEHU HEONAronpusITHU PEakUuu U, CbOOPa3HO C TOBa, TPsIOBa Aa ce crasu Nnepuoj, CBOOOJEH OT
MIpUJIaTaHeTO Ha TaKMBa BETEPUHAPHH JIEKAPCTBEHHU MPOIYKTH, Hali-Malko 24 yaca Mpeau 3all0yBaHe Ha
neuenueto. [Ipu neproaa, CBOOOJCH OT MEJUKaMEHTH, 00ade, TpsIOBa Jia ce B3eMaT MPEIBU/L
(hapMakoIOrMYHUTE CBOMCTBA HAa NPOLYKTUTE, N3MOI3BAHN IPEAN TOBA.

3.9 HauywuH Ha NpUWJIOKEeHHE H 103UPOBKA

MakcumanHuAT Opoii poOoxkaaHus € 42 32 BCHYKH MPE3SHTAIHH.

Kyuera

MyCKyIJIHO-CKEIIETHA HapyIICHUSI:

EnHokpaTHO IOIK0XKHO MHXEKTHpaHe Ha f103a oT 0,2 mg menokcukam/kg TenecHa maca(t.e. 0,4 ml/10 kg
TEJEeCHA Maca).

Rheumocam 1,5 mg/ml nepopanna cycnensus 3a Kydera uian Rheumocam 1 mg u 2,5 mg tabnerku 3a
J'bBUCHE 3a KydeTa MOrar Ja ce M3I0JI3BarT 3a JiedeHue B 103a ot 0,1 mg menokcukam/kg TenecHa maca 24
yaca clie/l puiiaraHe Ha WHKEKIHITA.
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Hawmansasane na cinepomneparuBHaTa 60Ka (3a epro; mosede ot 24 Jaca ):

EnHOKpaTHO MHTPaBEHO3HO WM TIOAKOXHO HHXKEKTHpaHe Ha J1o3a oT 0,2 mg Menokcukam/kg TerecHa
maca(t.e. 0,4 ml/10 kg TenecHa Maca) mpeu XUPYprusl, HAMPUMEP MO BPeMe Ha BHBEKIaHE B aHECTE3USL.
Kotku

Hamanssane Ha cienonepaTuBHaTa OONKa:

EnHokpaTHO MOIK0XKHO HHXEKTHpaHe Ha f03a oT 0,3 mg menokcukam/kg TenecHa maca (t.e. 0,06 ml/kg

TEeJeCHa Maca) eI XUPyprisi, HalpuMep 110 BpeMe Ha BbBEKIaHE B aHECTE3HS.

3a rapaHTHpaHe Ha MPaBUJIHA JO3UPOBKA TeeCHATa Maca TPsOBa J1a Ce ONMPE/IesTH Bh3MOXKHO HAM-TOYHO.
IpenopbuBa ce 1a ce U3M0JI3Ba MOIXOIAII0 KATHOPUPAaHO H3MEPBATEITHO 000y IBAHE.

[a ce n30srBa KOHTAMUHMPAHE 110 BpeMe Ha yrnoTpeoa.

3.10 CumnTomMHu Ha npeAo3npaHe (M KOraTo e NPUJI0KUMO — NPOoUeIyPH Ha AelicTBHe IPH
CTICIIHY CJIy4Yau U aHTHI0TH)

B ciyuaii Ha npeno3upane, TpsiOBa Aa ce 3al0yHe CUMIITOMAaTHYHO JICYEHHE.

3.11 CrnenuajaHu orpaHNYeHMs 32 YIOTpPeda U CeNHATHH YCJOBHUA 32 yNoTpeda, BKJIAIOYUTETHO
OrpaHMYeHMA 32 yNOoTPedaTa HAa AHTUMUKPOOHH M IPOTHBONAPA3UTHH BeTePUHAPHH
JIEKAPCTBEHHU NMPOAYKTH, € IieJ 1a ce OTPAHMYH PUCKBT OT Pa3BUTHE HA Pe3HCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU CpOKOBe

He e mpunoxumo.

4. ®APMAKOJOI'NYHU JAHHU

4.1 BerepunapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Koa (ATCvet Code): QMO1ACO06.

4.2 @apmakoguHAMHKA

MenokcukaMbT € HeCTEpOUIHO NPpoTUBOBB3nanuTenHo cpeactso (HCIIBC) ot kiiaca Ha OKCUKaMUTe,
JIeCTBAIIIO Ype3 HHXUOMpaHe CHHTEe3a Ha MPOCTArJIaHIuH, IPH KOETO MPOSBSIBA POTHBOBB3ITAUTEIIHH,
aHAITeTUYHH, AHTHEKCYIATHBHU U aHTHITUPETHYHY cBolcTBA. HamansBa neBkormTHaTa HHUITpAys
BbB Bb3MajleHaTa ThbKaH. B mo-mainka creneH nHXuOMUpa U KoJareH-uHIylupaHaTa TpOMOOIIMTHA
arperanms. [IpoyuBanusita in vitro u in vivo IOKa3Bart, 4e MEIOKCUKaMbT HHXUOHPa UKIOOKCUTEeHa3a-2

(COX-2) B mo-TrosMa CTeneH, OTKOIKOTO Iukiiookcurenasza-1 (COX-1).

4.3 dapMaKkoKNHeTHKA

Pe3opOrtis

Cren moAKOXKHO MpUjlaraHe, MeJIOKCUKaMbT € HAITBJIHO OMOHATNYEH U MAKCUMAJIHU CPEIHH TIa3MEHH
koHueHTpanuu ot 0,73 meg/ml npu kydera u 1,1 mcg/ml npu KOTKHM ce AOCTUTAT CHOTBETHO
npubau3uTeNTHO 2,5 yaca u 1,5 gaca cien mpuiarase.
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Paznpenenenue

CrInlecTByBa JIMHEHHA 3aBUCHMOCT MEXTy TIPUIIOKEHATA J103a M HAa0JII0IaBaHaTa TIa3MeHa
KOHIICHTpAIIVs B TEPAICeBTUYHHS JUAMa30H Ha TO3UpaHe MpHU KydeTa U KOTKH. [ToBede ot 97% ot
MEJIOKCHKaMa Ce CBbP3Ba C Iia3MeHuTe nporeuHu. O0embT Ha pasnpenenenue ¢ 0,3 1/kg npu kydera u
0,09 /kg ipu KOTKH.

MerabonnsbeMm

[Ipu kyueTa, MEIIOKCUKaMbT C€ OTKPUBA MPEANMHO B IIa3MaTa U C€ €KCKPEeTHUpa TJIABHO Ype3 KIThUKaTa,
JIOKaTO YpUHATA ChIIBPHkKA CAMO CIIEAH OT U3XOHOTO CheIMHEHUE. MENOKCHKaMbT ce MeTabOoIu3upa 110
AJIKOXO0J1, KHCEJIMHEH JCPUBAT M HAKOJIKO MOJApHHU MeTabouTa. Jloka3zaHo €, Ye BCHYKU OCHOBHH
MeTabonuTH ca (hapMaKoJIOTUYHO HEAKTHBHHU.

[Ipu KOTKH, MEJIOKCUKAaMbT C€ OTKPHBA MPEAMMHO B IJla3MaTa U C€ €KCKPEeTHpa IJIaBHO Ype3 JKIIbYKaTa,
JIOKaTO YPUHATA ChIbpPKa CaMO CJISIU OT U3XOTHOTO ChearHeHue. OTKPUTH ca IMeT OCHOBHM METa0O0JINTa,
KaTo 32 BCHYKH € JIOKa3aHo, Y€ ca (apMaKOJIOTMYHO HEAKTUBHU. MEIIOKCUKaMbT C€ MeTa0OoIu3upa J10

AJIKOXOJI, KUCEJIMHEH JIEPUBAT U HAKOJIKO MOJIIPHU MeTabosnTa. KakTo M npu Apyru npoy4YBaHH BUIIOBE,
OCHOBHUST ITHT HA OMOTpaHCHOPMAITHSI HA MEITOKCUKAM MPU KOTKH € OKUCIISIBAHETO.

Enumunupane

[Ipu xyueTa, METOKCUKaMbT CE SIMMHUHMPA C IEPHOJI HAa TIOTypasnaj oT 24 yaca. [Ipubnusurtento 75% ot
MIPUJIOKEHATA J103a CE EIMMUHMPA YpE3 UMPAKHEHHITA, a OCTATHKBT — YPE3 ypUHATA.

[Ipu KOTKH, MEIOKCUKaMbT C€ ENMMUHHIpPA C MOIY>KUBOT OT 24 yaca. Hannumnero va MeTabonuT OT
U3XOJTHOTO ChEJAMHCHHUE B YPHHATA W U3MPAXKHEHUATA, HO HE U B IJIa3MaTa, € I0Ka3aTeIHo 32 ObP30TO UM
ekckperupane. 21% OoT Bb3CTaHOBEHATA /1034 CE eMTMMHUHUpPA B ypuHaTa (2% KaTo HEMPOMEHEH
Menokcukam, 19% xato metabonutH) u 79% B m3npaxuenuara (49% karo HeMPOMEHEH MEJIOKCHKaM,
30% kaTo MeTaboIuTH).

5. DAPMAIEBTUYHU OCOBEHOCTH

5.1 OcHOBHHM HECHBMECTHUMOCTH

He ca u3BecTHu.

5.2 Cpoxk Ha romHoCT

CpOK Ha TOJHOCT Ha KpallHUsI BETEPUHAPEH JIEKAPCTBEH NPOAYKT: 5 FOJIUHU.
CpoK Ha TOTHOCT CJIe TFPBO OTBAPSHE HAa MbPBUYHATA OMAKOBKA: 28 THHU.

5.3 CoeuuajHu ycjaoBHs 32 CbXpaHEeHHUe
CoxpansBaiiTe (1akoHa B KApTOHEHATa OMAKOBKa.
5.4 Buau cbCTaB HA NBPBUYHATA ONIAKOBKA

Kapronena xytus ¢ enuH Oe3nBeTeH cThKIeH (prakoH 3a nmxekiuu oT 10 ml, 20 ml umu 100 ml.
Bcexkwu ¢utakoH e 3aTBOpeH ¢ I'yMeHa 3aITyliaika | INIOMOUpPaH ¢ alTfyMHHHEBO Karadge.

He Bcuuku pa3mepu Ha ONaKOBKAaTa MOTaT Ja ObJAT MpeiaraHy Ha masapa.
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5.5 CnenuajHu MEPKH 32 YHUII0KAaBAaHE HA HCU3ITI0JI3BAHU NMPOAYKTH WIHM OCTATBIHU OT THX

BerepunapHuTe nekapcTBEHU MPOIYKTH HE TPSAOBa Ja ObJaT U3XBBHPIISHU UYpe3 OTHAIHU BOJU MIIK OUTOBH
OTHAIBIH.

M3nonseaiiTe mporpaMu 3a BpbIIaHe IPH YHUIIOKABAHETO HA HEU3ITOJI3BaHU BETEPUHAPHHU JIEKapCTBEHU
MPOAYKTH WIIA OCTATHIIN OT TSAX B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCHYKHM HAIIMOHAJIHU CHCTEMH 3a ChOMpaHe, MPIIOKUMH 32 ChOTBETHHS BETEPUHAPEH JIEKapCTBEH
MPOAYKT.

6. NUME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A THPTOBUSA

Chanelle Pharmaceuticals Manufacturing Ltd.

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

EU/2/07/078/015 10 ml

EU/2/07/078/016 20 ml

EU/2/07/078/017 100ml

8. JATA HA IBbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPTOBUS

JlaTta Ha TEPBOTO M3AaBaHe Ha paspemieHueTo 3a Thprosus: 10/01/2008

9.  JATA HA NOCJIEAHATA PEJAKIIMUS HA KPATKATA XAPAKTEPUCTHKA HA

IMPOAYKTA

{JUYMM/TTIT}

10. KJIACHPUKAIIUA HA BETEPUHAPHUTE JJEKAPCTBEHU TPOAYKTHU
[a ce oTycka caMo 110 JIEKapCKO MpeIIUCAHHE.

[MonmpoOHa nHbopMaIrs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE JIa HaMepUTe B 0a3ara JJaHHU Ha
Crro3a otHOCcHO poaykTute (https://medicines.health.europa.eu/veterinary).
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1.

HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rheumocam 5 mg/ml unxekuroHeH pa3TBOp 3a TOBEIA U CBUHE

2.

KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml cpabpixa:

AKTHBHO BellIeCTBO:

Meloxicam 5 mg

IlomoiHu BemiecTnBa:

KauecTBeH ¢bCTaB Ha MOMOILIHHUTE
BE€IIECTBA U JIPYITUTE CbCTABKH

KoJsnuecTBeH ¢bCTaB, aK0 Ta31 HH(OpMALIUS €
Ba)KHA ¢ OrJieJ HAa MPaBUJIHOTO NMPUJIaraHe Ha
BeTEPUHAPHMUS JIEKAPCTBEH MPOAYKT

Eranon (96%)

159,8 mg

ITonoxcamep 188

Makporoa 400

I'munun

JuHatpueB enerar

Hatpues xuapokcu

ConHa KucenrHa, KOHIIEHTpUpaHa

Mernymun

Boz[a 3a HHXKCKIINHU

buctsp xbAT pa3TBOp.

3.

3.1

I'oBena (Tenera m Miaau ToBefa) U CBHHE.

KIMHNYHA THOOPMALIUA

BunoBe :XxnBoTHH, 32 KOMTO e npegHazHaveHn BJIII

3.2 Iloka3anus 3a ynoTpeda 3a BceKM BH/I ’KUBOTHH, 32 KOWTO e MpelHa3HA4YeH NPOAYKTHT

T'oBena

3a ynotpeba Mnpu OCTpU PECIUPATOPHU WHPEKIMH C IMOIXO/SIIa AaHTHOMOTHYHA Teparus 32 HaMaJIsIBaHe

Ha KIMHAYHUTE TIPU3HALY TIPU TOBEA.
3a ynorpeba npu auapus B KOMOMHAIIMS C IIepopaliHa peXHIpaTupaIa Tepanus 3a HaMaJisBaHe Ha
KJIMHAYHUTE IPU3HAIM [TPU TeJieTa Ha Bh3PacT HaJI €/IHA CEJIMHIIA U MIIQJIM HEJIaKTHPAIIH FOBE/IA.
3a obek9yaBaHe Ha MMOCTOIIEpaTHBHATA OOJIKA Ciiea 00e3pOTOBsIBaHE HA TEJIETA.
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CBuHe

3a ynorpeba npu He3apa3HU JBUTATEIIHU HAPYIICHHS 32 HAMAJISIBAHE HA CUMIITOMUTE Ha KyII0Ta U
BB3IAJICHHE.

3a obyiekuaBaHe Ha cliefioniepaTiBHa 00JKa, CBbp3aHa ¢ Majlka XMPYpPruvHa orepalus Ha MEKUTe ThKaHH,
KaTo KacTpUpaHe.

3.3 IIpoTuBomoka3aHus

Ja He ce u3M0I3Ba PHU )KUBOTHH, CTPAJAIIY OT HapyllIeHa YepHOAPOOHa, ChpieuHa Win ObOpedHa
(hyHKIUS ¥ XeMOParuyHA HAPYIICHUS WK KBIETO UMa TaHHU 32 YJIIIEPOTeHHH raCTPOUHTECTHHATHH
MOpaKEeHUI.

[a He ce U3M0M3Ba PU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMS WM HAKOW €KCUUITHEHTHUTE.
[la He ce u3noa3Ba 3a JICYEHHWE Ha IUapHs IIpH roBeJa Ha Bb3pacT o 1 ceamuua.

Ja He ce u3mon3Ba mpu mpaceHIia mo- MaJku oT 2 JTHU.

3.4 ChnenuaJHH npexynpe:KIeHust

Hsma

3.5 ChneunuajHy NpeANasHH MEPKH NPH ynoTpeda

CrernmanHy Ipeana3sHy MEPKHU 3a Oe30macHa ynoTpebda IIpy BUAOBETE )KUBOTHH, 34 KOUTO € IIPeAHA3HAUECH
BJIII:

JledeHneTo Ha MaJKU TpaceHIla MPeIn KacTpUPaHe C BETCPUHAPHUS JIEKAPCTBEH MPOAYKT HaMAaJIsIBa
nocrornepaTuBHara 6oika. B

ciydail Ha HeoOX0aUMOCT OT o0JieKdaBaHe Ha OoJKaTa 1o BpeMe Ha orepartus, TpsoBa 1a

O'bJIe TPUIIOKEH U TIOJXO/ISII aHECTETUK/CEAaTUB,

3a nma ce mosryun Hali-100pHsIT Bb3MOXKHA e(PEKT Ha OOJICKICHHE CIIS/ ONEPANHSITA, BETCPUHAPHIAT
JIEKapCTBEH MPOJYKT TPsIOBA Aa ce mpuioxu 30 MUHYTH MPEeIU XUPypPruvIHaTa Hameca.

,Ja ce m30srea ynorpedaTa npyu MHOTO CHITHO JACXHUJIPATHPAHH, XUTIOBOJIEMHUYHH WITH XUIIOTCH3UBHU
JKUBOTHH, KOUTO M3UCKBAT MMapeHTepaiHa PEXUAPATAINS, Thil KATO ChIIECTBYBA MOTEHIIMAIEH PUCK OT
peHaIHa TOKCUYHOCT.

TpeTupaneTo Ha TelleTaTa ¢ BETCpUHAPHUS JIEKApPCTBEH MPOAYKT 20 MUHYTH MPEId 00€3pOrOBSIBAHETO
HaMaJIsBa MocTonepaTuBHara 6oika. CaMo BETEpUHAPHUSAT JISKAPCTBEH MPOAYKT HAMA JIa OCUTYPH
NOJXO0A1I0 00e300sIBaHe 110 BpeMe Ha Mpoleypara 3a 00e3porossBaHe. 3a Aa ce MOIy4YH MOIXO SO0
00e300I1sIBaHe 10 BpeMe Ha OINepalusTa, € He0OX0JUMO eTHOBPEMEHHO MpHiIaraHe Ha IOJIX OISl
aHAJITeTHK.

CrenuanaHu Opearna3H MCPKU 3a JIMIaTa, Ipujaraiiy BETCPUHAPHUA JICKAPCTBCH IIPOAYKT Ha
KHUBOTHUTC!

WHIMAeHTHO caMOMHKEKTUPAaHE MOXE J1a TIPE3BUKa 00JKa. X0pa C YCTAaHOBEHA CBPBXUYBCTBUTEITHOCT
KBbM HecTepouIHU TpoTuBOBE3manuTeHu cpeactsa (HCIIBC) TpsboBa qa n30sSrBaT KOHTAKT C
BETEPUHAPHOMEIUIIMHCKUS TIPOIYKT.

[Ipu cnyuaitHO caMOMH)KEKTUpaHe, He3a0aBHO J1a Ce MOTHPCU METUIIMHCKH ChBET, KaTO Ha JIeKaps ce
NPEZIOCTABH JINCTOBKATA 3a YIOTpeOa WM €THKETa Ha MPOJIYKTa.

33



3.6 HeoOgaronpusTHU peakun

T'oBena:

Yecrtu IMomyBaHe Ha MACTOTO HA HHXKEKTHpaHe!

(1 mo 10 Ha 100 TpeTHpaHu >KUBOTHH):

MHoro peaku ABadunakTonaHa peakuus’
(rmo-masko ot 1 Ha 10 000 TpeTrpanu
JKUBOTHU, BKJIFOUUTEITHO U30JUPAHU
CHOOIIECHUS):

' Cna6o ¥ mpexoaHo e MOAKOKHO IIPUIOKEHHE
2Moske 1a € cepro3Ha (BKIIOUUTEIHO C JIETaJeH U3X0M). AKO Bh3HMKHE TaKaBa PEakiys, TPIOBa 1a ce
JIeKyBa CHMIITOMATHYHO.

CBune:

MHoro peaku AnapunakronaHa peakiys'

(mo-manko ot 1 Ha 10 000 TpeTupanu
YKUBOTHH, BKJITFOUUTEITHO U30JIMPaHU
CHOOIICHHUS):

"Moske na e cepro3Ha (BKIFOUHMTENHO C JIETAJICH U3X0M). AKO Bb3HUKHE TaKaBa peakLys, TpsAOBa 1a ce
JIeKyBa CUMIITOMATHYHO.

CroOmaBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJIsBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIEKapCTBEH MpoAyKT. ChoOIIeHHATa TPSOBa Aa ce U3Mpariar, 3a
NpeoYMTaHe Ype3 BETEPUHAPCH JIeKap, WK Ha TIPUTEkKATENs HA pa3pelIeHUeTO 32 ThPTrOBHS WK Ha
MECTHHSI My TIPEJICTABUTEI, HJIM Ha HAITMOHATHHS KOMIIETEHTEH OpPraH uype3 HallMOHATHATA CUCTeMA 32
choOIIaBaHe. 3a ChOTBETHUTE JaHHU 33 BPh3Ka BUKTE CHIIO JIMCTOBKATA.

3.7 VYmnorpebda no BpeMe Ha OPEeMEHHOCT, JIAKTAIIUSA WIH sIiiIeHOCeHe

BbpeMeHHOCT U JIaKTalMsL:

I'oBena Moske na ce mpuiara 1mo BpeMe Ha OpeMeHHOCT.
Ceune Moxe aa ce mmpuiara o BpeMe Ha OpeMEHHOCT | JIAKTaIHsL.

3.8 BsammopgeiicTBHe ¢ APYT¥ BeTePHHAPHH JEeKAPCTBEHHN NPOAYKTH M APYTH (P OPMH Ha
B3auMo/leiicTBHe

I[a HE C€ pujiara CbBMECTHO C TJIIIOKOKOPTUKOCTECPOUU, APYTU HECTCPOUIHU TPOTHUBOBBIIAJIUTCIIHA
CpeAcCTBa WIN aHTUKOAI'yJIaHTHU.

3.9 HauywH HA NPpWIOKEHHE H J03HPOBKA
Toena
EnHOKpaTHO MOAKOXKHO WM MHTPABEHO3HO MH)KEKTUpaHe Ha 1o3a oT 0,5 mg Menokcukam/kg TenecHa

Maca (1.e. 10 ml/100 kg TenecHa maca) B KOMOMHAIIUSA ¢ aHTHOMOTHYHA TEPAIHs WK C TIEpOpaHa
pexuparupalia Teparnus, Cope cirydasl.

34



Caune

JIBUTaTeNHU HAPYILECHHUS:

EnnokpaTHO MHTpaMyCKYJTHO HHXKEKTUpaHe Ha fo3a oT 0,4 mg menokcukam/kg TenecHa maca (T.e. 2
ml/25 kg Tenecna maca). Ako € He0OXOAMMO, IIOBTOPHO NpUJIaraHe Ha MEJIOKCHKAaM MOJKE JIa CE HaIllpaBu
ciien 24 gaca.

HamansBane Ha ciiefjonieparuBHaTa 0oJKa:
EnHokpaTHO HHTpaMyCKYJIHO MH)KEKTUpaHe Ha f103a oT 0,4 mg menokcukam/kg TenecHa mMaca (T.e. 2,0
ml/25 kg TenecHa maca) mpeau oneparusi.

3a rapaHTHpaHe Ha MPaBUJIHA JO3UPOBKA TEeCHATa Maca TPsOBa J1a Ce ONPE/ICTH Bh3MOKHO HAM-TOUHO.
[IpemopbuBa ce j1a ce U3MoI3Ba MOIXOAANI0 KATHOPHUPAHO H3MEPBATEITHO 000py/IBaHE.

Jla ce n30sTBa KOHTAMHUHAIIMS TI0 BpeMe Ha yroTpeoa.

3.10 CumnTomMu Ha mpeao3upaHe (M KOraTo € MPUJIOKMMO — MPOILETYPH HA JelicTBHE MPH CHEIIHU
CJIyYau U AHTUI0TH)

B ciryqait Ha ipeo3upane TpsiOBa Jia ce 3all0YHE CUMITTOMATHIHO JICUCHUE.

3.11 CrnenuajaHu OrpaHNYeHMs 32 YIOTPeda U CIIeNHAJHH YCJIO0BHS 32 yNoTpeda, BKIAIYUTETHO
OrpaHMYeHM 32 yOTPe®aTa HA AHTUMUKPOOHH M POTHBONAPA3ZUTHH BeTePUHAPHHI
JIEKAPCTBEHHU NMPOAYKTH, C IieJI 1a ce OTPAHMYH PUCKBT OT Pa3BUTHE HA Pe3HCTEHTHOCT

He e mpuiioxumo.

3.12 KapeHTHM CPOKOBe

T'oBena

Meco v BbTpelIHu oprasu: 15 nxu.

CBuHe

Meco u BbTpPEIIHU OpraHu: 5 JHHU.

4. DAPMAKOJJOI'MYHA HHO®OPMALIUA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QMO1ACO06
4.2 ®apMaxkoaMHAMHKA

Mernokcrukam e HecTepouaHO MpoTuBoBh3nanuTenHo cpeactso (HCIIBC) ot kinaca Ha OKCHKaMuTe,
JeHCTBAIIO Ype3 MHXHOUpaHe Ha CHHTE3a Ha MPOCTArJIaHIuH, TIPH KOETO IPOSBSIBA
MPOTUBOBB3NAIUTEIIHY, AHAJITCTUYHN, AaHTUEKCYIATHBHI M aHTUITHPETUIHHA CBOHCTBA. METOKCUKAaMBT
MIPUTEXKAaBa CHIIO AHTUEHAOTOKCHYHHU CBOMCTBA, 3aI[0TO € YCTAHOBEHO, Y€ MHXUOHUpPA MPOIYKIUATA Ha
TpoMOOKcaH B,, mpenu3BrkaHa OT MPUIIAraHETO Ha CHIIOTOKCHH Ha F. coli TIpU TeneTa, JJaKTUpaIly KpaBu
Y CBUHE.
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4.3 @apMaKkoKHHETHKA

Pe3opbuus

Crnen egHokpaTHa MoaKokHa 7032 oT 0,5 mg menokcukam/kg, Cmax croiHoctr ot 2,1 meg/ml ce
JlocTurart cien 7,7 yaca npu MilaJid roBeJa.

Cren nBe natpamyckynnu no3u ot 0,4 mg menokcukam/kg, Cmax croitnoct ot 1,1-1,59 mcg/ml ce
JIoCTHTa cjien 1 Jac mpu CBHHE.

PasnpeneneHue

IToBede ot 98% oT MenoKkcHMKaMa ce CBbp3Ba C IIa3MeHUTe MpoTenHN. Hail-BHCOKHTEe KOHIIEHTpAIlu Ha
MEJIOKCHKAM C€ OTKPHUBAT B YepHUs Apo0 1 ObOpennTe. CpaBHUTEITHO HUCKH KOHIICHTPAIIMH CE&
3a0eNsI3BaT B CKeJIeTHATA MyCKYJIaTypa U Ma3HUHHTE.

Merabonu3bem

MenoKCHKaMbT € OTKpHBA MPETUMHO B Iu1a3Mata. [Ipu ropea MEIOKCHKaMa ChIIO ce EKCKpPeTHpa
TJIABHO Ype3 MIISIKOTO W JKITBYKATa, JOKATO YPHUHATA ChIIbPKA CAMO CJICIU OT U3XOJHOTO CheIMHCHHE.
[Ipu cBHHE *KIIbUKATA U YPHHATA CHIBPKAT CAMO CJISU OT U3XOJAHOTO CheIMHCHHE. MEeIOKCUKaMbT Ce

MeTa0oIM3upa Ha ATKOXOJ, KUCEITMHEH JCPUBAT U HAKOJIKO MOJISIpHU MeTabomuTH. Jloka3aHo €, 4e BCUYKH
OCHOBHH MeTa0O0JIUTH ca (hapMaKOJIOTHIHO HEAaKTHBHH.

Enumunupane

MenokCcHKaMbT ce SMMHIHIPA ¢ TIEPHO;] Ha TTOTypasmas oT 26 yaca clie]] HOIKOXHO HHKEKTHpPaHEe TIPH
miaau roseaa. [Ipu cBuHE cpell MHTpaMyCKYJIHO MpUiIaraie, IepuoAbT Ha CPEIHUS MOy pas3naj B
u1a3MaTa e IpuOiIu3uTeNHo 2,5 yaca.

[Ipudausutentno 50% oT mpuIoKEeHaTa 1032 ce SIIMMUHUPA Ype3 YPUHATA, a OCTAThKBT Upe3
U3IPaKHEHUSATA.

5. DAPMAIEBTUYHU JAHHU

5.1 OcHOBHHM HECLBMECTHMOCTH

He ca u3BectHm.

5.2 Cpox Ha rogHoct

CpoK Ha TOJHOCT Ha KpallHUsI BETEPUHAPEH JIEKAPCTBEH NPOAYKT: 5 TOJIUHHU.
CpoK Ha TOTHOCT CJIe/ ITFPBO OTBAPSHE HAa MbPBUYHATA OMAKOBKA: 28 THHU.

5.3 ChnenunaJHu ycJIOBHS 32 CbXpPaHEeHHE
To3u BCTCPUHAPHOMEIUITUHCKHU MMPOAYKT HC U3MCKBAa HUKAKBH CIICIIMAJIHN YCJIOBHA 3a CbXPaHCHUC.
5.4 Buau cbCTaB HA IbPBUYHATA ONIAKOBKA

Kapronena xytus ¢ 1 6e31BeTeH CThKIICH (IIaKOH 32 MHKeKIuH, chappkant 20 ml, 50 ml wru 100 ml.
Bcexku (rakoH e 3aTBOpEH ¢ r'yMeHa 3aIyniajika ¥ INIOMOUpaH ¢ alTfyMHHHEBO Karage.

He Bcuuku pa3mepu Ha ONaKOBKAaTa MOTaT jJa ObJIaT MpeiaraHy Ha masapa.
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5.5 CnenuajHu MEPKH 32 YHUIIO0KABAHE HA HEU3IIOJI3BAHU MPOAYKTH UJIM OCTATBIHU OT THX

BerepunapHuTe nekapcTBEHU MPOIYKTH HE TPSOBa Ja ObJaT U3XBBHPIISHU UYpe3 OTHAIHU BOJU MIIK OUTOBH
OTHAIBIH.

W3nonseaiiTe mporpaMu 3a BpbIaHe NPH YHULIOXKABAHETO HA HEU3IOJI3BAHN BETEPUHAPHH JIEKAPCTBEHU
MPOAYKTH MIIA OCTATHIIN OT TSIX B CHOTBETCTBHE C M3MCKBAHMATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCHUYKHU HAIIMOHAJIHU CHCTEMH 3a ChOMpaHe, MPII0KUMH 32 ChOTBETHHS BETEPUHAPEH JIEKAPCTBEH
MPOAYKT.

6. NUME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A THPTOBUSA

Chanelle Pharmaceuticals Manufacturing Ltd.

7. HOMEP(A) HA PABPEIIEHUETO 3A ThbPI'OBUSI

EU/2/07/078/018 20 ml

EU/2/07/078/019 50 ml

EU/2/07/078/020 100 ml

8. JATA HA IBbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPTOBUS

JlaTta Ha TEPBOTO M31aBaHEe Ha pa3pemeHueTo 3a Thprosus: 10/01/2008

9. JATATA HA NOCJIEJHATA PEJAKL WS HA KPATKATA XAPAKTEPUCTHUKA HA

IHHPOAYKTA

{JUYMM/TTIT}

10. KJIACH®PUKAINIUA HA BETEPUHAPHUTE JJEKAPCTBEHU TPOAYKTHU
[a ce oTIycka caMo 10 JIEKapCKO MpeIITICaAHHE.

[MompoOHa nHbopMaIKs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE JIa HaMepuTe B 0a3ara JJaHHU Ha
Crro3a otHOcHO poaykTute (https://medicines.health.europa.eu/veterinary).
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1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rheumocam 330 mg rpanynu 3a KoHe.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcsko caiie chabpxa:

AKTHBHO BellIECTBO:
Meloxicam 330 mg.

Ilomo1mHu BemiecTnBa:

KadecTBeH chCcTaB Ha MOMOIIHHUTE BeIIeCTBA U PYIUTE CbCTABKHU

I'moxo3en MOHOXHUApPAT

IToBunon

Apowmart Ha 10BIKa (KOWTO ChaBpka OyTrIIXuApokcrann3oi (E320))

Kpocnosuaon

breau xbaTH TpaHyIu.

3. KIMHUYHA UHOPOPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJITT

Kose.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J )KMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT

OOnex4aBaHe Ha BH3MAICHUETO W HAMAISIBaHE HA OOJIKaTa KaKTO MPU OCTPH, TaKa U TIPU XPOHHYHH
MYCKYJIHO-CKEJIETHH HapyuieHus npu koHe ¢ terso 500 kg - 600 kg.

3.3 IIporuBomoka3zanus

Jla He ce mpuiiara npu OpeMEHHHU | JIAKTHPAIIH )KUBOTHH.

Ja He ce M3M0I3Ba MPU KOHE, CTPAJAIIH OT TACTPOUHTECTHHAIHN CMYILIEHHS, KaTO Bb3MaJICHUE U
XeMoparusi, HapylieHa 4epHOApoOHa, ChpJievHa Wik ObOpevHa PyHKIHS U XeMOparuyHu HapyIIeHNUSI.
Jla He ce M3I0JI13Ba IPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIMS HIIH HAKOH OT
EKCIUIUAEHTHUTE.

Jla He ce U3MoiI3Ba pU KOHE Moj 6 CeIMUYHA Bb3paCT.

3.4 CoeumnaJHu npeaynpeskieHust

Hsma.
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3.5 CroeunajHu Mpeana3sHd MepKH NMpH ynorpeda

CHCLII/IHJ'IHI/I Opeanasii MCPKH 3a Oe3omacHa VHOTDC63 IOpH BUAOBCTC ) XMBOTHH, 34 KOWTO € NPCAHA3HAYCH

BJIIT:

Ja ce n36sTBa ynorpedaTa Mmpu BCAKO AEXUAPATHPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTEH3UBHO YKHBOTHO,
THH KaTO CHIECTBYBA MOTEHIMAJICH PUCK OT ObOpeYHa TOKCUYHOCT.

C 1en 51a ce cBele 10 MUHAMYM PHCKa OT HETOHOCUMOCT, BETEPUHAPHHUSAT JICKAPCTBEH MPOYKT TPOBaA Ja

Ce CMECBa ¢ MIOCITH QypaxKH.
To3u BeTeprHAPEH JICKAPCTBEH MPOIYKT € MPpeIHa3HAUCH 3a YIoTpeba caMo MPpH KOHE ¢ Tersio Mexay 500
u 600 kg.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JuliaTa, rnmpujaaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT HA ) XUBOTHHUTC!

Xopa ¢ ycTaHOBEHa CBPBXYYBCTBHTEITHOCT KbM HECTEPOHIHH MTPOoTHBOBB3NanuTenHu cpencrsa (HCIIBC)
TpsiOBa J1a M30STBAT KOHTAKT C BETEPHHAPHUS JICKAPCTBEH MPOYKT.

B cnyuaii Ha UHITMIEHTHO TOTIIBIIaHE He3a0aBHO J1a CE MOTHPCH MEAUIIMHCKH ChBET, KaTO Ha JICKaps ce
NPEZIOCTABH JINCTOBKATA 33 YIOTpeOa MM €THKETa Ha IPOYKTa.

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

He e npunoxumo.
3.6 HeOnaronpusiTHu peaknun

Komne:

MHoro peaku 3ary0a Ha aneTuT, JeTaprus
(mo-manko ot 1 Ha 10 000 TpeTupanu Juapust', croMamHu GOJIKH, KOJINT.

YKUBOTHH, BKITFOUUTEITHO M30JIUPAHU Vprukapus'2, aHaHIaKTOHIHA peakims’
CHOOIIECHHU):

'O6paruma

2Jlexa

3Moske 1a e cepro3Ha (BKIIOUMTEIHO ¢ JIeTaleH H3X0/). AKO BE3HMKHE TaKaBa peakius, TpsAOBa J1a ce
JIeKyBa CHMIITOMATHYHO.

CroOmaBaHeTo Ha HEOIATONPUATHHU PEaKIMU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BEeTEPUHAPHUS JIEKapCTBEH MPoAyKT. ChoOIIeHHATa TPSOBa Aa ce U3Mpariar, 3a
MIPEIMOYUTAHE Ype3 BETCPUHAPECH JIeKap, WU Ha MIPUTEKATEIs Ha Pa3pelICHUETO 32 ThPrOBUS WIH Ha
MECTHHSI My TPEJICTABUTEI, TN Ha HAITMOHATHHS KOMIIETEHTEH OpPraH upe3 HallMOHATHATA CUCTEMA 32
choOIIaBaHe. 3a ChOTBETHUTE JaHHU 33 BPh3Ka BUKTE ChIIO JIMCTOBKATA.

3.7 Ymnorpe6a mo BpeMe Ha OpeMEeHHOCT, JJAKTAIUS WIH sTiileHOCeHe

BpeMeHHOCT U JIaKTalusL:

JlaboparopHuTe MpOydYBaHUs MPU TOBEAA HE TIOKA3BaT HUKAKBH JIAHHU 32 TEPATOTEHHOCT,
(heTOTOKCHYHOCT MITH TOKCHYHOCT 332 MaldMHUs oprann3bM. Hsama chOpanu nannu 3a kowe. [To Ta3u
MPUYUHA HE CE MPETopbhYBa MPUIIAraHEeTO 10 BpeMe Ha OPEMEHHOCT U JIAaKTaIHsl.
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3.8 BzammopaeiicTBHE ¢ IPYTH BeTePUHAPHU JIeKAPCTBEHU MPOLYKTH U Apyru ¢popMu Ha
B3anMojieiicTBHe

I[a HE CC pujiara CbBMCECTHO C TJIIOKOKOPTUKOCTCPOUAU, APYTU HECTCPOUIHU NTPOTHUBOBBIINAJIUTCIIHA
Cp€AcCTBa WM aHTUKOAr'yJIaHTH.

3.9 HavuH Ha NPUIOKEHUE U JO3MPOBKA
IIpunarane B xpaHa.
[a ce npunara cMmeceH ¢ xpaHara B 103a ot 0,6 mg/kg TenecHa Maca, eluH IIbT AHEBHO, 10 14 1HU.

[IpoxykTsT TpsiOBa Aa ce nmpudasst KbM 250 g Mrocau pypasku, Mpeau XpaHeHe.

Besko care cpapprka eHa 103a 3a KoH ¢ terio mexay 500 u 600 kg u no3ara He TpsOBa Oa ce pasaeis
Ha MO-MaJIKH JO3H.

3a rapaHTHpaHe Ha MPaBHUJIHA JO3UPOBKA TeJecHAaTa Maca TpsOBa Jia ce ONpe/eNd Bh3MOXKHO HAi-TOUHO.
[IpenopbuBa ce Aa ce U3MoiI3Ba MOAXOAAI0 KAINOPHUPaHO H3MEPBATEIHO 000pyABaHE.

[a ce n30sTBa BHBEXKIaHE HA 3aMBPCSIBAHE 110 BpEME Ha yIoTpeoa.

3.10 CumnTomMH Ha npeAo3npaHe (M KOraTo e NpPUJI0KUMO — NPOLEeIyPH Ha AelicTBHe NIPH
CTIeIIHYU CJIy4Yau U AHTHI0TH)

B cnyuait Ha ipeno3upane TpsOBa Ja ce 3aroYHe CHMIITOMATHYHO JICUCHHE.

3.11 CneuuajHM orpaHUYeHHUd 32 yNoTpeda U crenMaJHU YCJIOBHUS 32 yNOTpeda, BKJIIYUTETHO
OrpaHNYeHNs 32 ynorpedaTa Ha AHTUMHUKPOOHH M MPOTUBONMAPA3ZUTHU BeTePUHAPHH
JIeKapCTBEHHU MPOIYKTH, C IieJI 1A ce OTPAHUYN PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e mpuinoxumo.

3.12 KapeHTHH cpOKOBe

Meco v BBTpEIIHN OpTaHu: 3 THH.

He ce pa3pemaga 3a ynorpe6a npu ’KMBOTHH, YHETO MIISIKO € MIPEAHA3HAYEHO 33 YOBEIIKA KOHCYMAIIHSI.

4. DAPMAKOJIOI'NYHA UTHOOPMALIUA

4.1 BerepuHapen JiekapcTBeH aHaToMo-TepaneBTH4eH Koa (ATCvet Code): QMO1ACO06.

4.2 dapmakoguHAMHKA

MenokcHKaMbT € HECTEpOUIHO MTpoTrBOBB3nanTeHo cpeactBo (HCIIBC) ot kitaca Ha OKCUKaMHTE,

JeicTBaIlo Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTAarjaHiH, IIPU KOETO MPOsBsBa

NPOTHBOBB3MAIUTEIIHH, AHAITETUYHH, aHTUEKCYJaTUBHHU U aHTUIIMPETUYHHU cBoiicTBa. HamansBa

JIEBKOLIMTHATA HHUITPAIHS BbB Bh3MaleHaTa ThKaH. B mo-mainka crerneH HHXUOUpa U KoJIareH-

WHAyIIpaHaTa TPOMOOLMTHA arperanus. MeloKCHKaMbT MIPUTEKaBa ChII0 AHTUEHTOTOKCHYHH CBOMCTBA,

3al0TO € YCTaHOBEHO, Y€ MHXUOMpa MPOAYKLUATa Ha TpOMOOKcaH B2, mpenu3BukaHa OT MHTPaBEHO3HOTO
npuiiarane Ha eHoTokcuH Ha E. coli pu Tenera u cBuHE.
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4.3 @apMaKOKMHETHKA

Pe3opbuus

Korarto npoIyKThT ce H3M0JI3Ba CIIOpe/] MPEophyuaHus pexXUM Ha J03UpaHe, epopaHaTa ONOHATHIHOCT
e npubnmurenHo 98%. MakcruMaHU IIa3MEHN KOHIICHTPAITUH C€ IOCTUTAT MPUOIU3UTETHO clielt 2-3
yaca. @akTopbT Ha akymynarus ot 1,08 npeamnonara, 4e MEIOKCHKaMa He Ce akyMyJIUpa, KOraTo ce
npuiara eXXeJHeBHO.

Pasnpenenenue

[Ipubnuzurtentno 98% oT MenOKcHKaMa ce CBbP3Ba C Ta3MeHuTe nporenHu. O0eMbT Ha pa3npeaesieHue e
0,12 l/kg.

Mertaboan3sm
MeTabonu3MBbT € Ka4eCTBEHO T0100€H MPH ILTHXOBE, MUHU MPACEHIIA, X0pa, TOBE/Ia U CBUHE,
Bbrpeku, e KOJUYeCTBEHO ChINECTBYBAT PA3IUKH. | TaBHUTE META0OJIUTH OTKPUTH IIPH BCUYKU BHIOBE

ca S-XUAPOKCH- U 5-KapOOKCH-METa00IMTUTE U OKCATHI-METa00IUTHT. MeTaboIn3MbT P KOHE HE €
u3cienBaH. JlokazaHo e, 4e BCHYKH OCHOBHU METAa0OJIUTH ca (apMaKOJIOTHYHO HEAKTHBHHU.

Enumunupane

MenokcukaMbT ce CJIIMMUHHUPA C KPAacH 1oJIypasnaj OT 7,7 qgaca.

5. DAPMAIIEBTUYHU JAHHHU
5.1 OCHOBHHM HECHLBMECTHMOCTH

[Ipu nunca Ha TaHHM 32 CBBMECTUMOCT, TO3M BETEPHHAPHOMEIUIIMHCKH MIPOAYKT He TpsiOBa 1a Obae
CMECBAaH C JPYI'd BETEPUHAPHOMEIULIUHCKHU POAYKTH.

5.2 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUsA BETEpUHAPEH JIEKapCTBEH MPOIYKT: 3 TOAMHU.
Cpoxk Ha rOZHOCT cliefl pa3MecBaHe ¢ Miocin (ypaxu: [a ce u3nomnssa BegHara.

5.3 Chenuannm yci0BHA 32 CbXpaHeHHe
To3u BeTeprHapeH JIeKapCTBEH MPOIYKT HE M3UCKBA HUKAKBH CIICIIHAIHY yCIOBHS 32 ChXpaHEHHE.
5.4 Buau cbcTaB HA MBPBUYHATA ONMAKOBKA

Paper ¢omnmo camera (xaptust/PE/anymunnit/PE), chabpxkaniu 1,5 rpama rpaHynu 3a caiie B KapTOHEHA
KYTHSL.

Pasmepu na onakoBkata: 10 uc 100 camera.

He Bcuuku pazmepu Ha onmakoBKaTa MOTaT Ja ObJaT NpeajaraHy Ha rmasapa.
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5.5 CnenuajHu MEPKH 32 YHUII0KAaBaAaHE HA HCU3I0JI3BAHU IMPOAYKTH WIHA OCTATBUHU OT THX

BeTCpI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’I>Z[aT HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA OuTOBU
OoTIaabIu.

W3nomnsBaiiTe mporpaMu 3a BphIIaHe IPH YHALIOKABAHETO HA HEM3ITOJI3BAHN BETEPUHAPHHU JIEKAPCTBEHH

MIPOAYKTH HUJIN OCTATHLU OT TAX B CbOTBCTCTBUC C UBUCKBAHUATA HA MCCTHOTO 3aKOHOAATCJICTBO U C
BCHYKH HAIlMOHAJIHU CUCTEMU 3a 01361/1paHe, IMPUJIOKHUMU 3a CbOTBETHHA BETCPHUHAPEH JICKAPCTBECH

IIPOJIYKT.
6. NHNPUTEXATEJI HA PASPEHIEHUETO 3A ThbPI'OBUSA

Chanelle Pharmaceuticals Manufacturing Ltd.

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

EU/2/07/078/021 100 camrera.
EU/2/07/078/026 10 camera

8. JATA HA ITbPBOTO U3JABAHE / IOJJHOBSBAHE HA JIMIIEH3A 3A
YIIOTPEBA

JlaTa Ha TBPBOTO M3/1aBaHEe Ha pa3penieHueTo 3a Thpropus: 10/01/2008

9.  JIATA HA NOCJIEJHATA PEJAKLUS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJYKTA

(JUYMM/TTIT}

10. KJIACH®UKAIIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
Ja ce oTIrycka caMo 110 JIEKapCKO IIPEIIUCAHHUE.

IMoapo6Ha uHpOpMAIKs 32 TO3H BETEPHHAPEH JIEKAPCTBEH MPOLYKT MOXKE /1a HAMEpHUTE B Oa3ara JaHHH
Ha Cpro3a otHocHO nponykTute (https://medicines.health.europa.eu/veterinary).
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1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rheumocam 0,5 mg/ml nepopaina cycneHnsus 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bceku ml chabpixa:
AKTHBHO BellleCTBO:
Meloxicam

0,5 mg

ITomoiHu BemiecTnBa:

KadecTBeH chLCTaB HA MOMOIIHHUTE BelleCTBA
U IPYTUTE CHCTABKHU

Konu4yecTBeH cbcTaB, aK0 Ta3n HHGoOpMaLust
€ BaJKHa ¢ OrJie]l Ha NPABMJIHOTO NIPUJIAraHe
HA BeTePHHAPHHSA JIEeKAPCTBEH MPOXYKT

Harpues 6enzoar

1,5 mg

I'munepon

JInMoHeHa KUCeInHA MOHOXUApPAT

Kcanranosa ryma

IToBunon

Hatpues quxuzaporen gocdar MoHOXUIPAT

CUMETUKOH CMYJICUA

Apowmat Ha Men

CuniieB IBYOKHUC, KOJIOUIaNIeH Oe3BOACH

Bo;[a, MpeyYrcCTCHA

Fnazu(a CBCTJIOKBJITA CYCIICH3US.

3. KJIMHNUYHA HHPOPMALIUA

3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHaznayed BJIII

Kotkmn.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BU/ )KMBOTHH, 32 KOITO e NpeAHa3HAYEH MPOAYKTHT

OOnekyaBaHe Ha JieKa A0 YMCPCHO CHJIHA CJICAONCPpATUBHA 0OJIKa U BH3IAJICHUE CJieq XUupypruiau
Impoucaypu 1rmpu KOTKU, HAIIp. OPTONCANYIHHA OIICpAlIUN U XUPYPTHA HAa MCKHUTE ThKaHU.

OO6nex4aBaHe Ha 0OJKaTa ¥ BH3MAICHUETO MPU OCTPU U XPOHUYHHN MYCKYJIHO-CKEJICTHH HAPYIICHUS TIPH

KOTKH.
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3.3 IIporuBomoka3zanus

Jla He ce m3MoI3Ba MpY OPEMEHHHU WX JIAKTHPAIIX YKHBOTHH.

[a He ce u3nona3Ba Npu KOTKU, CTPAJAIY OT FACTPOMHTECTUHAIHUA CMYILICHUS KaTO Bh3MaJICHUE U
XeMoparus, HapylieHa YepHOApOOHa, ChpcuHa WK ObOpeuyHa QYHKIMSI U XeMOPAardiuHU HAPyIICHHS.
Jla He ce M3M0/13Ba IIPU CBPbXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIMS WIIK KbM HIKOH OT
EKCIINITUCHTHUTE.

Ja He ce m3mon3Ba Mpu KOTKH 1Mo 6 CeIMIYHA BH3PaCT.

3.4 ChnenuaJHM Npexynpe:KIeHust
Hswma.
3.5 ChnenuajHy NpeANasHH MePKH NPH ynoTpeda

CroenmanHy npeana3Hi MepKy 3a 6e3omacHa ynorpebda npy BUIOBETE HKHUBOTHH, 3a KOUTO € IpeHa3HaYeH
BJIIL:

Ja ce u36sTBa ynorpebara nmpu AeXUAPATHPAHU, XUTIOBOJIEMUYHN WA XUITOTCH3UBHH KUBOTHH, THI
KaTo ChIIECTBYBA MOTCHIIUAIICH PUCK OT peHATHA TOKCUYHOCT.

CrenornepatuBHa 00JIKa M Bh3MAICHHUE CIIE] XUPYPTUYHU IPOIICAYPH:

B cnyuaii ye ce Hanara TOMBIHUTETHO O0JIeKUaBaHe Ha OOJKaTa, TpsiOBa Ja ce TIOMUCIIHU 32
JOITBTHUTEIHA TEPATUS C APYT JEKapCTBEH MPOIYKT.

XDOHI/I‘JHI/I MYCKYJIHO-CKCJIICTHH HAPYIIICHW A

OTroBopbT Ha ABIATOCPOYHA Tepanus TPsIOBa Ja ce MpocieAsiBa Ha PeJOBHA HHTEPBAIH OT BETEPHHAPEH
nekap.

CrenyaiHy npearna3Hd MepKH 3a JIUIaTa, IpUIaraiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHUBOTHUTC!

Xopa ¢ ycTaHOBEHa CBPBXIYBCTBHTEIHOCT KbM HECTEPOUIHH MTPOoTHBOBB3NanuTenHu cpencrsa (HCIIBC)
TpsiOBa J1a M30STBAT KOHTAKT C BETEPHHAPHUS JICKAPCTBEH MPOYKT.

IIpu cnyuaitHo norreIiane He3a0aBHO Jia Ce MOTHPCH MEUIIMHCKY ChBET, KATO Ha JIEKaps Ce MPEIOCTaBH
JUCTOBKATA WM €THKETA HA MPOJIYKTa.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a 3allliTd HAa OKOJIHATA Cpcaa:

He e npunoxumo.

3.6 HeOnaronpusiTHu peaknun

KoTku:
MHoro peaku 3ary0a Ha aneTuT, JeTaprus
(mo-manko ot 1 Ha 10 000 TpeTupanu [MoBpsllane, quapus, KpbB BbB (eKanuure’,
YKUBOTHH, BKJTFOUUTEITHO U30JIUPaHH XeMOoparn4Ha quapusi, XxemMareMesa, CTOMAIIHA 53Ba, S3Ba
CHOOIICHHU): B THHKHTE YEPBa, SA3Ba B JcOCINTE YepBa
[loBumenn 4epHOAPOOHN SHIUMHU
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brOpedna HeOCTaTHIHOCT

'OkynrHa

Tesn He6J'IarOI'IpVIFITHVI peakumn B noBe4eTO Cllydan Ca npexoaHn n n3vesBart crieq
NMPUKMNIOYBaAHE Ha JIeYeHNEeTo, HO B MHOTO PEJIKH CIy4au MOTaT Jia ObJIaT CEpUO3HU MU (paTaTHu.

B cnyyan Ha HebnaronpuaTHW peakumnmn nedeHneTo TpsibBa ga ce npekpaty 1 ga ce noTbpcu
CbBET OT BETepHHAPEH JIEKap.

C’LO6H_[aBaHCTO Ha HC6HaFOHpI/I$[THI/I pCaKknuun € BaXXHO. ToBa mo3BossiBa HCIMIPECKBCHAT MOHUTOPUHT Ha
Oe3omacHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH MMPOAYKT. C’LO6H_ICHI/I$IT3 TpSI6Ba Ja C€ u3npamiar, 3a
MIPEAIIOYUTAHE YPE3 BETCPUHAPCH JICKAp, WK Ha IPUTCKATCIIA Ha pa3pClICHUCTO 3a ThbpPTrOBUA UJIU Ha
MCCTHHA MY NPEACTABUTEII, WM HAa HAIUOHAJIHHA KOMIIECTCHTCH OpraH 4Ype€3 HalluOHAJIHATa CUCTEMaA 3a
C’LO6H_IaBaHe. 3a CbOTBETHHTE JaHHU 3a BPpb3Ka BUXKTC CHUIIO JIUCTOBKATA.

3.7 VYnorpeda nmo Bpeme Ha OPeMEHHOCT, JAKTAIUSI U sliilleHOCeHe

BDGMGHHOCT W JaKTalus:

Be3omacHocTTa Ha BeTepHHAPHOMEIUIIMHCKUS IPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OpEMEHHOCT H
nakranus (Bx. Touka 4.3).

3.8 B3aumogeiicTBHe ¢ APYTd BeTePUHAPHH JI€KAPCTBEHH MPOAYKTH U APYru (popMu Ha
B3aHMOJeHCTBHE

Hpyru HCIIBC, nuypeTuny, aHTUKOAryJIaHTH, aMUHOTJIMKO3H/IHY aHTHOMOTHIIN 1 BEIIECTBA C ToJisiMa
CTEIleH Ha CBbP3BaHE HAa IIPOTEUHUTE MOraT J1a JOBEAAT 0 CBBbP3BAHE, a CIEN0BATENHO U JO TOKCUYHU
peaxuuu. BerepuHapHUAT ekapcTBEH NPOAYKT He TPsAOBa Aa ce Mmpujiara eJHOBPEMEHHO C APYTH
HCIIBC wnu rirokokopTHKocTeporIu. TpsiOoBa 1a ce n30srBa eIHOBPEMEHHOTO TIPUIIaraHe ¢
NOTCHIUAIHO HEPPOTOKCHYHH BETCPUHAPHHU JIEKAPCTBEHH MPOILYKTH.

HpeZ[IHeCTBaHIO TPETUPAHC C IIPOTUBOBB3NATIUTCIIHU CPECACTBA MOXKE 1a MPUYNHU JOBJIHUTCIIHU WA
HOBHIIICHU HEOIaroNpHATHY PeakIMy U choOpa3Ho ¢ TOBa TPsiOBa Jja ce CIa3u Mepuoj, CBOOOICH OT
MIPUJIATaHETO HAa TAKMBA BETEPHUHAPHOMEANIIMHCKH IPOAYKTH, HAH-MaJIKO 24 yaca NMpeax 3all04YBaHe Ha
neuyenueto. [Ipu nepuoaa, cBOOOACH OT TpeTupane, TpsOBa obaue fa ce B3eMaT MPEaBHI
(hapMakoJIOTHYHHITE CBONCTBA Ha BETCPUHAPHUTE JICKAPCTBEHH MPOYKTH, U3MOJI3BAHH NPEAH TOBA.
3.9 HayuH Ha NpUJIOKeHHE U 103HPOBKA

3a mepopaiHo MPUIOKEHHUE.

CHGI[OHCD&THBH& 00JIKa ¥ BE3IATICHUE CJICA XUPYPIru4dHHU MpOoHCaAyYpPH:

Crnen mbpBoHa4amHOTO JeueHue ¢ Rheumocam 5 mg/ml nHXeKIMOHEH pa3TBOP 3a KOTKHU MPOJIBIIKETE
JiedeHneTo 24 Jaca Mo-KbCHO C BETEPUHAPHUS JICKAPCTBEH MPOAYKT B JI03UPOBKA Ha Mesokcukam oT 0,05
mg/kg tenecHa maca (0.1 ml /kg). [Tepopannata nocieaBaiia 103a MOKe Ja Ce MpHUIara euH MbT JTHEBHO
(Ha uHTEpBaNU OT 1O 24 Yaca) A0 MaKCUMYM YETUPH JTHH.
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OcTpH MYCKYIIHO-CKEICTHU HAPYIIICHUS:

[IbpBOHAYATHOTO JIeUeHHUE € €THOKpaTHA MepopaiHa 1o3a Menokcukam ot 0,2 mg/kg tenecna maca (0.4
ml /kg) na mepBus aeH. Jleuennero TpsAOBa Aa ce MPOABIKH BEAHBXK JHEBHO Ype3 MEPOPATHO
npuiokeHue (Ha 24-4acoBu MHTEpBaNIK) B 103a MejokcukaM ot 0,05 mg/kg tenecna maca (0.1 ml /kg)
JI0TOTaBa, 0KaTo MPOIBKABAT OCTpaTa O0JIKa U BB3MAICHUETO.

XDOHI/I‘IHI/I MYCKYJTHO-CKCJIICTHHY HAPYIIICHU A

IIspBOHAYATTHO Ce TpMIIara nepopaiHo exuHuyHa f103a ot 0,1 mg Menokcukam/kg TenecHa maca (0.2 ml
/kg) npe3 mbpBus aeH. JledeHueTo TpsiOBa 1a MPOABIDKU €IUH BT JHEBHO YPe3 MEPOPATHO MPUITaraHe
(Ha 24 yacoBu MHTEpBaIN) Ha moaAbprkala go3a ot 0,05 mg menokcukam/kg tenecHa maca (0.1 ml /kg).
KnuaudeH oTroBop 0OMKHOBEHO ce HAOJI01aBa B paMKHTE Ha 7 JHU. JICUCHHETO TPAOBA Ja ce MpeKpaTH
HaW-KBCHO cren 14 qHH, aKo JTUTICBA ABHO KJIMHUYHO MOJ00peHMe.

Hauun 1 MeTo Ha OpUIIOKEHUE:

CrpuHIIOBKaTa IpUJIsATa Ha 03aTOpa Ha OyTHIIKAaTa M MMa CKaja 3a U3MEpBaHe Ha TellecHaTa Maca B kg,
KOSITO ChOTBETCTBA Ha j03ara MejokcukaM oT 0,05 mg/kg Tenecna maca. Ciie10BaTEIIHO 3a 3al0YBaHE Ha
JICYEHUETO HAa XPOHUYHN MYCKYJTHOCKEJIETH! HapYIISHMs, B IbPBHUS JCH IIie TpsiOBa Aa ce MPUIIOXKH IBa
IBTH JI03aTa 3a MOJIBPIKAIIO JICUeHHE. 3a 3aII04YBaHEe Ha JICUCHUE Ha MYCKYJTHOCKEICTHA HapYIIICHUS B
octpa opma, TIpe3 IbPBUSI JICH IIie TPSAOBA J1a ce MPUIIOKH 4 ITHTH J103aTa 3a MO IbPXKAIIO JICUYCHUE.

[a ce pasknamia 1o6pe npeau ynotpeda. [la ce mpunara nepopaiHo WM CMECEH C XpaHa, UM Halpaso B
ycrarta.

3a rapaHTHpaHe Ha MPaBHUJIHA JTO3UPOBKA TeJlecHaTa Maca TpsiOBa Jia ce OIpe/iesd Bh3MOKHO HAi-TOYHO.
[MpenopbuBa ce J1a ce U3MOI3BA MOXOAII0 KATHOPUPAHO U3MEPBATEIIHO 000PYABAHE.

[a ce u30srBa 3aMbpCsBaHe IO BpeMe Ha yHoTpeoa.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo e NPUJI0KMMO — NMPoNeypPHu Ha AelicTBHe TPU
CIELIHHU CIYy4Yau U AHTHI0TH)

Menokcukam uma TeceH ananasoH Ha nekapcteeHa 6e30nacHOCT NPU KOTKM U KIMUHUYHN
npu3HaLum Ha Nnpego3vpaHe Moxe Aa ce 3abenexar npy CpaBHUTENHO HUCKU HMBA Ha
npegosnpaHe. B cinyyaii Ha ipefio3upaHe HeONAronpUATHUTE PEaKIuK, 00sICHEHH B TOYKa 3.6, ce
ouakBa J1a ObJIaT MO-CEpPUO3HU M N0-4ecTH. B ciydail Ha npeno3upane TpsOBa J1a ce 3al04He
CUMIITOMATUYHO JICYCHUC.

3.11 CrheumaJHu OrpaHMYEHUS 32 yHoTpeda M crielMaIHM YCJIOBHS 32 YOTPeda, BKIKYNUTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AaHTUMHMKPOOHHM M MPOTHBONAPA3ZNTHU BeTePUHAPHHI
JIeKapCTBeHHU NMPOIYKTH, C IeJ 1A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTHHU CpOKOBe

He e npunoxxumo.

4. DAPMAKOJIOI'NYHA UHOOPMALIUA

4.1 Berepunapes JiekapcTBeH anaToMo-TepaneBTu4eH KoJ (ATCvet Code): QMO1ACO06.
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4.2 ®apmakoaMHAMHUKA

MenoKcuKaMbT € HECTEpOUAHO MpOoTHBOBB3NanuTenHo cpeactso (HCIIBC) ot knaca Ha OKCHKaMuTe,
JeicTBaIlo Ype3 MHXHUOUpaHe Ha CHHTE3a Ha MPOCTAarjaHiH, IIPH KOETO MPOsBsBa
IPOTHUBOBB3NAIUTEIIHY, AHAJIT€TUYHY, aHTUEKCYJaTUBHY U aHTUIIMPETUYHU cBoiicTBa. HamaisiBa
JIeBKOIIMTHATa MHMWITPAIMS BbB Bb3IIaJICHaTa ThKaH. B mo-manka cTenen MHXUOUpa 1 KOoJlareH-
MHIyLMpaHaTa TpoMOouuTHA arperauus. [IpoyuBanusTa in vitro 1 in vivo TIOKa3BaT, 4€ MEJIOKCUKAMBT
uHxuoupa nuKiookcureHasza-2 (COX-2) B mo-rojsiMa CTeneH OTKOJIKOTO IuKIookcurenasa-1 (COX-1).

4.3 dapMaKkoKHWHETHKA

Pe3opOrtus

AKO )XHBOTHOTO € TIOJUTOKEHO Ha TJIaJ P JTO3UPAHETO, MAKCUMAITHU TIa3MEHU KOHIIEHTPAIUH Ce
JIOCTUTAT MPUOTU3UTEITHO ciaea 3 yaca. AKO KUBOTHOTO CE€ XPaHHM 10 BpeMe Ha TO3UPAHETO, Pe30pOITHITa
MOJKe /1a ObJIe B M3BECTHA CTETICH 3a0aBeHa.

Paznpenenenue

C’LH_ICCTBYBa JIMHEHHA 3aBUCUMOCT MCKAY MMPUIIOKCHATA 1034 U Ha6moz[aBaHaTa I1asMEHa
KOHIOCHTpAlHd B TCPAICBTUYHHNA JUAIIA30H Ha JO3UPAHEC. HpI/I6J'II/IBI/ITCJ'IHO 97% OT MENOKCHKaMa ce
CBBp3Ba C IIa3SMEHUTE ITPOTCHUHU.

Meraboaussm

MenokcukaMbT c€ OTKpHBA MPEJUMHO B TIJIa3MaTa M ChIIO C€ EKCKPETHpa TIaBHO Ype3 HKITbUKaTa, JOKaTo
ypHHATa ChIBPKa CaMO CIICU OT U3XOAHOTO CheuHeHne. OTKPUTH ca IeT OCHOBHH METabO0JINTH, KaTo 3a
BCHYKH € JOKa3aHO, 4e ca (papMaKoJIOTUIHO HEAKTHBHH. MEIIOKCUKaMbT C€ METa0OIU3UPa J0 AITKOXOM,
KHCEJIMHEH AepUBAT U HAKOJIKO NOJSPHU MeTabonuTH. KakTo u mpu apyru npoy4dBaHH BHIIOBE,
OCHOBHUST ITBT Ha OMOTpaHC(hOpMAaIus Ha MEIOKCUKAM IIPH KOTKU € OKHUCIISIBAHETO

EnumMunupane

MenoKcuKaMbT c€ eTMMUHIpPA ¢ IEPUOA Ha Mmonypasnazn oT 24 yaca. HanuuneTo Ha MeTaboIuTH OT
U3XOJHOTO ChEIMHEHUE B yPUHATA U U3NPAKHEHUTA, HO HE U B IJIa3Mata, € II0Ka3aTeIHo 3a 0bp30TO UM
ekckperupane. 21% oT Bb3cTaHOBEHATA /1032 Ce eTUMHUHMpPA B ypruHaTa (2% KaTo HEMPOMEHEH
MenokcukaMm, 19% kato merabonuti) 1 79% B u3npaxkHeHusnTa (49% KaTo HEMPOMEHEH METOKCHUKaM,
30% xato MeTaboIuTH)

5. OAPMANEBTUYHU JAHHU

5.1 OCHOBHM HECHLBMECTHMOCTH

[Ipu numnca Ha TaHHU 32 CBBMECTUMOCT, TO3M BETEPHHAPEH JIEKAPCTBEH NPOAYKT He TpsiOBa 1a Oble
CMECBaH C JPyTH BETepPUHAPHU JIEKAPCTBEHH MPOIYKTH.

5.2 Cpoxk Ha rogHoCT

Cpok Ha TOJHOCT Ha KpaiiHHUs BeTEpUHAPHUS JISKapCTBEH NpoaykT: 30 mecena.
Cpok Ha TOJHOCT CIie/I ITbPBO OTBApsIHE HA ITBPBUYHATA OMAKOBKA:

3 ml u 5 ml OyTuika: 14 muau

10 ml u 15 ml 6yTuika: 6 Mecena
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5.3 Cneuuaanu ycjaoBusi 32 CbXpaHeHHe
To3u BeTeprHAPEH JIEKAPCTBCH MPOIYKT HE M3UCKBA HUKAKBH CIICIIMATHU YCIIOBHS 32 ChbXPaHCHHE.
5.4 Bujau cbCcTaB HAa MBPBHYHATA ONAKOBKA

bsuta OyTriika OT MOJTMETHIICH C BUCOKA TUTBTHOCT, chabprkamia 10 ml uimu 15 ml, ¢ kamauka, ycToliunBa
Ha OTBapsiHE, 3all[UTEeHa OT JIela.

[MomumnponuienoBa OyTuika, ceabpkama 3 ml wim 5 ml, ¢ kanayka, yCTOH4YMBa Ha OTBapsIHE, 3alllUTEHA
OT Jela.

Besika OyTriika € orakoBaHa B KApTOHEHA KYTHs C €lHa MEPUTEJIHA CIIPUHIIOBKA oT 1 ml (Baperna ot
MOJIUTIPOTIHIIEH ¥ OyTano / OyTao B MOJUETHIICH C HUCKA TUIBTHOCT).

He Bcuuku pazMepu Ha ormakoBKaTa Morar Ja ObJaT IpeiaraHd Ha mas3apa.

5.5 ChnenuajHun MEPKHU 32 YHUINOKABAHE HA HEU3IOJA3BAHH MPOAYKTH UJIH OCTATHIUHU OT THX

BerepuHapHuTe JIeKapCTBEHH MPOAYKTH HE TPsAOBaA J1a ObAaT U3XBBPIISIHH YPE3 OTMAHH BOIAM UM OUTOBU
OTHAbIIH.

Wznon3BaiiTe nporpaMu 3a BpblLIaHe NPH YHULIOKaBaHETO HA HEN3IIOI3BaHU BETCPUHAPHHU JIEKAPCTBECHH
MPOAYKTH WIJIM OCTATHIIM OT TSAX B CHOTBETCTBHE C U3MCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCHYKH HALIMOHAIHU CUCTEMH 3a ChOMpaHe, MIPUIOKHUMH 38 ChOTBETHHUS BETEPUHAPEH JIEKapCTBEH
HPOIYKT.

6. HUME HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A ThbPI'OBUS

Chanelle Pharmaceuticals Manufacturing Ltd.

7. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUS

EU/2/07/078/022 10 ml
EU/2/07/078/023 15 ml
EU/2/07/078/024 3ml
EU/2/07/078/025 Sml

8. JATA HA I'BPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

Jara Ha mppBOTO M3AaBaHe Ha paspeuieHueTo 3a Tbprosus: 10/01/2008

9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
NPOAYKTA

(JUYMM/TTTT}
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10. KJACH®UKAIIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMPCANMCaHunC.

IMoapoOHa uHpOpMAIKs 32 TO3H BETCPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE /1a HAMEpHUTE B Oa3ara JaHHH
Ha Cpbro3a orHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).
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MNPUJIOKEHUE 11
APYI'U YCJIOBUA U U3BUCKBAHUSA KbM PASPELIIEHUETO 3A ThbPI'OBUS

Hsama.
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INPUJIOKEHHUE II1

ETUKET U JINCTOBKA
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A.ETUKET
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIITHATA OITAKOBKA

Kaprtonena kyrus (15 ml, 42 ml, 100 ml njan 200 ml).

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 1,5 mg/ml nepopanna cycreH3us

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Meloxicam: 1,5 mg/ml

3. PABMEP HA OITAKOBKATA

15 ml
42 ml
100 ml
200 m

4. BUJIOBE )KNBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

Kydera

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

3a mepopaHO MPUIIOKEHHE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHe H3MONI3Bai B paMKuTe Ha 6 Mecenia, 10/ /

9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE
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‘ 10. HAJAIMUCHT ,,IPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[Ipenu ynotpeba nmpoyeTn IUCTOBKATA.

11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAMIUCHT “IJA CE CbXPAHSBA JAJIEY OT HOTJIEJA 1 HA HEJOCTBIIHU 3A
JAELA MECTA”

I[a CC ChbXpaHsBa Oaji€d OT IIorjieaa U1 Ha HCAOCTHITHU 3a A€1a MECTA.

13. HUME HA IPUTEXATEJIA HA PASPEIIEHUETO 3A ThPI'OBUs

Chanelle Pharmaceuticals Manufacturing Ltd.

14. HOMEPA HA PASBPEHIEHUETO 3A ThbPT'OBUS

EU/2/07/078/004 15 ml
EU/2/07/078/001 42 ml
EU/2/07/078/002 100 ml
EU/2/07/078/003 200 ml

15. NAPTUJAEH HOMEP

Lot {Homep}
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NHOOPMAILIUSA, KOATO TPABBA JJA BB/JIE N3TIMCAHA BBPXY ITBPBUYHATA
OITAKOBKA

Bytuaka (100 ml u 200 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITPOAYKT

Rheumocam 1,5 mg/ml nepopanna cycreH3us

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Meloxicam 1,5 mg/ml

3. BUJIOBE )KMBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kyuera

4. HAYUHU HA TPUJIOKEHUE

3a mepopaHO MPUIOKEHHE.
[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

‘ 5. KAPEHTHUM CPOKOBE

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Crnen oTBapsiHE U3MOI3Bal B paMKUTE Ha 6 Mecela.

‘ 7. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

‘ 8. HUME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Chanelle Pharmaceuticals Manufacturing Ltd.

| 9. MNAPTUJEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMALIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J1O3A

Bytuaka (15 ml u 42 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Rheumocam 71

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Meloxicam 1,5 mg/ml

| 3. HHAPTUJAEH HOMEP

Lot {Homep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rrrIT}

Crnen oTBapsiHE U3MOI3Bal B paMKUTE Ha 6 Mecela.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kyrust (20 Tadnerxn, 100 TadseTkn)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 1 mg TabneTku 3a qpBUCHE
Rheumocam 2,5 mg TabiaeTKH 3a TbBUCHE

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Bcsika Tabnerka 3a AbBUCHE ChABPXKA:

Meloxicam 1 mg
Meloxicam 2,5 mg

3. PASMEP HA OITAKOBKATA

20 Ta0neTKH 3a IbBUEHE
100 TabneTKn 32 IbBUEHE

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

Kyuera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUN HA ITPUJIOKEHUE

3a nmepopaHoO MPUIIOKEHHE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mm/rrrIT}

‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE
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‘ 10. HAJAIMUCHT ,,IPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIMCBHT “JIA CE CBXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa Oaji€d OT IIorjieaa U1 Ha HCAOCTHITHU 3a A€1a MECTA.

13. HUME HA IPUTEXATEJIA HA PASPEIIEHUETO 3A ThPI'OBUs

Chanelle Pharmaceuticals Manufacturing Ltd.

14. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/07/078/005 1 mg, 20 TabaeTKu 3a IbBUCHE
EU/2/07/078/006 1 mg, 100 TabieTku 3a A-BUCHE
EU/2/07/078/007 2.5 mg, 20 TabieTKH 3a JHBUCHE
EU/2/07/078/008 2.5 mg, 100 TabneTku 3a TbBUCHE

15. MAPTUJAEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BJIII, KOUTO CBABPKAT EAJUHUYHA JO3A

Bauctep (20 Tadnerku u 100 TadaeTkn).

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Rheumocam ¥

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Bcsika Tabnerka 3a AbBUCHE ChABPXKA:

Meloxicam 1 mg
Meloxicam 2,5 mg

‘ 3. IMAPTUJAEH HOMEP

Lot{nomep}

‘ 4. CPOK HA I'OJHOCT

Exp. {mm/rrrIT}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kyrust (0yruika ¢ odem 100 ml num 250 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 15 mg/ml nepopaina cycreH3us

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Meloxicam 15 mg/ml

3. PABMEP HA OITAKOBKATA

100 ml
250 ml

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

Komne.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

3a mepopaiHO MPHIIOKEHHE.

7. KAPEHTHHM CPOKOBE

KapenTen cpok:
Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.
He ce pa3pemasa 3a ynorpe6a rnpu >KMBOTHHU, YMETO MIIKO € IIPEAHA3HAYEHO 32 KOHCYMAIHsl OT X0pa.

| 8. CPOK HA TOJIHOCT

Exp. {mm/rrrIT}

Crnen oTBapsiHE M3MO3Bal B paMKHTE Ha 3 mecena, 1o/ /

9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE
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‘ 10. HAJAIMUCHT ,,JIPEJAN YIIOTPEGA ITPOYETETE JIMCTOBKATA“

[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIMCBHT “JIA CE CBXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC€ ChbXpaHsaBa OaJji€d OT IIorjicaa 1 Ha HEAOCTBITHU 3a A€1a MECTA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUETO 3A ThPI'OBUs

Chanelle Pharmaceuticals Manufacturing Ltd.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS HA BJIIIT

EU/2/07/078/009 100 ml
EU/2/07/078/010 250 ml

‘ 15. NMAPTHUJAEH HOMEP

Lot {nomep}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Bytuaka (100 ml u 250 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 15 mg/ml nepopaina cycrneH3us

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Meloxicam 15 mg/ml

3. BUJOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Komne.

4. HAYMHU HA ITPUJIOKEHUE

3a mepopaiiHO MPHUIIOKEHHE.
[Mpexn ynorpeba mpoyeT IUCTOBKATA.

5. KAPEHTHHM CPOKOBE

Kapenten cpok:
Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.
He ce pa3pemasa 3a ynorpe6a npu ’KMBOTHHU, YUETO MIISIKO € MIPEAHA3HAYEHO 338 KOHCYMAIHsl OT X0pa.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHE M3MOI3Bal B paMKHTE Ha 3 Mecena.

‘ 7. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

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

Chanelle Pharmaceuticals Manufacturing Ltd.
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‘ 9. NAPTUJAEH HOMEP

Lot {Homep}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kyrust (0yruiaka ot 20 ml, 50 ml, 100 ml, 250 ml).

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 20 mg/ml HHXEKIIMOHEH Pa3TBOP

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Meloxicam 20 mg/ml.

3. PABMEP HA OITAKOBKATA

20 ml
50 ml
100 ml
250 ml

4. BUJIOBE )KNBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

T'oBena, cBUHE M KOHE.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

T'oBema: 3a s.c. WK 1.V IPHIIOKEHUE.
CBuHe: 32 i.m. IPUIIOKEHUE.

Komne: 3a emHOKpaTHO i.V. IPUIIOKEHHE.

7. KAPEHTHHU CPOKOBE

KapenTen cpok:

T'oBena: Meco u BbTpEIIHU Opranu: 15 nHU; MIISKO: 5 THU.

CBUHE: MECO M BETPEIIHHA OPTaHU: 5 THU.

Komne: Meco 1 BbTpelllHU OpraHu: 5 THU.

He ce pa3pemasa 3a ynmorpe6a mpu KHBOTHHU, YHETO MIISKO € MPEIHA3HAYCHO 332 KOHCYMaIHs OT X0pa.
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| 8. CPOK HA TOJHOCT

Exp. {mm/rrrIT}

Crnen oTBapsiHE M3MON3Bal B paMKuTe Ha 28 qHu, 10/ /

‘ 9. CIIEIIMAJIHU YCJIOBUS 3BACBXPAHEHUE

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[penu ynoTtpebda npoyereTe JIUCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

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

I[a CC ChbXpaHsBa Oaji€d OT IIorji€aa U Ha HCAOCTHITHU 3a A€1a MECTA.

‘ 13. HME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

Chanelle Pharmaceuticals Manufacturing Ltd.

14. HOMEPA HA PABPEIIEHUETO 3A ThbPI'OBUs HA BJIIT

EU/2/07/078/011 20 ml
EU/2/07/078/012 50 ml
EU/2/07/078/013 100 ml
EU/2/07/078/014 250 ml

‘ 15. MAPTUJAEH HOMEP

Lot {Homep}
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NHOOPMAILUS, KOATO CE U3IINCBA BBPXY ITBPBUYHATA OITAKOBKA

Bytuaka (50 ml, 100 ml u 250 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 20 mg/ml HHXEKIIMOHEH Pa3TBOP

2. CbABbP/KAHUE HA AKTUBHATA(MTE) CYBCTAHIMA(M)

Meloxicam 20 mg/ml

3. BUJIOBE )KNBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

T'oBema, cBMHE 1 KOHE.

4. HAYMHU HA ITPUJIOKEHUE

T'oBema: 3a s.C. WJTH 1.V. IPHIIOKCHHE
CBuHe: 32 1.m. IPUITOKEHUE
Komne: 3a i.v. mpunoxenue

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

5. KAPEHTHHM CPOKOBE

Kapenten cpok:
T'oBena: Meco u BbTpeIHU Opranu: 15 nHU; MIISKO: 5 THU.
CBHUHE: MECO M BETPEIIHHA OPTaHHU: 5 THU.

Komne: meco n BBTPCHIHU OpraHu: 5 JIHH. He ce pa3pciiaBa 3a yrIOTpe6a IIpH ) KUBOTHH, YUCTO MJISAKO €
MMpEAHA3HAYCHO 3a YOBCIIIKAa KOHCYyMalus.

| 6. CPOK HA ITOJIHOCT

Exp. {mm/rrrIT}

Crnen oTBapsiHE U3MOA3Bal B paMKUTE Ha 28 THU.

7. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE
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8. HUME HA ITIPUTEXATEJISI HA PABPEIIEHUETO 3A ThPI'OBUS

Chanelle Pharmaceuticals Manufacturing Ltd.

| 9. MAPTUJEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMALIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA JO3A

Bytuaka (20 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITPOAYKT

Rheumocam T e 0

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Meloxicam 20 mg/ml

| 3. NAPTUJEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Crnen oTBapsHe U3MOA3Bal B paMKUTE Ha 28 THU.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kyrus (¢psraxonu ot 10 ml, 20 ml 100 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUSA ITPOAYKT

Rheumocam 5 mg/ml HHXEKIITMOHEH Pa3TBOP

2. CBIABPKAHUE HA AKTUBHATA(MTE) CYBCTAHIIMSI(M)

Meloxicam 5 mg/ml.

3. PABMEP HA OITAKOBKATA

10 ml
20 ml
100 ml

4. BUJIOBE )KUBOTHMU, 3A KOUTO E IIPEJTHA3HAYEH BJIII

Kyudera u xotku.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

Kyuera: 3a s.c. Wiy 1.v. IPUITOKEHUE.
Kotku: 3a s.c. npunoxeHue.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHe U3MONI3Bal B paMKuTe Ha 28 nam, jo  / _ /

9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

CopxpansBaiite dhakoHa B KApTOHEHATa OTIAKOBKA.
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10. HAINIUCDHT ,,ITIPEJU YIIOTPEBA ITPOYETETE JIMCTOBKATA*

[Ipenn ynoTtpeba mpoyeTy IUCTOBKATa

11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIMCBHT “JIA CE CBXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa Oaji€d OT IIorjieaa U1 Ha HCAOCTHITHU 3a A€1a MECTA.

13. UME HA TIPUTEXATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.

14. HOMEPA HA PABPEIIEHUETO 3A ThbPI'OBUS HA BJIII

EU/2/07/078/015 10 ml
EU/2/07/078/016 20 ml
EU/2/07/078/017 100ml

15. HAPTHUJIEH HOMEP

Lot {nomep}
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NHOOPMAILIUSA, KOATO CE U3IIMCBA BBPXY ITBPBUYHATA OITAKOBKA

®aaxonu (100 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Rheumocam 5 mg/ml uHxkeKIMOHEH pa3TBOP

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Meloxicam 5 mg/ml

3. BUJIOBE )KNBOTHMU, 3A KOUTO E INIPEJTHA3HAYEH BJIII

Kyudera u xotku.

4. HAYUHUA HA ITPUJIOKEHUE

Kyuera: 3a s.c. Wiy 1.v. IPUITOKEHHUE.
Kotku: 3a s.c. npunoxeHue.

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 5. KAPEHTHUM CPOKOBE

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Crnen oTBapsiHE U3MO3Bal B paMKUTE Ha 28 THU

7. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMaKOBKa.

8. NME HA ITIPUTE/XKXATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSA

Chanelle Pharmaceuticals Manufacturing Ltd.

‘ 9. HNAPTUJIEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMALIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

®aaxonu (10 ml u 20 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Rheumocam ﬂ ot

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

Meloxicam 5 mg/ml

‘ 4. HNAPTUJIEH HOMEP

Lot {Homep}

|5. CPOK HA TOJHOCT

Exp. {mm/rrrIT}

Cren oTBapsiHE M3MOI3Bal B paMKHUTE HA 28 JTHU.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kytust (¢psrakonu ot 20 ml, 50 ml, 100 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 5 mg/ml HHXEKIITMOHEH Pa3TBOP

2. CBIABPKAHUE HA AKTUBHATA(MTE) CYBCTAHIIMSI(M)

Meloxicam 5 mg/ml

3. PABMEP HA OITAKOBKATA

20 ml
50 ml
100 ml

‘ 4. BUJIOBE )KUBOTHMU, 3A KOUTO E IIPEJTHA3HAYEH BJIII

FOBCZ[a (TeneTa n Miaagn I‘OBC)_Ia) 1 CBHUHC.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

I'oBena: 3a s.c. WIH 1.V. TPHIOKEHHE.

CBuHe: 32 i.m. IPUIIOKEHUE.

7. KAPEHTHHU CPOKOBE

KapenTen cpok:
T'oBena: Meco 1 BETpELIHY OpraHu: 15 qHH.
CBuHE: MECO U BBTPEIIHU OpraHu: 5 IHU.

| 8. CPOK HATOJHOCT

Exp. {mm/rrrIT}

Crnen oTBapsiHE U3MON3Bal B paMKuTe Ha 28 qHu, 10/ /

73



‘ 9. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

10. HAJAIUCHT ,,IPEJIU YIIOTPEGA ITPOYETETE JIMCTOBKATA“

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

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

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

‘ 13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Chanelle Pharmaceuticals Manufacturing Ltd.

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBUSI

EU/2/07/078/018 20 ml
EU/2/07/078/019 50 ml
EU/2/07/078/020 100 ml

‘ 15. NMAPTHUJAEH HOMEP

Lot {nomep}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

®aakoH (100 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 5 mg/ml HHXEKIITMOHEH Pa3TBOP

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Meloxicam 5 mg/ml

‘ 3. BUJIOBE )KNBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

T'oBena (Tenera u Maau rOBeAa) U CBUHE.

‘ 4. HAYMHU HA ITPUJIOXKEHUE

loBena: 3a s.c. WITH 1.V. HHXKEKTHPAHE.
CBuHE: 32 1.m. HHKEKTHPAHE.

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

5. KAPEHTHHM CPOKOBE

KapenTen cpok
T'oBema: Meco U BBTPEITHN OpraHu: 15 aHM.
CBuHE: MeCO ¥ BBTPEIIHN OPTaHu: 5 THH.

| 6. CPOK HA TOJIHOCT

Exp. {mm/rrrIT}

Cren oTBapsiHE M3MOI3Bal B paMKHUTE Ha 28 THU

‘ 7. CHELHUAJIHA YCJIIOBUSA 3A CbXPAHEHHUE

‘ 8. HUME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Chanelle Pharmaceuticals Manufacturing Ltd.
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‘ 9. NAPTUJAEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMALIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J1O3A

®aakoH (20 ml u 50 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Rheumocam H -

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Meloxicam 5 mg/ml

‘ 3. IMAPTUJIEH HOMEP

Lot {nomep}

|4 CPOK HA FOJIHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHE M3MOI3Bal B paMKHUTE HA 28 JTHU.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kytust (10 camera niau 100 camera)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 330 mg, rpanyu.

2. CBIABPKAHUE HA AKTUBHATA(MTE) CYBCTAHIIVSI(M)

Bcsko caiie chabpxa:

Meloxicam 330 mg

3. PABMEP HA OITAKOBKATA

10 camera
100 camera.

4. BUJOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kome.

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

Ilpunarane B XxpaHa.

7. KAPEHTHHM CPOKOBE

Kapenren cpok:
Meco 1 BBTpEIIHN OpTraHu: 3 JHHU.
He ce pa3pemaa 3a ynorpe6a npu ’KMBOTHH, YHETO MIISKO € MIPEIHA3HAYECHO 32 KOHCYMAIHsl OT X0pa.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrIT}.
Cren KaTo ce CIIOKH B XpaHaTa, U3I0JI3Bai He3abaBHO.

‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHHUE
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‘ 10. HAJIMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[penu ynotpeda npoyereTe JIMCTOBKATA.

‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJIUNIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITUHCKA YIIOTpeoa.

12. HAJIMCBHT “JIA CE CBXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT Norjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

‘ 13. HWME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Chanelle Pharmaceuticals Manufacturing Ltd.

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUA HA BJIII

EU/2/07/078/021 100 camera.
EU/2/07/078/026 10 camrera.

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMALIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J1O3A

Came

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Rheumocam ”

2. KOJIMYECTBO HA AKTUBHUTE BEILIECTBA

Meloxicam 330 mg/carie

‘ 3. INAPTUJIEH HOMEP

Lot {Homep}.

‘ 4. CPOK HA I'OJHOCT

Exp. {mm/rrIT}.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kyrust (0ytuiaka ¢ odem 3 ml, 5 ml, 10 ml niam 15 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Rheumocam 0,5 mg/ml nepopanna cycreH3us

2. CbIAbP/KAHUE HA AKTUBHUTE BEIIECTBA

Meloxicam 0,5 mg/ml

3. PABMEP HA OITAKOBKATA

3ml
5 ml
10 ml
15 ml

4. BUJIOBE )KNBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

Kotkmn.

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

3a mepopaHo MPUIIOKEHNE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}

3 ml: Cnen oTBapsiHe M3M0JI3Ball B paMkutTe Ha 14 aum, io /[
5 ml: Crnei oTBapsiHE U3IOJI3BaM B paMKuTe HA 14 mau, o/ /
10 ml: Cpoxk 3a ymoTrpeba Ha OTBOpeHara OyTwika: 6 mecena, o/ /|
15 ml: Cpok 3a ymorpeba Ha OTBOpeHaTa OyTuika: 6 mecena, jo _ / _ /
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‘ 9. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

‘ 10. HAMIUCHT ,,JIPEJAN YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[penu ynoTtpebda npoyereTe JIUCTOBKATA.

‘ 11. HAMIUCHT “CAMO 3A BETEPUHAPHOMEJUNIIMHCKA YIIOTPEBA”

Cawmo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAMIUCDHT “IJA CE CBbXPAHSBA JAJIEU OT NOTJIEJA 1 HA HEJOCTBIIHU 3A
JAELA MECTA”

I[a CC ChbXpaHsBa Aajicd OT Norjicaa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

‘ 13. HWME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Chanelle Pharmaceuticals Manufacturing Ltd.

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUA HA BJIII

EU/2/07/078/022 10 ml
EU/2/07/078/023 15 ml
EU/2/07/078/024 3ml
EU/2/07/078/025 5ml

‘ 15. NMAPTHUJAEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMALIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J1O3A

Bytuaka (3 ml, S ml, 10 ml, 15 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Rheumocam ot

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Meloxicam 0,5 mg/ml

‘ 3. NAPTUJIEH HOMEP

Lot {Homep}

‘ 4. CPOK HA I'OJHOCT

Exp. {mm/rrrIT}

3 ml: Crnen oTBapsiHE M3MO3Ball B paMKHUTE Ha 14 qHMU.
5 ml: Crnen oTBapsiHE U3MON3Bal B paMKuTe Ha 14 qHM.
10 ml: Citen oTBapsiHE M3IIOI3BA B paMKHUTE Ha 6 Mecera.

15 ml: Crnen oTBapsHE U3I0J3Ball B paMKHUTE Ha 6 Mecela.
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B. IUCTOBKA
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JIMCTOBKA
1. HaumeHoBaHne Ha BeTepMHAPHUS JIEKAPCTBEH MPOAYKT

Rheumocam 1,5 mg/ml nepopaina cycreH3us 3a Kydera

2. CbcraB

Bceeku ml cpabpxa:

AKTHBHO BelIECTBO

Meloxicam 1,5 mg
IToMourHo BemiecTBo

Hatpues 6enzoar 5mg

Kbnara Ha LBAT CYCIICH3US.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kyuera.
4. Iloka3anus 3a ynorpeda

OOnekJaBaHe Ha BB3MAJICHUETO U HaMallsIBaHe Ha OOJIKAaTa KaKTo IIpu OCTpH, TaKa U MPU XPOHUIHU
MYCKYJHO-CKCJIICTHU HAPYHICHUA IIPU Ky4dCTa.

5. IIporuBonokazanus

Jla He ce u3non3Ba pyu OpeMEHHU U JIAKTHPAILHY )KUBOTHH.

[la He ce u3noa3Ba Npu KydeTa, CTpaJallld OT FaCTOMHECTUHAIHU CMYIIIEHUS KaTo Bh3MaJeHUe U
XeMoparus, HapylieHa Y4epHOAPOOHa, ChplieuHa Wik ObOpedHa QPyHKIHS U XeMOParnyHu HapyIeHHUSI.
Jla He ce U3M0II3Ba IPU CBPBXUYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIIMS MJIM KbM HSKOI OT
EKCLIUITUEHTHTE.

[la He ce u3Mnoa3Ba NpU KydeTa Ha Bb3pacT MoJ 6 CeAMHULIN.

6. CrnenmaJHu npegynpexIeHus

CrenyaiHy npeana3Hd MepkH 3a 0e30I1acHa yIoTpeda Ipu BUIOBETE JKUBOTHHM, 32 KOWUTO € IIPeHA3HAYCH
BJIIT:

To3u mpoayKT 3a Kydera He TpsiOBa Jja ce M3IOJI3Ba P KOTKH, Thid KaTo HE € MOAXO I 3a yHoTpeda mpu
TO3U BUJ KUBOTHU. [Ipu koTkH TpsiOBa Aa ce u3non3Ba Rheumocam 0,5 mg/ml nepopanna cycneHs3us 3a
KOTKH.

Ja ce u30sTBa yriorpebaTa Npu JISXUAPATUPAHN, XUITOBOJIEMUYHH MM XMITOTCH3UBHH )KUBOTHH, Thil KATO
CHINECTBYBA IMOTEHIIMAIEH PUCK OT MOBUIIIEHA PEHATHA TOKCHYHOCT.

85



CrenyaiHy npearna3Hi MepKH 3a JIUIaTa, IPUIaraiiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHMBOTHHUTC:

Xopa ¢ yctanoBeHa cBpbxayBcTBHTETHOCT KbM HCIIBC TpsiOBa ma n30ArBaT KOHTAKT C BETEPHHAPHUS
JIEKapCTBEH MPOJYKT.

[Ipu cnyuaitHo norireiiane, He3ab0aBHO J1a C€ MOTHPCH MEJUIIMHCKY CHBET, KATO HA JIEKaps C€ MPeI0CTaBU
JMCTOBKATAa WM €TUKETa Ha MIPOIYKTA.

BDCMCHHOCT W JJaKTaug:

be3onacHaTa ynmorpeba Ha BeTepuHApHUS JICKAPCTBEH MPOIYKT HE € JI0Ka3aHa 110 BpeMe Ha
OpEMEHHOCT U JIaKTaIHsl.
Bwxte Touka ,,IIpoTuBonokazanus.

BzaumoneiicTBre ¢ Ipyru BEeTEpUHAPHU JICKAPCTBEHU IPOJAYKTH U APYTH (OPMHU Ha B3aUMOJCHCTBHE:

Hpyru HCIIBC, auypeTuiy, aHTHKOAryJIaHTH, aMUHOTJIMKO3UTHN aHTHOWOTHITH M BEIIECTBA C TOJIsIMA
CTETIeH Ha CBbP3BaHE Ha MPOTEHHHUTE MOTAT JIa TOBEAAT 0 CBbP3BAHE, a CIEIOBATEITHO U 10 TOKCUYHH
peakuuu. BerepuHapHUST TeKapcTBEH NPOAYKT He TpsiOBa Ja ce mpujiara eTHOBPEMEHHO C IPYTH
HCIIBC unu rimtoKOKOPTUKOCTEPOUIH.

[IpenmecTBaio TpeTupaHe ¢ NPOTUBOBB3MAIUTEIHN CPEACTBA MOXKE Jja MPUUNHU TOITBIHUTETHH WIH
MOBHUIIIEHU HEONAronpHUsITHU PEaKIMU 1 ChoOpa3Ho ¢ TOBa TPsIOBa Aa ce crasu Mnepuoj, CBOOOICH OT
MIpUJIaTaHeTO Ha TaKWBa BETEPHHAPHH JIEKAPCTBEHHU MPOIYKTH, Hal-Malko 24 yaca Mpeau 3aroyBaHe Ha

nedenuero. [Ipu nepuoaa, cBOOOCH OT TpeTHpaHe, 0bade, TpsIOBa 1a ce B3eMaT MPeIBU/I
(hapMaKoJIOTHYHHUTE CBONCTBA HA BETCPUHAPHUTE JICKAPCTBEHHU MPOJYKTH, U3MOI3BAHH NPEIH TOBA.

IIpenosupasne:
B cnyuait Ha peno3upane TpsAOBa Ja ce 3aloYHe CHMIITOMATUYHO JICUCHHE.

OCHOBHHU HECHhBMECTUMOCTH:

He ca u3BecTHH.

7/ HebsaronpusiTHu peakumun

Kyuera:

Mmuoro penku (mo-manko ot 1 Ha 10 000 | 3ary6a Ha aneTHT, JeTaprus
TpPEeTUPaHH KUBOTHH, BKIIOUYUTEIHO ToBpbILAHE, MAPHS, KDHB BbB
M30JIMPaHH CHOOIICHS): (exanuure', XxeMoparudna quapusi,
XeMaTeMesa, CTOMAIIIHA 5I3Ba, S3Ba B
THHKHUTE Y€pBa, s13Ba B icOenUTE YepBa

[loBuienn yepHOAPOOHU EH3UMHU

brbOpedna HETOCTATHYHOCT

'OkynrHa
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Tes3u He6HaFOHpI/I}ITHI/I PEaKIuun CE ABABAT OOMKHOBEHO IIpEe3 MMbpBaTa CCAMUIIA HA JICUCHHUE U B IIOBEYCTO
ClIydau ca IMpEXOaHU U U34YE€3BaT CJICA IMPUKIIIOYBAHE HA JICUCHUETO, HO B MHOI'O PEAKU ClIydau Morart Ja
6’]))_'[3T CCPUO3HU TN (l)aTaJ'IHI/I.

Cro0mmaBaHeTo Ha HEONArONPHUATHY PEAKIIMU € BaKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MTPOIYKTA.

Axo Sa6eHC)KI/ITe HsIKaKBU He6HaI‘OHpI/IHTHI/I p€aKnru, BKIIFOYUTCIIHO U TaKMBa, KOUTO HE Ca OITMCaHU B
Ta3n JIMCTOBKA UJIU MUCJINTE, Y€ BETCPUHAPHUA JICKAPCTBECH ITPOAYKT HE HeﬁCTBa, CBBPIKETE CE IBPBO C
Barust BeTepunapeH Jiekap. MoxeTe ChIlo Ja choOIaBaTe HeOJAronpHsITHU PEAKIMU HA TIPUTEKATEIIS
Ha pa3peIIeHUETO 32 THPTOBHS UIIM MECTHHS MPEACTABUTEN HA MPUTEKATEIS HA Pa3pelieHUETo 3a
THProBuUs, KaTO U3I0JI3BATC JAHHUTC 3a KOHTAKT B Kpasd Ha Ta3u JIMCTOBKA WJIN YPE3 Bamara HallMOHAaJIHA
CUCTeMa 3a ChoOIIaBaHe: {IoIPOOHOCTH 3a HAIIMOHATHATA CUCTEMA }

8.  Jlo3upoBka 3a BceKH BH/I ;KUBOTHO, HAYMHHN M METO/] HA MPUJIOKEHHE
3a mepopaHo MPUIIOKEHNE.

Jla ce pasknaina goope npeau ynorpeoa.

Jla ce mpuaara cMeceH B XpaHara.

Jla ce u30srBa 3aMbpCsABaHE IO BpeME Ha yInoTpeoa.

IIspBOHAYATTHO ce Tpuiara eauHYHa 1032 ot 0,2 mg Menokcukam/kg TeraecHa Maca rmpes MbpPBUS JICH.
JleueHneTo ce MPOABIKABA SIUH BT JHEBHO Ype3 MePOpaTHo npuiarade (Ha 24 4aCOBH MHTEPBANIN) Ha
noaabpakaiia 1o3a ot 0,1 mg menokcukam/kg TemecHa maca.

CycnensusaTa MoOXKe Ja ce IPUII0KH ¢ MEPUTENIHATa CIIPHUHIIOBKA, IOCTaBEHA B OIIAKOBKATA.
CrpuHIIOBKaTa UMa cKajia, KOSITO ChOTBETCTBA Ha HEOOXOAUMUS 00eM

Cnennara Tabiuia Ha JO3UPOBKUTE [10COYBA KaKbB 00€M J1a ce IPUJIOKHU B 3aBUCUMOCT OT TEIJIOTO Ha
Kyd4eTo:

Tenecna maca (kg) Maintenance dosage (ml)
7,5 0,5
15 1
22,5 1,5
30 2
37,5 2,5
45 3
52,5 3,5
60 4

3a 3amo4BaHe Ha TepanusTa Ipe3 IbPBUS JICH € HE00X0AMMa JBa ITBTH MO IbpKAIaTa J103a.
KnmaudeH oTroBop 0OMKHOBEHO ce HaOmro/1aBa B paMkute Ha 3 10 4 aau. Jleuenunero TpsaOBa na ce
MpeKpaTH Ha-KbCcHO cien 10 qHuM, ako JUIICBA SBHO KIMHUYHO TOI00peHue.
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Mous, ciiegBaiiTe Te3u CTHIKH:

Creixa 1. Ilpean na usnonssate Cronka 2. Tlocrasete
BETEPUHAPHHUS JIEKAPCTBEH = Wj KpbIJIaTa IIaCTMACOBA BJIOXKKA -
IPOLYKT 3a IbPBH IIBT, CE = B I'bPJIOTO Ha OyTUJIKATA U =)
YBEPETE, Ue UMaTe Ha ‘ HATUCHETE HA/I0Ny, TOKATO HE ~
pasnonoxenue OyTUIIKATa, JIETHE HAJIEXKTHO Ha MACTOTO
KpbIJIaTa IJIaCTMACOBA BJIOXKKA cu. Benubxk nocrasena,
() 4 cipuHIIOBKATA. BJIOJKKATa HAMa Ja Ce Halara
J1a ce CBAJIA.
Crpika 3. : Creprika 4.
3aMeHeTe Kanaykara Ha 4L O6bpHETE OYTUIIKATA ChHC
OyTHiKaTa 1 s pa3KiiaTeTe 5 CIIPUHIIOBKATa HA0OpaTHO U
nmobpe. CBarneTe Karadykara Ha R'$ 0aBHO TUTB3HETE OYTAIOTO,
OyTHJIKATa U JIOIPETE : JIOKATO HE M3TEIJIUTE
MEpUTEIHATA CIIPUHIIOBKA JI0 Heo0XoquMaTa J103a.

OyTHIIKaTa, KATO BHUMATEITHO
HATHCKaTe Kpas U, 3a Jia BIie3¢ B
OTBOpA.

Crpika 5. U3npasere

Crenka 6. Hatuckatite ) |

/
OyTHIIKaTa/CIIPUHIIOBKATA U C 0yTasoTo, T0KaTO ISIOTO f 1_{1
YCYKBAIIIO IBUKCHHUE OTJICIICTE CBHABPKUMO HE TIPEMUHE B Pl
£
CIIPUHIIOBKATa OT OyTHIIKATA. XpaHaTa. —t—

(1) He e mpunoxmumo, ako Kpbriara iacTMacoBa BJIOXKa BEY€ € TIOCTaBeHa.

9. CbBeTH 32 IPaBUJHOTO MPUJIATAHE HA MPOAYKTA

3a rapaHTHpaHe Ha MPaBUJIHA JO3UPOBKA TEeCHATA Maca TPSOBa J1a Ce OMPE/ICTH Bhb3MOKHO HAW-TOUHO.
[IpemopbuBa ce J1a ce U3MoI3Ba MOIXOANI0 KATHOPHUPAHO H3MEPBATEITHO 000py/IBaHE.

Moudisi, BHUMATENIHO CIICABANTE yKa3aHUATA HA BETCPUHAPHUS JIeKap.

10. KapeHTHHU cpokoBe

He e npunoxumo.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe

[la ce cpxpaHsBa Jajied OT MOTJIeAa U Ha HEAOCTHITHY 3a JIeLa MecTa.

To3u BeTeprHapHOMEANIMHCKH IIPOAYKT HE M3UCKBA HUKAKBHU CIICIIMAIHY yCIOBHS 3a CbXPaHCHHE.

[la He ce u3Moa3Ba TO3M BETEPHHAPEH JIEKAapCTBEH MPOIYKT CIEA N3THYAHE HA CpOKa Ha TOAHOCT, TOCOYEH
BBbpXY KyTusta u Oytmikara cieq 'OJEH JO/EXP. CpokbsT Ha rogHOCT OTroBaps Ha MOCIETHUS ACH OT

TO31U MECCII.

CpOK Ha TOAHOCT CJICA IbPBOTO OTBAPAHC HA OIIAKOBKATA: 6 MEcCE1a
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12. ChnenmnajaHu Npeana3sHu MePKHU MPHU YHUIII0KABAHE

BeTCpI/IHapHI/ITG JICKAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’LZ[3T HU3XBBPJAHA YPE3 OTIIAAHU BOJAU U OuTOBU
OoTIaabIu.

W3znon3BaiiTe nporpaMu 3a BpbliaHe IPY YHUI0KABAHETO HAa HEU3II0JI3BaHU BETCPUHAPHU JIEKAPCTBEHU
MPOAYKTH WJIM OCTATBIIH OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATENICTBO U C
BCUYKH NPWIIOKUMHE HAIIHOHAIHN CHCTEMH 3a chOHupane. Te3n MepKH Iie TOMOTHAT 3a Ola3BaHe Ha
OKOJTHAaTa Cpefa.

[onuTaiite Bamus BerepuHapeH jekap win papMaleBT KakK Ja YHUILIOKUTE HEHY>KHU BeTepUHAPHH
JIEKapCTBEHU TPOAYKTH.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IO JICKAPCKO MPEAINMUCAaHNuC

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKH
EU/2/07/078/001 42 ml
EU/2/07/078/002 100 ml

EU/2/07/078/003 200 ml
EU/2/07/078/004 15 ml

Pa3mepu Ha onakoBkaTa:
ByTunku ¢ pasmep 15, 42, 100 nm 200 ml 1 1Be MepUTETHI CIPUHIIOBKU: €IHA 32 MaJIKU Ky4eTa (10

20 kg) 1 exna 3a mo-rojemu Kydera (1o 60 kg)..

He Bcuukn PpasMEpu Ha OITAaKOBKATa MOrat Ja 6’B,I[aT npeajiaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

{IJJ/MM/TTTT}

IMoapoOHa uH(bopMalrs 3a TO3M BeTepUHAPECH JEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara JaHHU
Ha Cpro3a orHocHO npoaykrute (https://medicines.health.europa.cu/veterinary).

16. /lanuu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCuiCHUCTO 3a ThPTrOBHA W MPOU3BOAMTECII, OTTOBAPAIIL 34 OCBO60)KI[3B3HCTO Ha
nNapTUau:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Wpnanauyst.

Ten.: +353 (0)91 841788
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MecTHU IpeACTABUTENN U JJAHHM 34 BPh3Ka 32 ChOOIIAaBaHE Ha IPEANoJaracMyu HeOJaronpusaTHA

pCaAKIIUN:

3a BcskakBa MH(POpPMAIHS OTHOCHO TO3H BETEPUHAPEH JICKAPCTBEH MPOYKT, MOJIS, CBBPIKETE CE C
MECTHHSI [IPEeICTAaBUTEN Ha MIPUTEXATEIS Ha Pa3pelieHHeTo 3a ThProBHsL.

Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Penyb6smka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ceska republika
Orion Pharma s.r.0.
Na Strzi 2102/61a,
Praha, 140 00

Tel: +420 227 027 263
orion(@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumiinster
Deutschland

Tel.: +49 4321 250 660

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Magyarorszag
Tolnagro Allatgyogyaszati Kft.
7100 Szekszard, Rakoczi u. 142-146.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg
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Elrada

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Espaiia

Fatro Ibérica S.L.
Constitucion 1. PB 3
08960 Sant Just Desvern.
Barcelona. ESPANA

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Teknofarma S.r.1.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Portugal

MEDINFAR- SOROLOGICO- PRODUTOS
E EQUIPAMENTOS, S.A.

Rua Henrique Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal

Romaénia

SC Montero Vet SRL
Str, Celofibrei nr. 25-27,
Bragadiru, llfov,

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Slovenska republika
Orion Pharma s.r.0.

Na strzi 2102/61a,
Praha, 140 00, CR

Tel: +420 227 027 263
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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Kvbmpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Cyprus

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788
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JIMCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUS JIEKAPCTBEH MPOAYKT
Rheumocam 1 mg TabieTku 3a ApBUCHE 32 KydeTa

Rheumocam 2,5 mg tabneTku 3a IbBUEHE 32 KyueTa

2. CbcraB

Bcesika Tabnerka 3a qpBUEHE ChABpKA:

AKTHBHO BelIeCTBO

Meloxicam 1,0 mg
Meloxicam 2,5 mg

BJ’IC}IO)K’I)JITI/I, C €aHa ACIMTEIIHA YE€PTa Ta0JIETKH 3a ABBUCHEC, KOUTO MOrart Jia C€ pa3aciisiT Ha paBHU
qaCTH.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kyuera.
4. Iloka3anus 3a ynorpeda

OOnekJaBaHe Ha BB3MAJICHUETO U HAMAIISIBAHE Ha OOJIKATa KaKTO Ipu OCTpH, TaKa U MPU XPOHUIHU
MYCKYJHO-CKCJIICTHU HAPYIICHUA IIPU Ky4dCTa.

5. IIporuBonokazanus

Jla He ce u3non3Ba pyu OpeMEHHU U JIAKTHPAILHY )KUBOTHH.

[la He ce u3nona3Ba Npu KydeTa, CTpaJallld OT FaCTPOUHTECTUHAIHH CMYIIEHHS KaToO Bb3MaJIEHUE U
XeMoparus, HapylieHa Y4epHOAPOOHa, ChplieuHa Wik ObOpedHa QPyHKIHS U XeMOParuyHu HapyILeHNUSI.
Jla He ce M3MoII3Ba MU KydeTa Ha Bb3pacT 1mox 6 ceaMuny win nox 4 kg tenecHa maca.

[la He ce u3Moa3Ba NpY CBPBXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MJIM HIKOE OT MOMOIIIHNTE
BEIIECTBA.

6. CrnenmaJHu npegynpexIeHus

CrenyaiHy npeana3Hd MepkH 3a 0e30IacHa yImoTpeda Ipy BUIOBETE JKUBOTHH, 32 KOUTO € IpeHA3HAYCH
BJIIT:

To3u mpoayKT 3a Kydera He TpsiOBa Jja ce M3I0JI3Ba P KOTKH, Thid KaTo HE € MOAXOIII 3a yHoTpeda mpu
TO3U BU/JI 5KUBOTHH.

Jla ce u30sTBa ynorpedara mpu BCAKO ASXUAPATHPAHO, XUTTOBOJIEMHYHO WIIH XUIIOTCH3UBHO )KHBOTHO,
THH KaTO CHIECTBYBA MOTEHIIMAJICH PUCK OT MOBHIIIEHA PEHATHA TOKCUYHOCT.
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CrenyanHy npearna3Hi MepKH 3a JIUIaTa, IPUIaraiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHUBOTHHUTC!

Xopa ¢ ycTaHOBEHa CBPbXUYBCTBUTEIHOCT KbM HECTEPOUIHU MPOTUBOBB3NAIIUTEIHHU CPEICTBA

TpsIOBa Aa W30SATBAT KOHTAKT C BETEPHHAPHHUS JICKAPCTBEH MPOIYKT.

B cirydait Ha MHIIMIEHTHO TTOTIIBITaHE He3a0aBHO Ja Ce MOTHPCH MEIUIIMHCKH CHBET, KaTo Ha JIeKaps ce
MIPEIOCTaBU JINCTOBKATA 32 yHoTpeOa MM €THKEeTa Ha MPOTyKTa.

BpemeHHOCT:

BesomacHaTa ynorpeba Ha BeTepUHAPHHUS JICKapCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha
OpEeMEHHOCT U JIAKTaIusI.

BBaHMOHCﬁCTBHe C APYI'M BETCPUHAPHH JCKAPCTBCHU MPOAYKTH U IPYTHU d)ODMI/I Ha B3aHMOHeﬁCTBHCI

Jpyru HecTepouHI MPOTHBOBB3NAINTEIHN CPEACTBA, AUYPETUIN, aHTUKOATyJIAHTH,

aMUHOTJIMKO3UTHU aHTUOMOTHIIY U BEIIIECTBA C TOJIsiMa CTETCH Ha CBhP3BaHE HA MPOTCHHUTE MOTAT J1a
JIOBEJIAT JIO CBBP3BAaHE, a CIICIOBATEHO U IO TOKCHYHU eeKTH. BeTeprHapHUSIT JIeKapcTBEH MPOYKT HE
TpsiOBa Ja ce mpujiara eIHOBPEMEHHO C IPYTH HECTEPOHUIHN POTUBOBB3NAIUTEIHHA CPEICTBA HITH
TTIOKOKOPTUKOCTEPOUIH.

[IpenmecTBamno TpeTupaHe ¢ MPOTUBOBB3MAIUTEIHN BEIIECTBA MOKE /1a TPUYNHH JOITBIHUTEHN WIIN
MOBHUIIIEHU HEOMAronpHusITHU PEaKkMu 1 ChoOpa3Ho ¢ TOBa TPsIOBa Aa ce crasu Mnepuoj], CBOOOIEH OT
NpUIaraHeTo Ha TaKMBa BETCPUHAPHHU JIEKAaPCTBEHH MPOAYKTH, Hali-MaJKo 24 yaca npeau 3aloYBaHe Ha

neuenuneto. [Ipu nepruona, CBOOOJICH OT MEIUKAMEHTH, 00ade, TpIOBa Jja ce B3eMaT IpeIBU/
(hapMakoJIOTHYHHUTE CBONCTBA Ha BETCPUHAPHUTE JICKAPCTBEHH MPOYKTH, U3MOJI3BAHH NPEIH TOBA.

IIpenosupane:
B cnyuait Ha ipeno3upane TpsAOBa Ja ce 3al0YHe CHMIITOMATUYHO JICUCHHE.

OCHOBHHU HECHhBMECTUMOCTH:

He ca usBectHH.

7/ HebsaronpusiTHu peakumun
Kyuera:
MHoro peaku 3ary0a Ha aneTurT, JeTaprus
(rmo-manko ot 1 mHa 10 000 TpeTupanu [MoBpbLIane, quapus, KPLB BbB (eKaauure!,
’KHBOTHH, BKJIFOUUTEIHO U30JIUPAHH XeMOparnyHa JUapus, XxemaremMesa, CTOMAaIllHa 5382, S3Ba
CHOOIICHHU): B THHKHTE YEPBa, SA3Ba B JcOCINTE YepBa
[oBumienn yepHOIPOOHN EH3UMHU
brOpeuna HegocTaTHUHOCT
'OkynrHa

Te3u HeOIArOMPUATHH PEAKIUH CE SBIBAT OOMKHOBEHO TIpE3 MIbPBaTa CEIMUIIA HA JICUCHUE U B TIOBEUETO
CITyYad ca MPEXOJHH U M34e3BaT CJe/ MPUKIIOYBAHE Ha JICUSHUETO, HO B MHOTO PE/IKU CITydal MOTarT Ja
ObIaT CeprO3HY WIH (haTaTHH.
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B cnyuait Ha HeOmaronpusATHU PEakiiuy, JeYeHNEeTO TPSAOBa Jla Ce MPEKPaTH H JIa Ce MOTHPCH CHBET OT
BETEPHUHAPEH JIeKap.

Cro0IaBaHeTo Ha HEOJArOMPHUATHY PEAKIINHU ¢ BakHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha POAYKTA. AKO 3a0€JIeKHTE HAKAKBH HEOIArOMPUATHU PEAKIIUH, BKITFOYUTEITHO U
TaKKBa, KOUTO HE Ca OMUCAHM B Ta3W JHCTOBKA HJIM MUCIIUTE, Y€ BETEPUHAPHUS JICKAPCTBCH MPOAYKT HE
JieiicTBa, CBBPXKETE ce MBPBO ¢ Barms BeTepuHapeH Jiekap. MoxkeTe ChIo J1a Cho0IIaBaTe
He6HaFOHpI/I$[THI/I Pp€aKmrun Ha MPUTEKATEIA Ha PA3PCHICHUETO 3a ThbProBUsA NI MECTHUSA TPEACTABUTET
Ha IPUTEKATCIIA Ha pa3pCIICHUCTO 3a ThbpPTOBUA, KATO U3I0JI3BATC JAHHUTEC 3a KOHTAKT B Kpas Ha Ta3u
JIMCTOBKA WK upe3 Baiara HalmoHaiHa cUCTeMa 3a choOlaBane: {oApoOHOCTH 32 HAIMOHATHATA
CUCTEMA}.

8.  /lo3upoBka 3a BceKH BHJ *KUBOTHO, HAYHMHA U METO/] HA MPUJIOKEHHE
3a mepopaHO MPUIIOKEHNE.

[IppBOHAaYaNHO ce mpwiara euHUYHA 1032 oT 0,2 mg Menokcukam/kg TenecHa Maca rpe3 mbpBuUs
JICH.

JleuenneTo TpsAOBa Aa ce MPOIBIIKH €AMH BT JHEBHO Ype3 IEepOpaHo npuiarade (Ha 24 yacoBu
WHTEpBaJN) Ha mojyrbpxamia no3a ot 0,1 mg menokcukam/kg TenecHa maca.

Bceska Tabnerka 3a 1pBUeHe Chabpika 1 mg ninm 2,5 mg MEJIOKCHKaM, KOETO OTTOBaps Ha JHEBHATA
noJabprKaIia o3a 3a Kyde ¢ maca crotBeTHO 10 kg u xyue ¢ maca 25 kg.

Beska TaOnerka 3a bBUCHE MOXKE Jja C€ pa3/ieiy C el Jo3UpaHe Clopell MHAUBHUyalHaTa TeJIeCHa Maca
Ha ’KMBOTHOTO. BeTepuHapHUAT JIeKapCTBEH NMPOAYKT MOXKE Ja ce Ipuiiara ¢ Wik 06e3 XpaHa, Te ca
apoMaTU3UpPaHH U ce mpueMar J0O0pPOBOJIHO OT Ky4eTaTa.

CxeMma Ha A03UpaHC Ha noaAabpIKaliaTa g03a:

TenecHa maca Bpou TabneTu 3a ApBUCHE mg/kg

(kg) 1 mg 2,5 mg

4-7 Y 0.13-0.1
7.1-10 1 0.14-0.1
10.1-15 1% 0.15-0.1
15.1-20 2 0.13-0.1
20.1-25 1 0.12-0.1
25.1-35 1% 0.15-0.1
35.1-50 2 0.14-0.1

Moxe na ce momucnu 3a ynorpeba Ha Rheumocam nepopanna cycrnieHsus 3a Kydera 3a OIle Mo-Mperu3Ho
Jo3UpaHe. 3a KydeTa, Texary mo-mMajiko ot 4 kg, ce npenoppusa yrnorpedara Ha Rheumocam nepopanna
CYCIICH3HS 3a Ky4erTa.

KinHudeH oTroBop 0OMKHOBEHO ce HaOr01aBa B paMKuTe Ha 3—4 nHu. JleueHneTo TpsiOBa aa ce
MpeKpaTy Hal-KbCHO cief 10 qHu, ako JTUTICBA SIBHO KIMHUYHO NOJ00peHue.

9. CbBeTH 32 IPaBUJHOTO MPWJIATAHE HA MPOAYKTA

3a 112 ce oCUTypH TIPABUITHO J03UPaHe, TeJICCHATa Maca TPsAOBa Jia ce OMpeiey Bb3MOXKHO HAl-TOYHO.
[IpemopbuBa ce j1a ce U3Moi3Ba MOIXOAANI0 KATHOPHUPAHO H3MEPBATEITHO 000py/IBAHE.
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10. KapeHTHHU cpokoBe

He e npunoxxumo.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe

Jla ce cpxpaHnsBa faned OT IOIJIeAa U Ha HEJOCTBIIHU 32 JIela MECTa.

To3u BeTeprHapeH JEKapCTBEH MPOAYKT HE N3MCKBA HUKAKBHU CIIEIMATHU yCIOBHS 32 ChbXpaHEHHE.

[la He ce u3noa3Ba TO3M BETEPUHAPEH JIEKApCTBEH MPOIYKT CIIEA N3TUYAHE CPOKA Ha TOJJHOCT, IOCOUYEH
BBbpPXY KapTOHEHATa U OJMCTEPHUTE OMAKOBKH cie cpoka ['ogen no/Exp. CpokbT Ha TOAHOCT OTroBaps
Ha [IOCJIeIHUS IEH OT TO3U Mecell.

12. ChnennajaHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BeTCpI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’LZ[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WU OuTOBU
OTIaabIu.

W3nonseaiite mporpaMu 3a BpbIIaHe IPH YHUIIOKABAHETO HA HEU3ITIOJI3BAaHU BETEPUHAPHH JIEKapCTBEHU
MPOAYKTH WIJIM OCTATBIIH OT TSIX B ChOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCUYKH NPWIOKUMHE HAIIHOHAIHN CHCTEMH 3a chOHMpane. Te3u MepKH Iie TOMOTHAT 3a Ola3BaHe Ha
OKOJIHaTa cpeja.

[onuTaiite Bamms BerepuHapeH jekap win papMaleBT KaK Ja YHUILOKUTE HEHY>KHU BeTepUHAPHH
JIEKapCTBEHU TPOAYKTH.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINUCaHnC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKHU
EU/2/07/078/005 1 mg, 20 tablets

EU/2/07/078/006 1 mg, 100 tablets

EU/2/07/078/007 2,5 mg, 20 tablets

EU/2/07/078/008 2,5 mg, 100 tablets

Pasmepu onakosku: 20 u 100 Tabnerku.

He Bcuukm pasMepn Ha OormakoBKaTa Morar Ja Ob/aT NpeAsiaraHy Ha masapa.

15. I[aTa Ha 1nocjaeJaHaTa peJaKkiuusa Ha TEKCTa

JJ/MM/TTTT
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IMoapo6Ha uHpOpMAIKs 32 TO3H BETCPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE /1a HAMEpUTE B Oa3ara JaHHH
Ha Cbro3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCuiCHUCTO 3a ThPTrOBHA W MPOU3BOAMTECII, OTTOBAPAIIL 34 0CBO60)K,I[aBaHeTO Ha

nNapTUau:

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,
Wpnanauyst.

Ten.: +353 91 841788

MecTHH IpEICTABUTESIN U IAHHU 34 BPh3Ka 3a C'BO6IHaBaHe Ha mnmpeanojgaracMmn HGGH&I‘OHDI/IHTHI/I

pCaKIUN:

3a BcakakBa HH(GOpMAIHI OTHOCHO TO3HM BETEPUHAPEH JIEKAPCTBEH MPOTYKT, MOJIS, CBBPIKETE CE C
MECTHUS MPEACTABUTEI HA PUTEKATENS HA PA3PEIICHUETO 32 ThProBUSL.

Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T: +32 3 780 63 90

E: info.vet@kela.health

Bbbarapus

ASKLEP-PHARMA LIMITED,

Shop No 3 & 4

bl.711A, Lulin-7 complex, Sofia 1324,

Ceska republika
Orion Pharma s.r.o.
Na Strzi 2102/61a,
Praha, 140 00

Tel: +420 227 027 263
orion(@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Luxembourg/Luxemburg
Kela Veterinaria nv/sa
T:+32 3 780 63 90

E: info.vet@kela.health

Magyarorszag
Magyarorszagi képviselet:
Orion Pharma Kft,

1139 Budapest,

Pap Karoly u. 4-6

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumiinster
Deutschland

Tel.: +49 4321 250 660

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

E\rada

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Espaiia

Fatro Ibérica S.L.
Constitucion 1. P.B. 3
08960 Sant Just Desvern.
Barcelona (ESPANA)

France

DOMES PHARMA FR —

57 Rue des Bardines —

63370 LEMPDES — France

Tel: +33 (0)4 73 61 72 27
pharmacovigilance.dpfr@domespharma.com

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: +32 3780 63 90

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Orion Pharma Poland Sp. z o.0.
ul. Fabryczna 5A,

00-446 Warszawa

Tel: +48 22 833 31 77

Portugal

MEDINFAR- SOROLOGICO- PRODUTOS
E EQUIPAMENTOS, S.A.

Rua Henrique Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal

Roménia

SC Montero Vet SRL
Str, Celofibrei nr. 25-27,
Bragadiru, llfov,
Romania

Slovenija

Predstavnik:

IRIS d.o.o.

1000 Ljubljana

Cesta v Gorice 8

Tel: +386 (0)1 2006650
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Island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Italia

Teknofarma S.r.1.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvmpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Slovenska republika
Orion Pharma s.r.o.
Na strzi 2102/61a,
Praha, 140 00, CR

Tel: +420 227 027 263
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Sverige

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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JIMCTOBKA

1. HanmeHoBaHHe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Rheumocam 15 mg/ml nepopajiHa cycrneH3us 3a KOHE

2. CbcraB

Bceku ml cpabpxa:

AKTHBHO BeLlECTBO

Meloxicam 15 mg
ITomoHO BemecTBO

Hatpues 6enzoat 5mg

bsma no MPBCHO 0s171a BUCKO3HA CYCIICH3UA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kose.
4. IToxa3zanus 3a ynorpeoda

OO0ekuaBaHe Ha BH3MAICHUETO U 00JIKaTa KakTo IMPHU OCTPH, TaKa U PU XPOHUYHH MYCKYITHO-CKEICTHU
HapyIICHUS TIPY KOHE.

5. IIporuBonokazanus

Jla He ce mpwtara npu OpeMEHHU | JaKTUPAIIH KOOWITH.

Jla He ce u3Mo3Ba IpU KOHE, CTPAAAIIU OT TACTPOMHTECTHHAITHU CMYIIICHUS KaTO Bh3MAICHUE U
XeMOoparus, HapyIIeHa 4epHoApoOHa, ChpAcYHa Wi 0BOpedHa QyHKITNS U XeMOparudHu HapyIIeHHs.
Jla He ce u3Moa3Ba IPU CBPHXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS W HIKOU OT
EKCIUTTUCHTHTE.

Jla He ce M3M0JI3Ba MTPU KOHE HA BB3PACT MOJ| 6 CEIMHUIIH.

6. CnenuaJ Hu mpexynpexaeHus

CHGLII/IaJ'IHI/I Opéanasi MCPKH 3a Oe3omacHa VHOTDC63 IOpH BUAOBETEC XXMBOTHH, 3a KOWTO € IPCAHA3HAYCH
BJIIT:

I[a ce n30srBa yHOTpe6aTa IIpU BCAKO ACXUAPATUPAHO, XUITOBOJICMHUYHO WX XUIIOTCH3UBHO KUBOTHO,
TBH KaTo ChIICCTBYBA NOTCHIHUAJICH PUCK OT PCHaJIHA TOKCUYHOCT.
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CrenyanHy npearna3Hi MepKH 3a JIUIaTa, IPUIaraiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHUBOTHUTC!:

Xopa ¢ ycTaHOBEHA CBPhXYYBCTBUTEITHOCT KbM HECTCPOUTHU MPOTUBOBB3MAIUTEIHU CPEICTBA
(HCIIBC) Tps6Ba na n30arsaT KOHTAKT C BETEPUHAPHUS JIEKAPCTBEH MPOTYKT.

[pu ciryuaiino morieliane, He3a0aBHO Ja ce MOThPCH MEJIUIIUHCKY ChBET, KATO Ha JIeKaps Ce MPE0CTaBU
JUCTOBKATA 32 YIIOTpeOa WM eTUKETa Ha IPOIYKTa.

BpeMeHHOCT U JIaKTalsL:

JlaboparopHuTe MpOydYBaHUs IPU TOBEAA HE TIOKAa3BaT HUKAKBY JIAHHU 32 TEPATOTEHHOCT,
(heTOTOKCHYHOCT MITM TOKCHYHOCT 3a Maiikara. Hsama chOpanu nannau 3a koHe. [1o Ta3u npuduHa npu To3u
BUJI HE C€ TPENOPhYUBa MPUIIATAHETO IO BpeMe Ha OPEMEHHOCT U JIaKTaIlusl.

BzaumoneiicTBre ¢ IpyTry BETEPUHAPHU JICKAPCTBEHU IPOJYKTH U IPYTH (OPMHU Ha B3aUMOJICHCTBHE:

I[a HEC CC Ipujiara CAHOBPCMCHHO C TJIFOKOKOPTUKOUIU, APYTU HCCTCPOUIHU NPOTUBOBBINAIIUTCIITHU
Cp€AcTBa WM aHTUKOAr'yJIaHTH.

IIpenosupane:
B ciryqait Ha ipeo3upane TpsiOBa J1a ce 3all0YHe CHMITTOMATHIHO JICUCHUE.

OCHOBHHM HEChBMECTHUMOCTH.

He ca u3BecTHH.

7. HeOnaronpusiTHu peakuuu

Kome:
MHoro penku 3ary0a Ha aneTuT, JIeTapTus
(mo-manko ot 1 va 10 000 TpeTpaHu KUBOTHH, Juapust', cTOMaIHU OOJIKHU, KOJIUT
BKJIFOUMTENIHO M30JIMPAHH ChOOLICHUS): Ypruxapus'2, anaduiakronHa

peaknus’
'O6paruma
2Jleka

3Moske 1a e cepro3Ha (BKIIOUMTEIHO ¢ JIeTaleH 3X0/). AKO BE3HMKHE TaKaBa peaklus, TpsAOBa J1a ce
JICKyBa CUMITTOMATUYHO.

AKO Bb3HUKHAT HEXEJIaHU PEaKIINH, ICUCHHETO TPsAOBa 1a ObJie MPEKPaTEeHO | Ja C MOTHPCH CHBET OT
BETEpUHAPEH JIeKap.
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Cro0ImaBaHeTo Ha HEONArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€lIeKUTe HIKAKBU HEOIArONMPUsATHN PEAKITUH, BKIIOUUTECITHO 1
TaKWBa, KOUTO HE Ca OMMCAHU B Ta3U JINCTOBKA WIIM MUCIUTE, Y¢ BETCPUHAPHISI ICKAPCTBEH MPOAYKT HE
JICHCTBa, CBBPIKETE ce TBPBO ¢ Barust BerepuHapeH jekap. MoxeTe ChIIo Jia ChoOmaBaTe
HeOJIaronpUsTHH PEeakIuK Ha MMPUTEKATEIS Ha Pa3pelIeHUETO 32 ThPTOBUS HJIH MECTHUS MIPECTABUTEI
Ha MPHUTEXKATEIS] Ha pa3pelIeHNETO 32 ThPTOBUS, KaTo U3MOI3BATE JJaHHHUTE 32 KOHTAKT B Kpasi Ha Ta3u
JUCTOBKA WM upe3 Baiara HarmoHanHa cucTeMa 3a ChoOIaBaHe: {TI0JpOOHOCTH 32 HAITMOHATHATA
cucTeMa}.

8. Jlo3upoBKa 32 BceKH BH/I JKHBOTHO, HAYHHH W METO/I HA MPUJIOKEHHE

3a mepopatHO MPHIIOKEHHE.

ITepopainHa cycnensus npuioxena B g03a ot 0,6 mg/kg TenecHa maca, €AMH BT JHEBHO, 10 14 qHH.
ToBa ce paBHsBa Ha 1 ml Rheumocam na 25 kg TenecHa maca Ha koHs. Hampumep, eaun koH ¢ maca 400
kg me mommyun 16 ml Rheumocam, kon ¢ maca 500 kg me momyuu 20 ml Rheumocam, u koH ¢ maca 600

kg me moryuun 24 ml Rheumocam.

Ja ce paszknama nodpe npenu ynotpeoda. Jla ce mpuiara cMeceH ¢ MalKo KOJIHYECTBO XpaHa MpeIn
XpaHEHe WK HaIlpaBo B yCTaTa.

Cycrnien3usTa TpsiOBa Ja ce fajie C MepuTenHaTa CIIPHHIOBKA, TIOCTaBEHa B OIIAKOBKATA.
CropuHIOBKaTa ce ciara Ha OyTuiakaTta ¥ uMa ooem 2 ml.

Mous, cieaBaiiTe Te3H CThIKM:

Crorka 1. [Ipeau na usnonssare Cronka 2. Tlocrasere
Rheumocam 3a mbpBu BT, ce & Wj KpbIriaTa IiacTMacoBa BIOXKKa -
yBepeTe, ue uMaTe Ha = B I'BPJIOTO Ha OyTHIIKATA U =)
pasmonoxxeHue OyTHIKaTa, ‘ HATHCHETE HaJl0Jy, JOKATO HE 7
KpbIiaTa IiacTMacoBa BIOXKKa JieTHE Ha/ICKTHO Ha MSICTOTO
() y cipuHIIOBKATA. cu. Bequbk nocTasena,
BJIOXKKATa HsIMa JIa Ce HaJlara
Jia ce cBaJIsl.
Crpika 3. [ Crpika 4.
3ameHeTe Kamaykara Ha £ O0BpHETE OyTHITKATa CHC
OyTHIKaTa 1 5 pa3KiaTeTe 25 CIIPUHIIOBKATa HA0OpaTHO U
noOpe. Cpanere KanaukaTa Ha k6 0aBHO IUTB3HETE OYTaJIOTO,
OyTHIIKATa U JIOTIpeTe : JIOKAaTO HE M3TETIIUTE
MepHUTeITHATa CIPUHIIOBKA JI0 HeoOXouMaTa J103a.
OyTwiKaTa, KaTO BHUMATEITHO
HATHCKaTe Kpas U, 3a Jia BIie3¢ B
0TBOpA.
9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOIYKTA

Jla ce n30sTBa BHBEXKTAHE HA 3aMbPCSBAHE IT0 BpeMe Ha yrorpeoa.
3a rapaHTHpaHe Ha MPaBIJIHA TO3UPOBKA TEJIECHATa Maca TPsIOBa Jla Ce ONPeNIeTd Bb3MOXHO HAl-TOYHO.
[IpenopbuBa ce 1a ce U3IMoN3Ba MOAXOAII0 KATHOPUPAHO U3MEPBATEITHO 000PY/IBAHE.
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10. KapeHTHHU cpokoBe

Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.
He ce paspemaBa 3a ynorpe6a npu >KMBOTHH, YUETO MIISIKO € MIPEAHA3HAYEHO 38 KOHCYMAIHsl OT X0pa.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe

Ja ce cexpaHsaBa gajiey OT MOTJIeaAa U Ha HEAOCTHITHH 3a Jera MecTa.

To3u BeTepUHApEH JEKAPCTBEH NPOAYKT HE U3UCKBA HUKAKBU CIICLIUATHU YCIOBHUS 3a ChbXpPaHCHUE.
Crnen mpuiiarase Ha BETSpPUHAPHHUS JICKAPCTBEH MPOAYKT 3aTBOPETE OYTHIIKATA, KATO MOCTABUTE OTHOBO
KaradkaTa, I3MUHTE MepUTETHATa CIIPUHITOBKA C TOTIA BOAA M S OCTABETE JIa N3CHXHE.

Ja He ce u3nosa3Ba cieq U3THYaHe Ha CPOKa Ha TOJHOCT, IOCOUYEH BbPXY KapTOHEHATa OMaKOBKA U
oyruikarta cien I'onen 1o/EXP. CpokbT Ha TOHOCT OTTOBApPs Ha MOCIEAHHS JICH OT TO3U MECell.

CpoKk Ha TOJHOCT CJIea TEPBOTO OTBApPSIHE HA OMAKOBKATa: 3 Mecera.

12. ChnennajaHu npeana3sHu MePKHU NPHU YHUIII0KABAHE

BerepunapHuTe nekapcTBEHU MPOIYKTH HE TPSAOBa Ja ObJaT U3XBBHPIISHU UYpe3 OTHAIHU BOJU MIIK OUTOBH
OTIIaJIBIIH.

Wznon3zBaiiTe mporpaMu 3a BpblIaHe NMPH YHHIIO)KABAHETO HA HEU3IIOI3BaHU BEeTepUHAPHH JICKAPCTBEHH
MPOAYKTH WA OCTATHIIH OT TSAX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATEIICTBO U C
BCHUYKH MPWIOKUMH HAIIMOHATHU CHCTEMH 32 ChbOupaHe. Te3n MepKH IIe IIOMOTHAT 32 Ola3BaHe Ha
OKOJIHATa cpefa.

[MonmTaiite Bamms BerepuHapeH jiekap win ¢papMalieBT Kak Jia YHUIIOKUTE HEHY>KHH BEeTepUHAPHH
JIEKapCTBEHU TPOIYKTH.

13. Kiacupukanusi Ha BeTepHUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camMo 10 JIEKapCKO Mpe/IrcaHue.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

EU/2/07/078/009 100 ml
EU/2/07/078/010 250 ml

Pasmepu onakosku: bytunka ¢ pazmep 100 wnu 250 ml ¢ MepuTenHa CIPHUHLIOBKA.

He Bcuukm pasMepn Ha OommakoBKaTa Morar fa Ob/aT IMpeJiarany Ha masapa.

15. [lara Ha nocjieAHaTa peJaKIys HA TEKCTa
JJA/MM/ITTT

IMoapo6Ha uHpOpMAIKs 32 TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE /1a HAMEpUTE B Oa3ara JTaHHH
Ha Cpro3a orHocHO nponykTute (https://medicines.health.europa.eu/veterinary).
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16. /lanHu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCuiCHUCTO 3a ThPTrOBHA W MPOU3BOAMTECII, OTTOBAPAIIL 3a 0CBO60)KI[3B3HCTO Ha

HapTuau:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Npnannus.

Ten.: +353 91 841788

MecTHH IpeICTABUTESIN U IAHHU 3a BPh3Ka 3a C'BO6IHaBaHe Ha mmpeanojgaracMmn HGGH&I‘OHDI/IS{THI/I

pCaKIUu:

3a csikakBa nH(MOpPMAIKs OTHOCHO TO3U BETEPUHAPEH JIEKAPCTBEH MPOJYKT, MOJIS, CBBPKETE C& C MECTHUS
MIPEJICTABUTEN HA MPUTEKATENS Ha Pa3pelIeHHETO 32 ThPTOBHA.

Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T:+323 780 63 90

E: info.vet@kela.health

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ceska republika
Orion Pharma s.r.0.
Na Strzi 2102/61a,
Praha, 140 00

Tel: +420 227 027 263
orion@orionpharma.cz

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: +32 3780 63 90

E: info.vet@kela.health

Magyarorszag
Alpha-Vet

1194 Budapest,
Hotherr A. u. 42.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: +32 3780 63 90

E: info.vet@kela.health
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Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Elrada

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Espaiia

Fatro Ibérica S.L.
Constitucion 1. PB 3
08960 Sant Just Desvern.
Barcelona. ESPANA

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Norge

ScanVet informasjonskontor

Postboks 3050 Alexander Kiellands Plass
0132 Oslo

TIf: +47 2269 0737

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Przedstawiciel lokalny:

Orion Pharma Poland Sp. z o.0.
ul. Fabryczna 5A,

00-446 Warszawa

Tel: +48 22 833 31 77

Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Romaénia

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883-RO

Tel: +40 31845 1646

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

105



Italia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Kvbmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Suomi/Finland
VET MEDIC ANIMAL HEALTH OY
PB 27, FI-13721 PAROLA

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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JIMCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUS JIEKAPCTBEH MPOAYKT

Rheumocam 20 mg/ml nHXeKIMOHEH Pa3TBOP 3a rOBe/ia, CBUHE U KOHE

P2 Cnbcras

Bceku ml cpabpxa:

AKTHBHO BelIeCTBO

Meloxicam 20 mg
ITomommHoO BemecTBO

Etanon (96%) 159,8 mg

buctep, KBAT paszTBop.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

T'oBema, cBMHE 1 KOHE.

4. IToxa3zanus 3a ynorpeoda

T'oBena:

3a ynotpeba Mnpu 0OCTpU PECIUPATOPHU HHPEKIMH C MMOIXO/ISIIa AaHTHOMOTHYHA TepaIus 32 HaMaJIsIBaHe
Ha KIMHAYHUTE IPU3HALY TIPU TOBEAA.

3a ymoTpeba pu quapus B KOMOMHAIIHS C IIepopaiHa peXuapaTupaia Tepans 3a HaMaJsiBaHe Ha
KJIMHAYHUTE MTPU3HAIY [TPU TeJieTa Ha Bh3PacT HaJI €/IHA CeJIMHIIA M MIIAIM HEJIaKTHPAIIM [OBE/IA.

Karo nonmbnHUTENTHA TEpanys Py JICYSHUE Ha OCThP MAaCTUT B KOMOWHAIUS ¢ aHTHOMOTHYHA TEPAITHS.

Csuse:

3a ynorpeba npu He3apa3HU JBUTATESIIHU HAPYIICHHS 32 HAMAJISIBAHE HA CUMIITOMUTE Ha KyI[0Ta U
BB3MaJICHHE.

Kato mombmHuTEIHA Tepanus IpH JICUCHUE Ha ITyepIiepaHa CeNTUIIEMUS U TOKCEMUS (CHHAPOM Ha
MaCTUT-METPUT-araIaKCHsi) C MOAXOISAIa aHTHONOTHYHA TEPAITHS.

Komne:

3a ynorpeba npu o0JiekuaBaHE Ha BH3MAICHUETO U HAMaJIsiBaHE Ha OOJKaTa KaKTO IPU OCTPH, TakKa U MPH

XPOHUYHU MYCKYJIHO-CKEJIETHH HaPYIICHHUS.
HamansBane Ha 60Jika cBbp3aHa ¢ KOJIMKA IIPH KOHE.
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5. IIporuBonokazanust

[la He ce u3noa3Ba Npu KOHE MoJ 6 ceAMHYHA Bb3pacT.

[a He ce mpuara npu OpeMEHHH | JIaKTHpaly koOwnu. BrxTe cbuio Touka 6.

Jla He ce M3MOJI3Ba MPU )KUBOTHH, CTPAJIAIIN OT HapyIlIeHa YepHOAPOOHa, ChplieuHa Wik Ob0pevHa
(yHKIHS 1 XeMOparuyHU HapyLICHUS WIH KBbJIETO MMa IaHHH 32 YJIIIePOreHHH raCTPOHHTECTHHAITHH
MOpaXKEeHNsI.

Jla He ce M3MO0I3Ba MTPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHITUS WM HSIKOW OT
eKCLUITUEHTHTE.

IIpu nedyenne Ha quapus Npu TOBEAA, Aa HE CE U3IOJI3Ba Ha Bb3pacT MOJ] €1HA CEIMUIIA.

6. CrnenmaJHu npexynpexIeHus

CrelnyaiHy npearna3Hd MepKH 3a 6e3omacHa VHOTDCGa Opy BUAOBETC X KMBOTHH, 34 KOUTO € NPCAHA3SHAYCH
BJIIT:

Ja ce m30sTBa yrioTpedaTa Mpyu MHOTO CHITHO ACXUIPATHPAHU, XUTTOBOJICMHYHHU WITH

XUTIOTCH3WBHU KUBOTHH, KOUTO M3UCKBAT MApEHTEPATHA PEXUIPATAIHSI, Thil KaTo

CBIIECTBYBA MOTEHIIUATICH PUCK OT pEHATHA TOKCUYHOCT.

B cnyuaii Ha He3a0BOIUTEITHO HaMaJsiBaHEe Ha OOJIKaTa MPH JICUSHUETO Ha KOJIHMKA MPH KOHE, TPSOBa 1ia
Ce HanpaBy BHMMAaTEIHA MIPEOIICHKA Ha JMarHo3ara, Thidl KaTO TOBa MOJXKE Ja ObJic MHIUKAIIUS 3a
HEOOXOJUMOCTTa OT XUPypPriuyHa HHTEPBECHIIUA.

CHeHI/IaHHH Opeana3Hy MEPKHU 3a JIMIaTa, Ipujaraiiy BETCPUHAPHUA JICKAPCTBCH IIPOAYKT HaA
KHUBOTHUTC!:

WHIMACHTHO cCaMOMHKEKTUPAHE MOXE J1a TIPE3BUKa 00JIKa. Xopa ¢ YCTAaHOBEHA CBPHXUYBCTBUTEITHOCT
KBbM HecTepouIHU TpoTuBOBE3manuTeHu cpeacTra (HCIIBC) tps6Ba qa n30sSrBaT KOHTAKT C
BETEPHHAPHHUS JICKapCTBEH NPoayKT. [Ipu cinyuaitHo caMonmHXeKTHpaHe, He3a0aBHO J1a Ce MOTHPCH
MEIWIIMHCKH CHhBET, KaTO HA JIEKAps CE MPEIOCTaBH JIMCTOBKATA MU €TUKETa Ha MPOIYKTA.

BbpeMeHHOCT U JIaKTalsl:

I'oBena u ceuHe: Moxke fa ce mpuiara o BpeMe Ha OpeMEeHHOCT U JIaKTallusl.
Komne: /la He ce u3Mmoi3Ba mpu OPEMEHHH MJIH JIAKTHPAIX KOOUIIH.

BBaHMOHCﬁCTBHe C APYI'M BETCPUHAPHH JCKAPCTBCHU NMPOAYKTH U JPYTHU d)ODMI/I Ha B3aHMOHeﬁCTBHCI

I[a HEC CC Ipujiara CbBMCECTHO C TJIIOKOKOPTUKOCTCPOUAU, APYTU HECTCPOUIHU NTPOTUBOBB3INAJIUTCIIHA
CpcACTBAa WIN AaHTUKOAr'yJIaHTHU.

IIpenosupane:
B ciryqait Ha ipeo3upane TpsiOBa J1a ce 3all0YHe CHMITTOMATHIHO JICUCHUE.

OCHOBHH HEChBMECTHUMOCTH:

He ca u3BecTHH.
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7. HeOnaronpusiTHu peakuuu

T'oBena:

Yecrtu [NogyBaHe Ha MSACTOTO HA MHKEKTHpaHe!
(1 mo 10 Ha 100 TpeTHpaHu >KUBOTHH):

MHoro peaku ARadunakTonIHa peaKuus’
(rmo-masko ot 1 Ha 10 000 TpeTrpanu
JKUBOTHU, BKJIFOUUTEITHO U30JUPAHU
CHOOIIIECHUS):

' Cna6o ¥ mpexoaHo e MOAKOKHO IIPUIOKEHHE
2Moske 1a € cepro3Ha (BKIIOUUTEIHO C JIETaJeH U3X0M). AKO Bh3HMKHE TaKaBa PEakiys, TpAOBa 1a ce
JIeKyBa CHMIITOMATHYHO.

Koue:

MHoro peaku AnapunakronaHa peakiys'
(mo-manko ot 1 Ha 10 000 TpeTpanu

JKUBOTHH, BKITFOUUTEITHO U30JIUPAHU
CHOOIICHHUS):

"Moske na e cepro3Ha (BKIFOUHMTENHO C JIETAJICH U3X01). AKO Bb3HUKHE TaKaBa peaklys, TpsAOBa 1a ce
JIeKyBa CUMIITOMATHYHO.

Koue:

MHoro peaku AnapunakronaHa peakiys'
(mo-manko ot 1 Ha 10 000 TpeTpanu

JKUBOTHH, BKITFOUUTEITHO U30JIUPAHU
CHOOIICHHUS):

C Heomnpeesena yectora (0T HanM4yHuTe | [lo/ryBaHe HA MACTOTO HA MHKEKTHPAHE?
JaHHU HEe MOXe Ja ObJe HampaBeHa
OIICHKA)

"Moske z1a € ceprosHa (BKIIOUUTEIHO C JIETAIEH U3X0). AKO Bh3HUKHE TaKaBa PEaKiMs, TpIOBa 1a ce
JIEKyBa CUMITTOMaTHYHO.
2 TIpexoHO, KOETO OTIIyMsBa O€3 MHTEPBEHIIUSL.

B cnydaii Ha HEOIArOMPHUSATHU PEaKIMK JICUCHHUETO TPsIOBa J1a ce TMPEKPATH U J1a CE IOTHPCH CHBET OT
BETEPUHAPCH JIeKap.

Cpo01aBaHeTo Ha HEOIArompHUATHH PEaKLUHU € BaXKHO. ToBa 1M03BOJIsIBA HENPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0elie)KnUTe HAKAKBU HEOJIArONPUSITHH PEaKIi, BKIIIOUYUTEITHO U
TaKWBa, KOUTO HE Ca OIMMCaHU B Ta3u JIMCTOBKA WX MUCJIIUTE, Y€ BETCPUHAPHUSA JICKAPCTBEH ITPOJAYKT HE
JeiicTBa, CBbpKETE ce IbPBO ¢ Bamms BeTepuHapeH Jiekap. MoskeTe chLIo 1a choOIIaBaTe
He6JIaFOHpI/ISITHI/I PC€aKrun Ha MPUTCKATEIA Ha PA3PCHICHUETO 3a ThbProBUsA NI MECTHUA IPEACTABUTET
Ha IPUTEKATCIIA Ha pa3pClICHUCTO 3a ThbPTOBUs, KATO U3IM0JI3BATC JAHHUTEC 3a KOHTAKT B Kpas Ha Ta3u
JIMCTOBKA WK 4pe3 Bamara HanmoHanHa cucteMa 3a cho0maBane: {oApoOHOCTH 32 HALIMOHAIHATA
CUCTEMA}.
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8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE

3a MOJKOKHO NPUIIOKEHNE (TOBEA).
3a UHTPaMyCKYJIHO MPHIOKEHHUE (CBHHE).
3a MHTPAaBEHO3HO NMPIIIOKEHHE (TOBENa, KOHE).

T'oBena

EnHOKpaTHO, NOAKOXXHO WM HMHTPABEHO3HO MHKEKTHpaHe Ha 1o3a ot 0,5 mg menokcukam/kg TenecHa
Mmaca (1.e. 2,5 ml/100 kg Tenecna maca) B koMOWHaNUs ¢ aHTHOMOTHYHA TepaNus WU ¢ IepopaiHa
pexuapaTupaiia Tepanus, Cliopes Cirydasl.

Caune

EnHokpaTHO HHTPaMyCKYJIHO MHXKEKTUpaHe Ha no3a oT 0,4 mg menokcukam/kg TeiaecHa maca (T.€. 2
ml/100 kg TenecHa Maca) B KOMOUHALMS C IOIXOASIA AHTUOMOTHYHA Tepanusi. AKO ¢ HEOOX0IUMO,
MOBTOPHO TPHUJIaraHe Ha MEJIOKCHKAM MOJKeE Jla ¢¢ HAammpaBu clieh 24 yaca.

Kone

EnHOKpaTHO MHTPaBEHO3HO MHXKEKTUpaHe Ha fo3a oT 0,6 mg menokcukam/kg tenecna maca (1.e. 3 ml/100
kg TenecHa maca).

3a ynorpeba mpu o01eK4aBaHe Ha Bh3MAICHHETO H HaMallsiBaHe Ha OOJIKaTa KakTo IPH OCTPH, TaKa U IPU
XPOHUYHH MYCKYJIHO-CKEJICTHH HapyIICHHs, 32 IPOIb/DKaBaHE Ha JICYCHUETO MOXKE JIa Ce U3II0JI3Ba
Rheumocam 15 mg/ml nepopanna cycniensust B 103a ot 0,6 mg menokcukam/kg TenecHa Maca, 24 yaca
Clie/l MHKEKTHPAHETO.

Maxkcumaaaust Opoit mpodoxaanus 3a Tanu Ha OyTuiiku ¢ ooem 20 ml, 50 ml u 100 ml e 14 u 20 3a Tana
Ha OyTuika ¢ ooem 250 ml.

0. CbBeTH 32 MPABUJIHOTO NMPUJIATaHe HA MPOAYKTA
Jla ce n30sTBa KOHTAMHUHAIIMS TI0 BpEeMe Ha yroTpeoa.

3a rapaHTHpaHe Ha MPaBHUJIHA JTO3UPOBKA TeJecHaTa Maca Tps0Ba Jia ce Onpe/iesd Bh3MOKHO HAW-TOYHO.
[IpemopbuBa ce j1a ce U3Moi3Ba MOIXOA[NI0 KATHOPHUPAHO H3MEPBATEITHO 000py/IBaHE.

10. KapeHTHHU cpokoBe

T'oBena: MEeCO U BbTPEUIHU OpraHu: 15 nHU; MISKO: 5 THU
CBuHE: MEeCO ¥ BBTPCITHH OPTaHu: 5 THU
Komne: MECO U BbTPEIIHU OpraHu: 5 THU

He ce pas3pciiaBa 3a y1'[0Tp€6a IIpU ) KUBOTHHU, YUCTO MJIAKO € IPCAHA3HAUYCHO 3a KOHCyMaIlus OT XOopa.

11. ChenmnaJiHU yCJOBHS 32 CbXpaHEeHHe

Ja ce cpxpansBa faned OT MoTJieia U Ha HEAOCTHITHY 3a JIelia MecTa.

To3u BeTepuHApPHOMEAUIIMHCKY MPOIYKT HE U3UCKBA HUKAKBU CHCIMAIIHU YCIOBUS 32 ChbXPaHECHUE.

[a He ce U3mo3Ba TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT CJIE U3TUYAHE HA CPOKA HA TOJHOCT, TOCOYEH
BbpXy KytusTa u Oytuikara cieq 'OJJEH JJO/EXP. CpokbT Ha TOAHOCT OTrOBaps Ha MOCICIHHUS IEH OT
TO3U MECEIl.
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Cpok Ha TOTHOCT CJIeT TEPBOTO OTBApSIHE HA OMaKOBKaTta: 28 IMHU

12. ChnenmaJHu NpeANa3HA MePKH NPH YHUINOKaBaHe

BerepunapuuTte nexapcTBeHHU MPOTYKTH HE TPAOBa 1a ObJAT M3XBBPISHU Ype3 OTHAIHU BOIU HIIM OUTOBH
OTHAAbLU.

W3nomn3BaiiTe nporpaMu 3a BpblIaHe IPH YHUIIO)KaBaHETO HA HEN3IIOI3BaHU BETEPUHAPHHU JIEKAPCTBECHU
MPOAYKTH WJIM OCTATBIH OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATENICTBO U C
BCUYKH IPWJIOKUMH HallHOHAIHU CHCTEMH 3a chOupane. Te3n MepKH Lie MOMOTHAT 3a Ola3BaHe Ha
OKOJTHAaTa Cpefa.

[onuTaiite Bamus BerepuHapeH jekap win (papMareBT Kak Ja YHUIIOKUTE HEHY>KHU BEeTepUHAPHH
JIEKapCTBEHU MPOAYKTH.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IO JICKAPCKO MPCANUCaHunC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKHU
EU/2/07/078/011 20 ml

EU/2/07/078/012 50 ml

EU/2/07/078/013 100 ml

EU/2/07/078/014 250 ml

Pa3smepu Ha omakoBkaTa: Enun ¢aakon ¢ o6em 20 ml, 50 ml, 100 ml win 250 ml.

He Bcuukm pasMepn Ha ormakoBKaTa Morar fa ObJaT IMpeAsiaraHy Ha masapa.

15. [dara Ha nmocjieAHATa peJaKIus HA TEKCTA

JJ/MM/TTTT

[MonmpobHa nHbopMaIs 3a TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOXKE Jia HAMEpUTe B 0a3ara JJaHHH
Ha Cpro3a otHocHO npoxykTute (https:/medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

IIpuTexxaTen Ha pa3peIIeHUETO 32 ThPTOBUS:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Wpnanauys.

Ten.: +353 91 841788
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IIpon3BoanTen, OTroBapsIL 32 0CBOOOKIABAHETO HA MMAPTUIIN:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Wpnannus.

Ten.: +353 91 841788

u

Eurovet Animal Health B.V.

Handelsweg 25, 5531 AE Bladel, Hunepnanaus.

u

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Barcelona

MecTHU IPeACTABUTENH U JJAHHM 34 BPh3Ka 32 ChOOIIaBaHE HA MpeArojaracMu HeOJaronpusITHA

pCaAKIIUN:

IMoapoOHa uHbopMalrs 3a TO3H BETEpUHAPECH JICKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara TaHHU Ha
Cnto3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

Belgié/Belgique/Belgien
Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Tel : +33147 56 38 26

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ceska republika
Orion Pharma s.r.0.
Na Strzi 2102/61a,
Praha, 140 00

Tel: +420 227 027 263
orion(@orionpharma.cz

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Magyarorszag
Magyarorszagi képviselet:
Orion Pharma Kft,

1139 Budapest,

Pap Karoly u. 4-6

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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Deutschland
Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Tel : +33147 56 38 26

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Elrada

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Espaiia

Laboratorios e Industrias Iven, S.A.
C/ Luis I, 56-58

28031 — Madrid

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Nederland

Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Tel : +33147 56 38 26

Norge

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Orion Pharma Poland Sp. z o.0.
ul. Fabryczna 5A,

00-446 Warszawa

Tel: +48 22 833 31 77

Portugal

NePhar - Farma, Lda

R. Francisco Lyon de Castro, 28
2725-397 Mem Martins

Roménia

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883-RO

Tel: +40 31845 1646

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

MSD Animal Health S.r.1.
Strada di Olgia Vecchia snc
Centro Direzionale Milano Due
Palazzo Canova

20054 Segrate (MI)

Kvbmpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Slovenska republika
Orion Pharma s.r.o.
Na strzi 2102/61a,
Praha, 140 00, CR

Tel: +420 227 027 263
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Sverige

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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JIMCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUS JIEKAPCTBEH MPOAYKT

Rheumocam 5 mg/ml uHXEKIIMOHEH pa3TBOP 3a Ky4yeTa U KOTKH

2. CncTas
Bceku ml cpabpxa:

AKTHBHO BeLlECTBO
Meloxicam 5 mg

TlomMo1HO BelecTBo
Etanon (96%) 159,8 mg

buctsp xbaT pa3TBOp.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnayen BJIII

Kydera u xotku.

4. Iloka3anus 3a ynorpeda

Kyuera:

OO0iekuaBaHe Ha BH3MAICHUETO U 00JIKaTa, KAaKTO IPH OCTPH, TaKa U P XPOHUYHU MYCKYITHO-CKEICTHU
Hapymenus. HamansgBane Ha cienoneparrBHaTa 00JKa U BB3MAJCHNE B PE3yNITaT Ha OPTOTETUTHA
XUPYPTHUS ¥ XUPYPIHsl HA MEKUTE ThKaHH.

Korku:

HamansBane Ha criefonepatuBHaTa 0OJIKa CJie]] OBAPHOXUCTEPEKTOMUS U MO-JICKA XUPYPrUus Ha MEKHUTE
ThKaHHU.

5. IIporuBonokazanus

Jla He ce m3Mo3Ba NP )KUBOTHH, CTPAJAIX OT TACTPOMHTECTUHAIHN CMYIICHUS KaTO Bh3MaJIeHUE U
XeMoparus, HapyIleHa 4epHoIpoOHa, ChpcuHa Wiu ObOpevHa (QYHKITHS U XeMOParudHU HApYIICHMYS.
[a He ce M3MO03Ba MPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHITUS WM HSIKOW OT

CKCIIMIIMCHTHUTC.
I[a HEC CC U3MO0JI3Ba ITPU KUBOTHU IO 6 CCAMHUYHA Bb3PaCT U IPU KOTKU C Maca MO-MaJIKO OT 2 kg
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6. CnenuaJ Hu mpexynpexaeHus

CHCLII/IEIJ'IHI/I Opeanasii MCPKH 3a Oe3omacHa VHOTDC63 IOpH BUAOBCTC ) XMBOTHH, 34 KOWTO € NPCAHA3HAYCH
BJIIT:

[a ce u30srsa ynorpebaTa Ipu BCAKO AEXUAPATUPAHO, XUIIOBOJIEMUYHO MIIM XUIIOTEH3UBHO XHUBOTHO,
TBH KaTO CHIIECTBYBA MOTEHIHAJIEH PUCK OT PEHATHA TOKCUYHOCT.

Karo crannapTHa npakTHKa IIpy aHEeCTe3Hs1, TpsOBa Ja ce cuuTaT HabJII0AEHUETO U PUIAraHeTo Ha
TE4YHOCTH.

Bcesixa nepopasnna nociensaiia Tepanus ¢ MEIOKCHKaM WM IPYTH HECTEPOUIHH IPOTUBOBB3NAIUTEIHN
cpeactea (HCIIBC) ne TpsiOBa aa ce mpuiaraT npu KOTKH, Thil KATO HE Ca YCTAHOBEHH MOAXOISIIUTE
CXEeMH Ha MPUIIOKEHHUE 32 TAX.

CHCLII/IaJ'IHI/I Opeanasiy MCPKHU 3a Juiara, mpujaaraimy BETCPpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHUBOTHUTC!:

WHIMACHTHOTO CaMOMHXKEKTUPAHEe MOKE J1a TIpeIu3BrUKa 0oika. Xopa ¢ yCTaHOBEHA
cBpbxuyBcTBUTETHOCT KbM HCIIBC TpsiOBa 12 M30sATBAT KOHTAKT C BETEPHHAPHUS JICKAPCTBEH MPOAYKT.
[pu ciryyaitHo camonHKEKTHpaHe, He3abaBHO Jia ce IOThPCH MEIMIIMHCKH ChBET, KaTO Ha JieKaps ce
MPEI0OCTaBU JIMCTOBKATA 32 yHoTpeOa MM €THKETa Ha MPOTyKTa.

BpeMeHHOCT U JIaKTaIUs:

BesomacHaTa ynorpeba Ha BeTepUHAPHHUS JICKAPCTBEH MPOIYKT HE € I0Ka3aHa 110 BpeMe Ha OPeMEHHOCT U
nakrarnus. Jla He ce mpuiara npu OpeMeHHH 1 JTAKTHPAIIX )KUBOTHH.

BBaHMOHCﬁCTBHe C APpYI'M BETCPUHAPHH JCKAPCTBCHU MPOAYKTH U JPYTHU d)ODMI/I Ha B3aHMOHCﬁCTBHCZ

Hpyru HCIIBC, auypeTuiy, aHTHKOAryJIaHTH, aMUHOTJTMKO3UTHN aHTHOWOTHITH M BEIIECTBA C TOJIsIMA
CTETEH Ha CBbP3BAaHE Ha MPOTEMHUTE MOTaT J1a I0BEAAT A0 CBbP3BAHE, a CIEN0BATEIHO U 10 TOKCUYHH
edexT. BeTepuHapHUAT JeKapcTBEH NPOAYKT HE TPAOBa Ja ce npuiara eqHospeMeHHo ¢ aApyru HCIIBC
WY TIFOKOKOpTUKOCcTeporn. TpsiOBa 1a ce n30srea eTHOBPEMEHHOTO MPHIIAraHe ¢ MOTEHITHATHO
HepOTOKCHYHH JiekapcTBa. [Ipu )KMBOTHU B aHECTETHUUEH PHCK (T.€ Bb3PACTHHU KUBOTHH), TPsiOBa J1a ce
¥Ma MpeBHU MHTPaBEHO3HA WU MOJKOKHA (pIynaHa Tepanus mo Bpeme Ha aHecresusi. Koraro ce
npuiarar exnoBpemenHo anecresust 1 HCIIBC, He Moxke 1a ce M3KITFOUM PUCK 32 ObOpeuHaTa QyHKIUS.

[IpenmecTBaio TpeTupaHe ¢ NPOTUBOBB3MAIUTEIHN BEIIECTBA MOKE /1a IPUUNHHM JOIIBJIHUTEIHN WIN
MOBHUIIIEHH HEOIAronpHUsITHH PEaKUU 1 ChoOpa3Ho ¢ TOBa, TpsiOBa J1a ce Cra3u Neproi, CBOOOICH OT
MIpUJIaTaHeTo Ha TaKMBa BEeTEPUHAPHH JIEKAPCTBEHHU MPOIYKTH, Hali-Malko 24 yaca Mpeau 3al0yBaHe Ha

JICYCHHUCTO. HpI/I nepuoaa, CBO60,I[€H OT MCIUKaMCHTH, 063‘{6, TpH6Ba Ja C€ B3CMaT NpCABUI
(bapMaKOJ'IOFI/ILIHI/ITe CBOIICTBa Ha MNPOAYKTHUTC, U3NIOJI3BAHU IIPEAN TOBA.

IIpenosupane:
B ciryqait Ha ipeo3upane, TpssOBa 1a ce 3aro9YHe CHMIITOMATHYHO JICUCHHE.

OCHOBHH HEChBMECTHUMOCTH:

He ca u3BecTHH.
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7. HeOnaronpusiTHu peakuuu

Kyuera u xotku:

MHoro penku 3ary0a Ha areTuT, JICTapTus

(rmo-manko ot 1 mHa 10 000 TpeTupanu IMoBpbLIane, quapus, KPLB BbB (eKaauure!,
JKUBOTHH, BKITFOUUTEITHO M30JIMPAHU XEMOparuyHa Juapus’, XxeMareMe3a’, CTOMallHa s3Ba’,
CHOOIIEHUS): A3Ba B THHKUTE 4epBa’, sA3Ba B 1eOenuTe yepna’

[MoBumieHN YepHOIPOOHU EH3UMHU
brOpedna HeoCTaTHIHOCT
Anadunakronana peakuus’

'OkynTHa

2Te3u HEeONArONPUATHH PEAKIIUH CE ABABAT OOMKHOBEHO MPE3 IbPBATa CEJMMUIIA HA JICYEHHE U B IOBEYETO
CclIy4au ca IPEXOAHM U U34e3BaT Cjlel MPMKII0YBAHE Ha JICYEHHETO, HO B MHOTO PEKH CIIyYau MOraT Jia
ObIAT ceprO3HU WU (aTAIHHU.

3AKO BB3HUKHE TaKaBa PeaKiys, TpsAOBa 1a ce JIeKyBa CHMITOMATHYHO.

B cnydaii Ha HEOIArOMPHUSITHU PEaKIvH, ICUCHUETO TPAOBA Ja ce MPEKPaTH U JIa ¢e MOThPCU ChBET OT
BETEPUHAPEH JIeKap.

Cno0IaBaHeTo Ha HEOJArONPHUATHH PEAKIIMN € BYKHO. TOBA MO3BOJISABA HEMPEKHCHAT MOHUTOPUHT Ha
Oe30macHOCTTa Ha MPOAYKTA. aKo 3a0eNeKnuTe HAKaKBU HEOIaronpusaTHA PEaKI|H, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OIMMCAaHU B Ta3u JIMCTOBKA WX MUCIIUTE, Y€ BETCPUHAPHUSA JICKAPCTBEH ITPOAYKT HE
JIeicTBa, CBBPKETE CE MBPBO C BalllMs BETCPHHAPEH JIEKap. MOXKETE ChIIO 72 ChOOIIaBaTe
HEeOJIaroMpUATHH PEAKIIUH Ha MIPUTEKATEIIS HAa Pa3PEHICHUETO 3a ThPTOBUS WM MECTHUS MPEICTABUTEN
Ha IPUTEKATCIIA Ha pa3pCIICHUCTO 3a ThbPTOBUs, KAaTO U3IM0JI3BATC JAHHUTC 3a KOHTAKT B Kpas Ha Ta3u
JIMCTOBKA MJIM Ype3 BalllaTa HAl[HOHATHA CUCTEMA 3a ChoOIaBane: {TOAPOOHOCTH 3a HAIHOHATHATA
CUCTEMA}.

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

3a MOIKOKHO HHXKEKTHPaAHE (KydeTa U KOTKH).
3a UHTPABEHO3HO WHKEKTHpaHe (KydeTa).

Kyuera: eqnokpatHo npunoxkenue Ha 0,2 mg menokcukam/kg Tenecna maca (t.e. 0,4 ml/10 kg).
Kotku: eqaokpatHo npuinoxkenue Ha 0,3 mg menokcukam/kg tenecna maca (t.e. 0,06 ml/kg).
Hauun u meToa Ha IPUIIOKEHNE

Kyuera:

MycKyIJIHO-CKEJIETHH HapyLICHUS: €JHOKPATHO OAKOKHO HHKEKTUPAHE.

Rheumocam 1,5 mg/ml nepopanna cycnensus 3a Kkydera uian Rheumocam 1 mg u 2,5 mg tabnetku 3a
J'bBYCHE 3a KydeTa MOrar Ja ce M3I0JI3BarT 3a JiedeHue B 103a ot 0,1 mg menokcukam/kg TenecHa maca 24
Yaca cJefl Ipuiarane Ha MHKEKIHATa.

HamansiBane Ha cnegonepaTuBHaTa Ooska (3a mepuon Han 24 yaca): eAHOKPATHO HHTPABEHO3HO WIIN
TIOJTKOYKHO MHXKEKTHPAHE TIPEeId XUPYPrusi, HAPUMep 110 BpeMe Ha BhBEXK/AHE B AHECTE3HSI.
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Kotkn:

Hamansgsane na CJICO0NCpaTuBHATA Oonka CJIC OBAPUOXUCTCPCKTOMUA U MMO-MaJIKa JICKA TbKaHHa
XUPYpPruicCKa HaMecCa: CAHOKPATHO MMOAKOXHO MHXXCKTUPAHC MPEAU XUPYPrus, HAIIpUMEP IO BpEMEC Ha
BBBCKIAaHC B aHCCTC3UA.

9. CbBeTH 32 IPAaBUJIHOTO NPWJIATAHE HA MPOAYKTA

3a rapaHTUpaHe Ha MMPaBUJIHA JO3UPOBKA TelecHaTa Maca Tps0Ba J1a ce onpeesyd Bb3MOKHO Hal-TOUHO.
[IpenopbuBa ce Aa ce U3MoiI3Ba MOIXOAALI0 KAIHOPHUpaHO H3MEPBATEIHO 000pyIBaHE.

Ja ce n30srBa KOHTAMHHALMSA 110 BpeMe Ha yroTpeoa.

MaxkcumaaausaT Opoil mpodoxxaanus € 42 3a BCHUKH MPE3eHTALNH.

10. KapeHTHHU cpokoBe

He e npunoxumo.

11. ChenmnaJiHHU yCJOBHS 32 CbXpaHEeHHe

Ha ce cbxpansBa ganey oT NOrJieAa U Ha HEAOCTHITHY 32 Aella MecTa.

CrxpansBaiiTe (prrakoHa B KApTOHEHATA OTIAKOBKA.

Jla He ce u3Moa3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIE] N3TUYaHE Ha CPOKA Ha TOAHOCT, TOCOYEH
BBPXY KyTusaTa u ¢iakona cieq ['ogen 10/EXP. CpokbT Ha TOAHOCT OTrOBaps Ha IMOCIECIHHUS ICH OT TO3H
Mecell.

CpoK Ha TOJHOCT CJel IFPBOTO OTBApSHE HAa OMAKOBKATa: 28 THHU.

12. ChennaJIHU NpeANa3HA MePKH NPH YHUIOKABAHE

BerepunapuuTte nexapcTBeHH MPOTYKTH HE TPAOBA 1a ObJaT M3XBBPISHU YPe3 OTHAIHU BOIHU HIIM OUTOBH
OTHAABLU.

W3znomn3BaiiTe nporpaMu 3a BpbliaHe NPY YHUI0KABAHETO HAa HEU3II0JI3BaHU BETCpUHAPHU JIEKAPCTBEHH
MPOAYKTH WA OCTATBIH OT TSIX B ChOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCUYKH IPWIOKUMH HallHOHAIHU CHCTEMH 3a chOupane. Te3n MepKH IIe MOMOTHAT 3a Ola3BaHe Ha
OKOJTHAaTa Cpefa.

[onuTaiite Bamus BerepuHapeH jekap win papMaieBT KakK Ja YHUIIOKUTE HEHY>KHU BEeTepUHAPHH
JIEKapCTBEHU MPOAYKTH.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMPCAINMUCaHunC.
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14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/07/078/015 10 ml.

EU/2/07/078/016 20 ml.

EU/2/07/078/017 100 ml.

Pa3smepu onakosku: Exun ¢nakon ¢ odem 10 ml, 20 ml nm 100 ml.

He Bcuuku pasMepn Ha ommakoBKaTa Morar Ja Ob/aT MpeAsiaraHy Ha masapa.

15. [lara Ha nmocjieAHATA peJaKIUs HA TEKCTA

JJ/MM/TTTT

[MonmpobHa nHbopMals 3a TO3M BEeTEpUHAPEH JEKAPCTBEH MPOAYKT MOXKE Jia HaMepuTe B 6a3ara JIJaHHH
Ha Cpro3a otHocHO npoxykTute (https://medicines.health.europa.eu/veterinary).

16. /lanHwu 3a Bpb3Ka

IIpuTexxaTen Ha pa3peIIeHUETO 32 ThPTOBUS:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Wpnanauys.

Ten.: +353 91 841788

HDOI/IBBO,Z[I/ITCJ'I, OTroBap4Il 3a OCB060)K)_'[aBaHeTO Ha IMapTUuau:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Wpnannus.

Ten.: +353 91 841788

u

Eurovet Animal Health B.V.
Handelsweg 25, 5531 AE Bladel, Hunepnannus

u
Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Barcelona

MectHHN OpEACTAaBUTCIIN M JAHHHW 34 BPH3Ka 34 c1>06maBaHe Ha nmpéanojgaracMmn HC6J'IaFOHDI/IHTHI/I
pCaKIUN:

3a BCsAKaKBa I/IH(l)OpMaLII/IH OTHOCHO TO3U BETCPUHAPCH JICKAPCTBCH IMPOAYKT, MOJISI, CBBPIKETC CC C
MCCTHUS MPCACTABUTECII HA MMPUTCIKATCIIA Ha PA3PCIICHUCTO 34 ThbPrOBUs.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T:+32 3780 63 90

E: info.vet@kela.health

Peny0auka bnarapust
ASKLEP-PHARMA LIMITED,

Shop No 3 & 4

bl.711A, Lulin-7 complex, Sofia 1324,

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumiinster
Deutschland

Tel.: +49 4321 250 660

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

EArada

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Espaiia

Ecuphar Veterinaria S.L.U.

C/Cerdanya, 10-12 Planta 6°

08173 Sant Cugat del Vallés, Barcelona (Espana)

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: +32 3780 63 90

E: info.vet@kela.health

Magyarorszag
Alpha-Vet

1194 Budapest,
Hofherr A. u. 42.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: +32 3780 63 90

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788
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France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Teknofarma S.r.1.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvnpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Portugal

MEDINFAR- SOROLOGICO- PRODUTOS
E EQUIPAMENTOS, S.A.

Rua Henrique Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal

Romania

SC Montero Vet SRL
Str, Celofibrei nr. 25-27,
Bragadiru, llfov,
Romania

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788
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JIMCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUS JIEKAPCTBEH MPOAYKT

Rheumocam 5 mg/ml HHXEKIIHOHEH pa3TBOP 3a FOBeJa U CBUHE

2. CncTas
Bceku ml cpabpxa:

AKTHBHO BeLlECTBO
Meloxicam 5 mg

TlomMo1HO BelecTBo
Etanon (96%) 159,8 mg

buctsp xbaT pa3TBOp.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnayen BJIII

FOBCZ[S. (TCJ’IeTa n Miaagn I‘OBCZLa) 1 CBHUHC.

4. Iloka3anus 3a ynorpeda

T'oBenma

3a ynorpeba mpu OCTPU PECIIUPATOPHU MHQPEKITUY C TIOXOSIIA AHTUOMOTUYHA Teparus 3a HaMaIsIBaHe
Ha KIIMHAYHHTE MPU3HALN MIPH TOBEJIA.

3a ymoTpeba pu quapus B KOMOMHAIHS ¢ IIepopaiHa peXuapaTyupaia Tepans 3a HaMasiBaHe Ha
KIIMHUYHUTE MPU3HAIY [IPH TEJIEeTa Ha Bb3PACT HaJl €THA CeIMUIIA U MIIaTU HeJIAaKTUPAIIH FOBE/a.

3a obek9yaBaHe Ha MMOCTOIEpaTHBHATA OOJIKA Cliea 00e3pOTOBsBaHE HA TEJIETA.

CBune

3a ynorpeba mpu He3apa3HU ABUTATEIHN HAPYIICHUS 32 HAaMaIsIBaHEe HA CHMIITOMUTE Ha KyIIoTa U
BB3MAJICHHE.

3a obnekyaBaHe Ha ClieAoNepaTuBHA 00JIKA, CBhp3aHa C MallKa XUPYPrUYHA OTepalys Ha MEKUTE ThKaHH,
KaTo KacTpUpaHe.

5. IIporuBonokazanus

Jla He ce u3Moa3Ba NIpU )KMBOTHH, CTPAJIaIly OT HapyIlIeHa YePHOAPOOHA, Chp/IcUHA WK ObOpeUHa
(hyHKITUS ¥ XeMOParuyHUA HAPYIICHUS WK KBICTO UMa TaHHU 32 YJIIIEPOTCHHH raCTPOUHTECTHHATHH
MOpPaKEeHU .

Jla He ce u3Moa3Ba NPU CBPHXYYyBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS WIIM HIKOHU OT
EKCIIUITUECHTUTE.

IIpu nedenne Ha qUapus IpU TOBEAA, Aa HE CE U3IOJI3BAa HAa BB3PacT MO/l €IHA CeIMUIIA.

Ja He ce m3mos3Ba Mpu MpaceHIia mo- MaJIKH OT 2 JTHU.
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6. CrnenmaJHu npegynpexIeHus

CriernuaaHy peina3Hi MepKH 3a 6e3onacHa ynoTpeda Ipu BHOBETE XKHUBOTHH, 32 KOUTO € MPeAHa3HAYCH
BJIIT:

B cnyuaii Ha HEOMaronpusATHY PEaKIUK JICUCHUETO TPSOBA J1a CEe MPEKPATH U JIa CE MOTHPCH CHBET OT
BETEPUHAPCH JIeKap.

Jla ce u30sTBa yrorpebaTa pu MHOTO CHITHO JICXHIAPATHPAHU, XUITIOBOJICMUYHHU HITH

XUTNOTEH3UBHU )KUBOTHH, KOUTO U3UCKBAT MapEHTEpAHA PeXUApaTaIns, Thil KaTo

CBHINECTBYBA MOTCHIIUAICH PUCK OT PEHATHA TOKCUYHOCT.

JleueHneTo Ha MaJIKM TIpaceHIa mpeau kactpupane ¢ Rheumocam HamasiBa mocronepaTuBHaTa 6onka. B
ClTydYaif Ha He0OXOIMMOCT OT 00JIeKYaBaHE Ha 00JicKYaBaHe Ha OOJIKAaTa IO BpeMe Ha OIepaius, TpsAOBa Ja
O'bJIe TPUIIOKEH U TIOJXO/ISII aHECTETUK/CEAaTUB,

3a nma ce moyTyun Hali-100pHsIT Bb3MOXKHA e(PeKT Ha oOJIeKIeHHE cen onepanusaTa, Rheumocam tpsOBa na
ce pwiIoku 30 MUHYTH TIpeId XUpypruIHaTa HaMeca.

Tpertupanero Ha Tenerara ¢ Rheumocam 20 MuHyTH TIpein 00e3pOroBSIBaHETO HAMAIISBA
nocronepaTuBHara 0ojika. Camo Rheumocam HsMa 1a OCUTYpH ITOAXOIAIN0 00e300/IsIBaHE IO BpeMe Ha
mpoIeaypara 3a 00e3poroBsBaHe. 3a a ce MOIYyYH MOIXOAII0 00e300IsIBaHe TT0 BPEME Ha OTepaIusiTa, ¢
HEO0XOMMO €THOBPEMEHHO MpUJIaraHe Ha MOIXOJISIN aHATeTHK.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JulaTa, mpujaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHMBOTHHUTC:

VHIMIEHTHO CaMOMHKEKTHPaHe MOXKeE Ja IpeAu3BUKa 6oska. Xopa ¢ yCTaHOBEHa CBPbXUYBCTBUTEIHOCT
KBbM HECTepOuAHHU npoTuBoBb3nanutenanu cpeactsa (HCIIBC) tpsOBa na u30AreaT KOHTaKT ¢
BETEpPUHAPHHUS JIEKApCTBEH MPOTYKT.

[Ipu cityuaiiHO caMOMH)KEKTHUpaHe He3a0aBHO Ja Ce MOThPCU MEAULIMHCKY ChBET, KaTO Ha JIeKaps ce
NpEeAOCTaBU JIMCTOBKATA 32 YIIOTpeOa WK €TUKETa Ha MPOAYKTa.

BbpeMeHHOCT U JIaKTaIusL:

l'oBena: Mosxke na ce npuiara o Bpeme Ha OpeMEeHHOCT.
Cune: Moxe 1a ce mpuiara 1o BpeMe Ha OpEMEHHOCT | JIAaKTaIIHs.

BBaHMOﬂCﬁCTBHe C APYI'M BETCPUHAPHH JCKAPCTBCHU MPOAYKTH U JPYTHU d)ODMI/I Ha B3aHMOHeﬁCTBHCI

[a He ce mpuara CbBMECTHO C TITIOKOKOPTHKOCTEPOUAN, APYTH HECTEPOUIHH MTPOTHBOBB3MATIUTEITHU
CPEJICTBA VT aHTUKOATyJIaHTH.

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

OCHOBHU HECHhBMECTUMOCTH:

He ca usBectHH.
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7. HeOnaronpusiTHi peakuuu

T'oBena:

Yecrtu IMomyBaHe Ha MACTOTO HA HHXKEKTHpaHe!

(1 mo 10 Ha 100 TpeTHpaHu >KUBOTHH):

MHoro peaku ABadunakTonaHa peakuus’
(rmo-masko ot 1 Ha 10 000 TpeTrpanu
JKUBOTHU, BKJIFOUUTEITHO U30JUPAHU
CHOOIIECHUS):

' Cna6o ¥ mpexoaHo e MOAKOKHO IIPUIOKEHHE
2Moske 1a € cepro3Ha (BKIIOUUTEIHO C JIETaJeH U3X0M). AKO Bh3HMKHE TaKaBa PEakiys, TpAOBa 1a ce
JIeKyBa CHMIITOMATHYHO.

CBune:

MHoro peaku AnapunakronaHa peakiys'
(mo-manko ot 1 Ha 10 000 TpeTpanu
YKUBOTHH, BKJITFOUUTETHO U30JIMPaHU
CHOOIICHHUS):

"Mosxe na e cepro3Ha (BKIFOUMTEIHO C JI€TaJIEH U3X0M). AKO Bb3HUKHE TaKaBa peakiys, TpsAOBa 1a ce
JIeKyBa CUMITTOMATHYHO.

Cro0miaBaHeTo Ha HEOIATONPUATHHU PEaKIMU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTA. AKO 3a0€NIeKUTe HIKAKBU HEOIArONMPUSATHU PEAKITUH, BKIIOYUTECITHO 1
TaKWBa, KOUTO HE ca OIMCAHU B Ta3W JIMCTOBKA MJIM MUCITUTE, Y€ BETEpUHAPHUS JIEKAPCTBEH MPOJYKT HEe
JIeHCTBa, CBBPIKETE ce TBPBO ¢ Barus BerepuHapeH jekap. MoxeTe ChIIo J1a ChoOmaBaTe
He6HaI‘OHpI/I$[THI/I Pp€aKrun Ha MPUTEKATEIA Ha PA3PEHICHUETO 3a ThProBUsA NI MECTHUSA TPEACTABUTET
Ha IPUTEKATCIIA HA pa3pCIICHUCTO 3a ThbpPTOBUA, KATO U3I0JI3BATC JAHHUTE 3a KOHTAKT B Kpas Ha Ta3u
JUCTOBKA WM upe3 Baiara HarmoHanHa cucTeMa 3a ChoOIaBaHe: {TI0JpOOHOCTH 32 HAITMOHATHATA
CUCTEMA}.

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

T'oBenma

EnHOKpaTHO MOAKOKHO WM MHTPABEHO3HO MHXKEKTHpaHe Ha o3a oT 0,5 mg Menokcukam/kg TerecHa
Mmaca (1.e. 10 ml/100 kg TenecHa maca) B KOMOMHAIIUSA ¢ aHTHOMOTHYHA TEPAIHs WIH C TIEpOpaHa
pexuIpaTupaiia Tepamnysi, Cope/1 Cryqast.

CBuHe

JIBUraTesHu HAPYIICHUS

EnHokpaTHO HHTPaMyCKYJIHO MHXKEKTUpaHe Ha no3a oT 0,4 mg menokcukam/kg TeaecHa maca (T.€. 2
ml/25 kg TenecHa mMaca). Ako € HEOOXO0AMMO, IOBTOPHO IpUjIaraHe Ha MEJIOKCHKaM MOJKE J1a Ce HallpaBH
cien 24 gaca.

HamansBane Ha cineoneparuBHaTa 60Jka
EnHOKpaTHO MHTpaMyCKyJIHO MHXKEKTHpaHe Ha f03a oT 0,4 mg mMenokcukam/kg Tenecna maca (t.e. 2,0
ml/25 kg TenecHa mMaca) penu oneparms.
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9. CbBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

3a rapaHTHpaHe Ha NMPaBHUJIHA JTO3UPOBKA TeJecHaTa Maca Tps0Ba Jia ce ONpe/eld Bh3MOKHO HAW-TOYHO.
[IpemopbuBa ce J1a ce U3MoI3Ba MOIXOAANI0 KATHOPHUPAHO H3MEPBATEITHO 000py/IBaHE.

Ja ce n30sTBA KOHTAMHUHAITHS TI0 BpeMe Ha yroTpeoa.

10. KapenTHu cpokxoBe

T'oBena: Meco 1 BETpELIHHN OpraHu: 15 qHH.
CBHHE: MECO U BBTPEIIHN OPTaHu: 5 JHMU.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe

Ja ce cpxpansBa faned OT MoTJieia M Ha HEAOCTHITHY 3a JIelia MecTa.

To3u BeTepuHApPEH JEKAPCTBEH NPOAYKT HE M3UCKBA HUKAKBU CIICLIUATHU YCIOBHUS 3a ChbXPaHCHUE.

[a He ce U3Mo3Ba TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT CJIE] U3TUYAHE HA CPOKA HA TOJHOCT, TOCOYEH
BBPXY KyTusaTa u ¢iiakona cie ['ogeH 1o/EXP. CpoksT Ha FOJHOCT OTroBaps Ha MOCICIHUS I€H OT TO3H
Mecell.

CpoOK Ha TOJHOCT CJel1 IbPBOTO OTBApSHE HAa OMAKOBKATa: 28 MTHHU.

12. ChenunaJIHu NpeANa3HA MEePKH NPH YHUILOKABAHE

BerepunapuuTe nexapcTBEHH MPOTYKTH HE TPAOBa 1a ObJaT U3XBBPISHU YPe3 OTHAIHU BOIHU HIIM OUTOBH
OTHAaAbLU.

W3znon3BaiiTe nporpaMu 3a BpbliaHe NPU YHUI0KABAaHETO Ha HEU3II0JI3BaHU BETCPUHAPHU JIEKAPCTBEHU
MPOAYKTH WIJIA OCTATHIIN OT TSAX B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCUYKH IPWJIOKUMH HallHOHAIHU CHCTEMH 3a chOupane. Te3n MepKH Lie MOMOTHAT 3a OIa3BaHe Ha
OKOJTHATa Cpefa.

[onuTaiite Bamus BerepuHapeH jekap win (papMaieBT KaK JAa YHUIIOKUTE HEHY>KHU BEeTepUHAPHH
JIEKapCTBEHU IPOAYKTH.

13. Kiacupukanusi Ha BeTepHUHAPHHUTE JeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 10 JIEKapCKO Mpe/IicaHue.

14. Homepa Ha pa3pelnieHHeTo 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/07/078/018 20 ml.
EU/2/07/078/019 50 ml.
EU/2/07/078/020 100 ml

Pa3mepu onakoBku: Exun cThkiteH ¢uiakod ¢ ooem 20 ml, 50 ml wimm 100 ml.
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He Bcuuku paszMepn Ha ommakoBKaTa Morat Ja Ob/aT Ipesiarany Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

JJ/MM/TTTT

[MonmpoOHa nHbopMaIrs 3a TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOXKE Jia HAMepuTe B 0a3ara JJaHHH
Ha Cpbro3a otHocHO npoaykrute (https://medicines.health.europa.cu/veterinary).

16. /lanuu 3a Bpb3Ka

HDI/ITC)KaTeII Ha paspCiCHUCTO 3a ThPrOBHA:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Npnannus.

Ten.: +353 91 841788

IIpou3BoaMTEN, OTTOBAPSIIL 32 OCB060)KZIaBaHeTO Ha IMapTUuau:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

Telephone: +353 91 841788

u

Eurovet Animal Health B.V.
Handelsweg 25, 5531 AE Bladel, The Netherlands

"
Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Barcelona

MecTHU IpeACTABUTENN U JJAHHM 34 BPh3Ka 32 ChOOIIABaHE Ha MPEANoJaracéMyu HeOJaronpusaTHA
pCaKIUN:

3a BcakakBa HH(GOpMAIHI OTHOCHO TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C
MECTHHSI [IPEeICTAaBUTEN Ha MIPUTEXKATEIS Ha Pa3pelIeHHETO 38 ThPTrOBHSL.

Belgié/Belgique/Belgien Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd. Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea Loughrea

Co. Galway Co. Galway

Ireland Ireland

Tel: + 353 91 841788 Tel: + 353 91 841788

Peny0auka bnarapust Luxembourg/Luxemburg
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Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

E)ALGoa

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Espaiia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Magyarorszag

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Norge

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Osterreich

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Kvbmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Portugal

MEDINFAR- SOROLOGICO- PRODUTOS
E EQUIPAMENTOS, S.A.

Rua Henrique Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal

Romania

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788
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JIMCTOBKA

1. HanmeHoBaHHe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Rheumocam 330 mg, rpanynu 3a KOHE.

2. CbcraB

Bcesixo camme chabpika:

AKTHBHO BellIeCTBO

Meloxicam 330 mg

BrenoxbiTH rpaHyIy.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kose.
4. IToxa3zanus 3a ynorpeoda

OO0ekyaBaHe Ha BB3MAICHUETO U OOJIKaTa KAKTO PU OCTPH, TaKa ¥ MPU XPOHUYHH MYCKYITHO-CKEJICTHH
Hapymenus npu koHe ¢ terso 500 kg - 600 kg.

5. IIporuBonokazanus

Ja He ce mpuiara mpu OpeMEHHH ¥ JTAKTHPAITH KOOWIIH.

Jla He ce u3Mo3Ba NpU KOHE, CTPAAAIIHU OT FACTPOMHTECTHHAIIHN CMYIIICHUS KaTO Bh3MAJICHUE U
XeMOoparusi, HapylieHa 4epHOApoOHa, ChpJievHa Wik ObOpevHa QPYHKIHS U XeMOParndyHH HapyIICHNSI.
Ja He ce M3MO0I3Ba MPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHITUS WM HSIKOW OT
EKCIUTUCHTHTE.

Jla He ce u3Moa3Ba pU KOHE MO 6 CeMUYHA Bb3PACT.

6. CrnenmaJHu npexynpexIeHus

CrenyaiHy npeana3Hi MepkH 3a 0e30IacHa yImoTpeda Ipy BUIOBETE JKUBOTHHM, 32 KOUTO € IpeHA3HAYCH
BJIIT:

Ja ce n36sTBa ynorpedaTa Mmpu BCAKO AEXUAPATHPAHO, XUTTOBOJIEMHYHO WUIM XUIIOTEH3UBHO
’KUBOTHO, ThH KaTO CHIICCTBYBA MOTCHIIMANICH PUCK OT MOBUIIICHA PEHATHA TOKCUYHOCT.
C uen fa ce cBee 10 MUHUMYM PUCKa OT HEMOHOCUMOCT, IPOAYKTHT TPSIOBA J1a ce CMECBa C MIOCIH

dhypaxu.
To3u npoayKT e mpenHa3HavdeH 3a ynorpeda camo npu koHe ¢ terio mexxay 500 u 600 kg.
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CrenyanHy npearna3Hi MepKH 3a JIUIaTa, IPUIaraiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHUBOTHUTC!:

Xopa ¢ ycTaHOBEHA CBPHXUYBCTBUTEITHOCT KbM HECTSPOUIHHU MPOTUBOBB3MAIUTEIHU CPEICTBA
(HCIIBC) Tps6Ba na n30arsaT KOHTAKT C BETEPUHAPHUS JIEKAPCTBEH MPOTYKT.

[pu ciryyaiino moreliane, He3a0aBHO Ja ce MOThPCH MEJIUIIUHCKH ChBET, KaTO Ha JIeKaps Ce MPE0CTaBU
JUCTOBKATA 32 YIIOTpeOa WM eTUKETa Ha TIPOIYKTA.

BpeMeHHOCT U JIaKTalsL:

JlaboparopHuTe MpOydYBaHUs IPU TOBEAA HE TIOKAa3BaT HUKAKBY JIAHHU 32 TEPATOTEHHOCT,
(heTOTOKCHYHOCT MITH TOKCHYHOCT 3a Malikara. Hsma chOpanu nannu 3a koHe. [1o Ta3u npuinHa He ce
MPernophYBa MPUIIATAHETO MPH KOHE 110 BpeMe Ha OPEeMEHHOCT U JIAKTaIusl.

BzaumoneiicTBre ¢ Ipyru BEeTepUHAPHU JICKAPCTBEHU IPOJAYKTH U APYTH (OPMHU Ha B3aUMOICHCTBHE:

I[a HEC CC Ipujiara CAHOBPCMCHHO C TJIFOKOKOPTUKOUIU, APYTU HCCTCPOUIHU NPOTUBOBBINAIIUTCIITHU
Cp€AcTBa WM aHTUKOAr'yJIaHTH.

IIpenosupane:
B ciryqait Ha ipeo3upane TpsiOBa J1a ce 3all0YHe CHMITTOMATHIHO JICUCHUE.

OCHOBHHM HEChBMECTHUMOCTH:

IIpu nunca Ha TaHHU 332 CBBMECTUMOCT, TO3W BETEPHUHAPEH JIEKAPCTBEH MPOAYKT HE TPsOBa 1a Obae
CMECBaH C JPYTd BETEpUHAPHU JICKAPCTBEHU MPOIYKTH.

7/ HebsaronpusiTHu peakumun

Komne:

MHoro peaxu 3ary0a Ha aneTuT, JeTaprus

(mo-manko ot 1 Ha 10 000 TpeTupanu Juapwus', croManiam GOJIKH, KOJIHT
JKMBOTHH, BKIIFOYUTECIIHO U30JIMPaHU

Vprukapus'?, aHapuIaKTOMIHA PEAKIMS
CHOOIIICHHU):

'O6paTuma

2Jleka

3Mosxe J1a ca cepuo3HH (BKIKOUUTENHO C JIETaIeH U3X0/1). AKO Bb3HUKHE TaKaBa peakius, TpsAoBa 1a ce
JIEKyBa CHMITOMATHYHO.

CroOmiaBaHeTo Ha HEOIATONPUATHHU PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTEe HIKAKBU HEOIArONMPUsATHU PEAKITUH, BKIIOUUTEITHO 1
TaKWBa, KOUTO HE ca OIMCAHU B Ta3W JIMCTOBKA MJIM MUCITUTE, Y€ BETEPUHAPHUS JICKAPCTBEH MPOJYKT HE
JIeHCTBa, CBBPIKETE ce TBPBO ¢ Barus BerepuHapeH jekap. MoxeTe ChIIo Jia cChoOmaBaTe
HEOJIAarONPUATHYU PEaKIMU Ha IPUTEXKATEIS Ha Pa3PEIICHUETO 32 ThPTOBUS WIM MECTHHS MTPEICTABUTEI
Ha IPUTEKATEIIA Ha pa3pCIICHUCTO 3a ThbpTOBUA, KATO U3I0JI3BATC JAHHUTC 3a KOHTAKT B Kpas Ha Ta3u
JUCTOBKA WM upe3 Baiara HarmoHanHa cucTeMa 3a choOIaBaHe: {TI0JpOOHOCTH 32 HAITMOHATHATA
CUCTEMA}.
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8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE

[Ipunarane B xpaHa.

Jla ce mpunara cMeceH ¢ xpanara B 103a ot 0,6 mg/kg TenecHa Maca, €lMH BT JHEBHO, 0 14 1HU.
[IpoaykThT TpsiOBa na ce npudaBs KbM 250 T MIOCITH QypaXky, IPEAH XpaHEHE.

Besiko carire chabpika eiHa 103a 3a KoH ¢ Teriio Mmexay 500 u 600 kg 1 mo3ara He TpsiOBa aa ce pasaens
HAa TI0-MaJIKH JIO3H.

9. CbBeTH 32 NPABMJTHOTO NPHJIATAHE HA MPOAYKTA

3a rapanTHpaHe Ha MPaBIJTHA TO3UPOBKA TeJIeCHaTa Maca TPpsOBa Jja ce OIpeAeNd Bb3MOXKHO Hall-TOYHO.
[IpenopbuBa ce aa ce U3MoiI3Ba MOAXOAALI0 KAINOPHUpaHO H3MEPBATEIHO 000pyIBaHE.

[a ce n30srBa KOHTAMHHALMS IO BpeMe Ha yrmoTpeoa.

10. KapenTHu cpokxoBe

Meco u BBTpPCITHU OPTaHH: 3 JTHH.

He ce pa3pemasa 3a ynorpe0a npu JTaKTUPAIIN )KUBOTHHU, YAETO MIIIKO € PEAHA3HAUYEHO 338 KOHCYMAIHSI
OT XOpa.

11. ChennaJiHu yCJIOBHS 32 CbXpPaHEeHHe HA MPOAYKTA

To3u BeTepuHapeH JeKapCTBEH MPOAYKT HE M3UCKBA HUKAKBU CIIELIMAHU YCIOBHA 332 ChXpPaHEHNE.

[la ce cpxpaHsBa Jajied OT NMOTJIeAa U Ha HEAOCTHIIHU 3a JIela MecTa.

[la He ce u3non3Ba cieq U3THYaHe Ha CPOKa Ha FOJHOCT, IOCOYEH BhPXY KYTHUATA M YaHTa ciel ['oeH
10/EXP. CpokbT Ha FOJHOCT OTrOBaps Ha MOCJICIHUS I€H OT TO3H MECeIl.

Cpoxk Ha TOZHOCT cliesl pa3MecBaHe ¢ Miociu ¢pypaxu: [la ce u3mon3Ba BeaHara.

12. ChnennajaHu npeanasHu MePKHU MPHU YHUIII0KABAHE

BerepunapuuTte nexapcTBEHH MPOTYyKTH HE TPAOBa 1a ObJaT M3XBBPISTHU Ype3 OTHAIHU BOIU HIIH OUTOBH
OTIIAJIBIIH.

W3nonseaiite mporpaMu 3a BpbllaHe IPH YHUIIOXKABAHETO HA HEU3ITOJI3BaHU BETEPUHAPHHU JIEKapCTBEHU
MIPOJIYKTH WM OCTAaTBLM OT TSIX B ChOTBETCTBUE C M3UCKBAHMATA HA MECTHOTO 3aKOHOJATENICTBO U C
BCUYKH IPWIOKUMH HallHOHAIHU CHCTEMH 3a chOupane. Te3n MepKH Lie MOMOTHAT 3a ONa3BaHe Ha
OKOJIHATA Cpena.

[MonmTaiite Bamms BeTepuHapeH jekap win (papMalieBT Kak Jia YHUIIOKUTE HEHY>KHH BETepUHAPHH
JIEKApCTBEHU IIPOLYKTH.

13. Kiacupukanusi Ha BeTepHUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 10 JIEKapCKO Mpe/IicaHue.
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14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

EU/2/07/078/021 100 camera
EU/2/07/078/026 10 camiera.

Pasmepu omakoBku: 10 u 100 camera.

He Bcuukm paszMepn Ha OormakoBKaTa Morar Ja Ob/aT IMpeAsiaraHd Ha mas3apa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

J/MM/TTTT

[MonpoOua nHbopMaIs 3a TO3M BETEpUHAPEH JEKAPCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara JJaHHH

Ha Cpro3a orHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCuiCHUCTO 3a ThPTrOBHA W MPOU3BOAMTECII, OTTOBAPAIIL 34 OCBO60)KI[3B3HCTO Ha

napTHUau:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Wpnanauys.

Ten.: +353 91 841788

MectHHn OpEACTAaBUTCIIN M JAHHHW 34 BPH3Ka 34 c1;06maBaHe Ha nmpeanojgaracMmn He6J'IaFOHDI/IHTHI/I

pCaKIUN:

3a BcakakBa HH(GOpMAIHI OTHOCHO TO3H BETEPUHAPEH JIEKAPCTBEH MPOTYKT, MOJIS, CBBPIKETE CE C
MECTHUS MPEACTABUTEI HA PUTEKATENS HA PA3PEIICHUETO 32 ThProBUSL.

Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Magyarorszag
Chanelle Pharmaceuticals Manufacturing Ltd.
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Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

E)ALGoa

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Espaiia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Roménia

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

133



Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Italia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Kvnpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Suomi/Finland

Vet Medic Animal Health Oy
PL 27

FI-13721 Parola

Sverige

VM Pharma AB

Box 45010

SE-104 30 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788
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JIMCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUS JIEKAPCTBEH MPOAYKT

Rheumocam 0,5 mg/ml niepopaina cycreH3us 3a KOTKH.

2. CbcraB

Bceku ml cpabpxa:

AKTHBHO BeLIECTBO

Meloxicam 0,5 mg
ITomoHO BemecTBO

HaTtpueB 6eH3o0aT 1,5 mg

Fna;u(a CBCTJIOXKBJITA CYyCIICH3MH.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kotku.
4. IToxa3zanus 3a ynorpeoda

OO0ekuaBaHe Ha JieKa JI0 yMEPEHO CHITHA CJICJIONIEPaTHBHA O0JIKa U BH3MAICHUE CIIE] XUPYPrUIHU
WHTEPBEHIUH MPU KOTKH, HATIP. OPTONCANYHH OTICPAIH U XUPYPTHUS HA MEKUTE ThKaHMU.

Oo0nex4aBaHe Ha 0OJKaTa M BH3MAICHUETO MPU OCTPU U XPOHUYHHU MYCKYJTHO-CKEJICTHH HAPYIICHUS TIPH
KOTKH.

5. IIporuBonokazanus

[la He ce u3non3Ba pyu OPEeMEHHU U JIAKTHPAIY )KUBOTHH.

Jla He ce U3M0II3Ba IPU KOTKHU, CTPAIALIH OT FACTPOUMHTECTUHAIHYU CMYIIEHHS KaTo Bb3IaJCHUE U
XeMoparus, HapylieHa Y4epHOAPOOHa, ChplieuHa Wik ObOpedHa PyHKIHS U XeMOParuyHu HapyIeHHUI.
[a He ce U3M0M3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMSI MM KbM HSKOH OT
eKCIUTTUEHTHTE.

[la He ce u3noa3Ba Npy KOTKM Ha Bb3pacT Mo 6 CEAMHUIIN.

6. CnenuaJiHu mpexynpexaeHus

CrelnyaiHy npearna3Hd MepKH 3a Oe3omacHa yIoTpeda Ipyu BUIOBETE KUBOTHH, 32 KOUTO € IIPeJHA3HAYCH
BJIIT:

I[a ce n30srBa yHOTpC6aTa npu ACXUApPATHPAHU, XUIIOBOJICMUYHU WJIN XUIMOTCH3WBHU JXUBOTHU, Thi
KaTO ChbIICCTBYBa IMMOTCHINAJICH PUCK OT IIOBUIICHA PECHAJIHA TOKCUYHOCT.
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CrnenonepatuBHa 00JIKa U BB3NAIIEHUE CIIE XHUPYPTHYHH MTPOLIEAYPH:
B cnyuaii ye ce Hanara TOMBIHUTETHO O0JIeKUaBaHe Ha OOJKaTa, TPsiOBa Ja ce TIOMUCIIH 32
JOTBJIHATEIHA Tepamus ¢ APYT JECKapCTBEH MPOIYKT.

XPOHUYHH MYyCKYJTHO-CKEJIETHU HAPYIICHUS:
OTroBopbT Ha IBATOCPOYHA Tepanwus TPsiOBa Ja ce Mpocie/sBa Ha PeJOBHH HHTEPBAJIH OT BETEPUHAPEH
JeKap.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JuliaTa, nmpujaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHMBOTHHUTC!

Xopa ¢ ycTaHOBEHa CBPbXUYBCTBUTEIHOCT KbM HECTEPOUIHU MPOTUBOBB3NAIIUTEIHHU CPEICTBA
Tps0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHUS JICKAPCTBEH MPOIYKT.

IIpu cirygaitono morpiane, He3a0aBHO /1a ¢€ TOTHPCH MEIUIIMHCKH CHBET, KaTO Ha JICKaps ce
MPETOCTABH JUCTOBKATA MJIM €TUKETA HA TIPOIYKTA.

Yrorpeba no Bpeme Ha OPEMEHHOCT U JIAKTALIHS:

BesomacHocTTa Ha BeTepUHAPHHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha OPEeMEHHOCT U
naktauus. Buwkre Touka ,,IIpoTuBomnokazanus’.

BSHHMOHCﬁCTBHe C APpYI'M BETCPUHAPHH JCKAPCTBCHHU MPOAYKTH U APYTHU d)OI)MI/I Ha B3aHMOI[eI7[CTBHC:

Hpyru HCIIBC, nuypeTuiy, aHTHKOAryJIaHTH, aMUHOTJTMKO3UTHN aHTHOWOTHITH M BEIIECTBA C TOJIsIMA
CTEIIeH Ha CBbp3BaHE Ha IIPOTEMHHUTE MOTIaT Jia I0BEJAT A0 CBbP3BaHE, a CIEA0BATEIHO U 10 TOKCUYHU
pexuun. Rheumocam He Tpsa6Ba na ce npuinara eqHospemeHHo ¢ apyru HCIIBC nnn
TIIIOKOKOpTHKOCTepouan. TpsOBa a ce n304rea eAHOBPEMEHHOTO MIpUJIaraHe ¢ MOTEHIIUATHO
HEPPOTOKCHYHH BETCPUHAPHOMETUIIMHCKH TTPOTYKTH.

[IpenmecTBaio TpeTupaHe ¢ NPOTUBOBB3MAIUTEIHN CPEICTBA MOXKE Jja IPUUNHU TOTBIHUTEIHH WIH
MIOBHUIIIEHU HEONATONPHSTHU PEaKIIMU 1 ChOOPa3HO ¢ TOBa TPsiOBa J1a ce cras3u MepuoJ, CBOOOJIEH OT
MIpUJIaTaHeTO Ha TaKMBa BETEPHUHAPHOMEANIIMHCKH MTPOAYKTH, Hali-MaJIKO 24 Jaca Mpean 3arouBaHe Ha
neuenueto. [Ipu nepuona, cBoOoAeH OT TpeTupane, obaue, TpsiOBa 1a ce B3eMar NpeaABH
(hapMaKkoJIIOTMYHHUTE CBOMCTBA HA IPOIYKTHUTE, N3MOJI3BAHH TIPEIH TOBA.

IIpenosupane:

MeiokcukaM UMa TECEH JIMana3oH Ha JISKapCTBEHA 0€3011acHOCT NPU KOTKU U KIIMHUYHU IPU3HAIK Ha
npeao3upaHe MOXe J1a ce 3a0eJieKar Ipu CPaBHUTEIIHO HUCKH HUBA HA MPeI03UpaHe.

B ciydaii Ha npeno3upane HeOIaronpusTHATE peakinuy, 00sSICHEH! B TOUKa ,,HeOnaronpustau peakuun”,
ce o4akBa Ja ObaT 0-CEPUO3HHU U N0-4ecTH. B ciryuail Ha npeno3upane TpsOBa aa ce 3arouHe
CHUMIITOMaTHYHO JICUEHHE.

OCHOBHH HECHBMECTHUMOCTH:

[Ipu numnca Ha TaHHU 32 CBBMECTUMOCT, TO3M BETEPHHAPEH JIEKAPCTBEH NPOAYKT He TpsiOBa 11a Oble
CMECBaH C APYTH BeTepUHAPHU JIEKAPCTBEHH MPOAYKTH.

7/ HebsaronpusiTHu peakumun

Korku:
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MHoro peaku 3ary0a Ha areTuT, JIeTapTUs

(mo-manko ot 1 Ha 10 000 TpeTupanu [MoBpbluane, (uapus, KpbB BbB (ekamuure’,
JKUBOTHH, BKIFOUUTEITHO U30JIUPAHU XeMoparu4yHa quapusi, XxeMaTeMesa, CTOMAIIIHA 513Ba, A3Ba
CHOOLICHUS): B THHKHUTE YepBa, s3Ba B leOenTe uepBa

[MoBumieHN YepHOIPOOHU EH3UMHU
brOpedna HeOCTaTHIHOCT

'OkynrHa

Te3u HEOIATOMPUATHH PEAKIIMH B TTOBEUETO CITyYaH ca MPEXOHU U M3YE3BaT CJIe]] IPUKIIOYBAHE Ha
JICUCHUETO, HO B MHOT'O PEJIKH CIIy4au MOTaT Ja ObJaT CepHO3HU WK (haTaTHH.

B citydaii Ha HEOIAaroNpUsATHU pEakiiy JIEYSHUETO TPsIOBa J1a ce MPEKPaTH U 1a CE OTHPCH CHBET OT
BETEPUHAPEH JIEKap.

Cpo01maBaHeTo Ha HEONIArompHUATHH PEAKLUH € BaXXHO. ToBa 103BOJIsIBA HENPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eNe)KnTe HIAKAKBH HEOJIArONPUSITHU PEaKIMU, BKIIFOYUTEITHO U
TaKWBa, KOUTO HE Ca OIMMCaHU B Ta3u JIMCTOBKA WJIX MUCIIUTEC, Y€ BETCPUHAPHUA JICKAPCTBECH ITPOAYKT HE
JeiicTBa, CBbpPIKETE ce IbPBO ¢ Bamms BeTepuHapeH Jiekap. MoseTe chlIo 1a choOIIaBaTe
HeOJIaronpusaTHA PeakLUH Ha MIPUTEKATENs Ha Pa3peleHUEeTO 3a ThPTOBUS MM MECTHUS MIPEACTaBUTEN
Ha MPHUTEXKATEIS Ha pa3pelIeHNETO 32 ThPTOBUS, KaTo U3IOI3BATE JaHHHUTE 32 KOHTAKT B Kpasi Ha Ta3u
JIMCTOBKA WK 4pe3 Bamara HanmoHanHa cucTeMa 3a cho0maBane: {IoApoOHOCTH 32 HAIMOHAIHATA
CUCTEMA}.

8.  /lo3upoBka 3a BceKH BH/ *KUBOTHO, HAYHMHU U METO/] HA MPUJIOKEHHE
3a mepopaiHo MPUIIOKEHNE.

CaenonepaTiuBHa 60JIKa U Bb3NAICHUE CIIEA XUPYPTUYHH MPOLETYPH:

Cren mbpBOHAYaIHOTO jJeueHHe ¢ Rheumocam 5 mg/ml nHKEKIMOHEH pa3TBOP 3a KOTKHU MPOIBIIKETE
JiedeHneTo 24 yaca Mo-KbCHO C BETEPUHAPHUS JICKApCTBEH MPOAYKT B T03MPOBKa Ha Menokcukam ot 0,05
mg/kg tenecna maca (0.1 ml /kg). IlepopanHara mocnenBaia g03a MOXe J1a ce IpUiara eIuH mbT JHEBHO
(ma mHTEpBANIA OT 110 24 Yaca) 10 MaKCUMYM YETHPH JTHH.

OcCTpH MYCKYJIHO-CKEJIETHH HAPYLICHUSI:

[IppBOHAYATHOTO JIeUEHHUE € €THOKpaTHA MepopaiHa 1o3a Menokcukam ot 0,2 mg/kg Tenecna maca (0.4
ml /kg) Ha mbpBuUs AeH. JleueHneTo TpssOBa Aa ce MPOIBIKH BEIHBK JHEBHO Ype3 IEPOPATHO
npuinoxenue (Ha 24-4yacoBu HHTEpBaiH) B 103a Menokcukam ot 0,05 mg/kg renecHa maca (0.1 ml /kg)
JOTOTaBa, I0KaTO MPOAbKaBaT OcTpaTa 00JKa U Bb3MaJICHUETO.

XPOHUYHH MYCKYJIHO-CKEJICTHH HAPYIIICHHUS:

IIspBOHAYATTHO Ce TpMIIara nepopaiHo exuHuyHa f103a ot 0,1 mg Menokcukam/kg TenecHa maca (0.2 ml
/kg) nipe3 mbpBust AeH. JleueHneTo TpsOBa Aa MPOABIDKH SIUH BT JHEBHO Ype3 MEPOPATHO MpUIaraHe
(Ha 24 yacoBu MHTEpBaAIN) Ha moaabpikaia go3a ot 0,05 mg menokcukam/kg tenecuna maca (0.1 ml /kg).
KnuaudeHn oTroBop 0OMKHOBEHO ce HAOJI01aBa B paMKHUTE Ha 7 JHHU. JICUCHUETO TPAOBA 1a ce MpeKpaTH
Ha-KbCHO cien 14 qHH, aKo JIUTICBA ABHO KJIMHUYHO MOJ00peHMe.

Hauun n MCTOA Ha IMPHUJIIOXKCHUC

Jla ce npunara nmepopaiHO WA CMECEH C XpaHa, WK HallpaBo B ycTaTa.
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CrpurHIIOBKaTa MpUJIsATa Ha Jo3aTopa Ha OyTHIIKaTa M MMa CcKaJia 3a M3MEpBaHe Ha TejecHaTa Maca B kg,
KOSTO ChOTBETCTBA Ha j03ara Mejokcukam ot 0,05 mg/kg Tenecna maca. Ciie10BaTeIIHO 3a 3al0YBaHE Ha
JICYCHUETO Ha XPOHUYHU MYCKYJTHOCKEJICTHU HApPYIICHMsI, B IbPBUS JCH IIIe TPsiOBa Ja ce MPUIIOXKH J1Ba
IBTH JI03aTa 3a MOJIbPIKAIIO JICUeHHE. 32 3aII0YBaHEe Ha JICUCHUE Ha MYCKYJTHOCKEICTHA HApYIIICHUS B
octpa Gopma, TIpe3 MPBHS JICH IIie TPIOBa Jia ce MPHIIOKH 4 IIHTH J03aTa 3a TOAbPKAIIIO JICUCHHE.

Ja ce pazkiamma qodpe npenu ymorpeoa.

9. CbBeTH 32 IPaBUJHOTO MPWJIATAaHE HA MPOAYKTA

3a rapaHTHpaHe Ha MPaBIIIHA TO3UPOBKA TEJIECHATa Maca TPsIOBa Jla Ce ONPEAeITd Bb3MOXHO HAl-TOYHO.
[IpenopbuBa ce j1a ce U3MoI3Ba MOIXOAIII0 KATHOPUPAHO U3MEPBATEIHO 00opyBane.Mots,
BHUMATEITHO CJIeIBaliTe MHCTPYKIIMUTE HA BETCPUHAPHUS JICKap.

Moutst, BHUMATEITHO CJICJBANTE HHCTPYKIIMUTE HA BETCPUHAPHUS JICKap.

Ja ce n30sTBa 3aMBpCIBAHE IO BpeMe Ha yroTpeda.

10. KapeHTHHU cpokoBe

He e npunoxxumo.

11. ChenmnaJiHu yCJOBHS 32 CbXpaHEeHHe

[la ce cpxpaHsBa janed OT IOIJIeAa U Ha HEJOCTBIIHM 32 JIela MeCTa.

To3u BeTepuHApEH JIEKapCTBEH IPOILYKT HE U3UCKBAa HUKAKBY CIELIMAJIHU YCIIOBUSA 33 ChbXpaHEHHUE.

[la He ce u3noa3Ba TO3M BETEPHHAPEH JIEKAaPCTBEH MPOIYKT CIEA N3THYAHE HA CpOKa Ha TOAHOCT, TOCOYEH
BBbpXY KyTusta u Oytunkara cieq 'OJEH JO/EXP. CpokbsT Ha roOJHOCT OTroBaps Ha MOCIECTHHUS ACH OT
TO3H MECEIL.

Cpok Ha TOJHOCT ciie/l IbPBOTO OTBAPSTHE HA OMAKOBKATA!

3 ml, 5 ml OyTuinka: 14 nan.

10 ml u 15 ml Oy Tunku: 6 Meceria.

12. ChnennajaHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BeTepI/IHapHI/ITC JICKAPCTBCHU NNPOAYKTHU HC TpH6Ba Ja 6’LZ[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WU OuTOBU
OTIaabIu.

W3nonseaiiTe mporpaMu 3a BpbIIaHe IPH YHULIOKABAHETO HA HEU3IIOJI3BaHU BETEPUHAPHH JIEKapCTBEHU
IIPOJYKTU UM OCTAaTBLM OT TSIX B CbOTBETCTBUE C M3UCKBAHMATA HA MECTHOTO 3aKOHOJATENCTBO U C
BCUYKH NPWIOKUMHE HAIIHOHAHN CHCTEMH 3a chOHMpane. Te3u MepKH Iie TOMOTHAT 3a Ola3BaHe Ha
OKOJIHATa Ccpena.

[MonmTaiite Bammst BeTepuHapeH jekap win ¢papMaleBT Kak Jia YHUIIOKUTE HEHYKHH BETepUHAPHH
JIEKAPCTBEHU IIPOLYKTH.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCANUCaHunC.
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14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/07/078/022 10 ml.

EU/2/07/078/023 15 ml.

EU/2/07/078/024 3 ml.

EU/2/07/078/025 S ml.

Pa3mepu onakoBku: byTuika ¢ o6em 3 ml, 5 ml, 10 ml mim 15 ml ¢ 1 ml MmepuTeHa CIPUHIIOBKA.

He Bcuukn PasMEpu Ha OIMaKOBKATa MOrat Ja 6’L,I[aT nmpeajlaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

JJ/MM/TTTT

[MoapoOua uHpOpMAaIKs 32 TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J1a HAMEpUTE B Oa3ara JaHHH
Ha Cbro3a orHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCuiCHUCTO 3a THhPTrOBHA W MPOHU3BOAMTCII, OTTOBAPAIIL 34 0CBO60)K,I[aBaHeTO Ha
HapTUau:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Hpnannus.

Ten.: +353 91 841788

MecTHH IpEICTABUTESIN U IAHHU 3a BPh3Ka 3a cso6maBaHe Ha mnmpeanojgaracMmn HGGH&I‘OHDI/IHTHI/I
pCaAKIIUN:

3a BcakakBa HH(GOpMAIHI OTHOCHO TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C
MECTHHSI [TPEICTAaBUTEN Ha MPUTEXKATENS Ha Pa3pelIeHHeTo 3a ThPrOBHSL.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T:+323 780 63 90

E: info.vet@kela.health

Penyb6smmka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: +353 91 841788

Ceska republika
Orion Pharma s.r.0.
Na Strzi 2102/61a,
Praha, 140 00

Tel: +420 227 027 263
orion(@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumiinster
Deutschland

Tel.: +49 4321 250 660

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

E)ALGoa

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Espaiia
Fatro Ibérica S.L.

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: +32 3780 63 90

E: info.vet@kela.health

Magyarorszag
Tolnagro Allatgyogyaszati Kft.
7100 Szekszard, Rakoczi u. 142-146.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: +32 3780 63 90

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska
Orion Pharma Poland Sp. z o.0.
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Constitucion 1. PB 3
08960 Sant Just Desvern.
Barcelona. ESPANA

France

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

TélTel: + 353 91 841788

Hrvatska

IRIS FARMACIJA d.o.o.
Bednjanska 12,

10000 Zagreb

Tel: +385 (0)91 2575 785

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd..,

Loughrea,

Co. Galway,

IE - Ireland.

Tel: +353 91 841788

island

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Italia

Teknofarma S.r.l.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvnpog

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

ul. Fabryczna 5A,
00-446 Warszawa
Tel: +48 22 833 31 77

Portugal
Chanelle Pharmaceuticals Manufacturing Ltd..,
Loughrea

Co. Galway

IE - Ireland

TélTel: +353 91 841788

Roménia

Distribuit de:

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883-RO

Tel: +40 31845 1646

Slovenija

IRIS d.o.o.

Cesta v Gorice 8

1000 Ljubljana

Tel: +386 (0)1 2006650

Slovenska republika
Orion Pharma s.r.o.

Na strzi 2102/61a,
Praha, 140 00, CR

Tel: +420 227 027 263
orion@orionpharma.sk
orion@orionpharma.sk
Suomi/Finland
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Sverige

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Ireland

Tel: + 353 91 841788

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788
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