MNPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

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

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Enua ml ceaspixa:

AKTHBHA cy0OCcTaHIMA:
Meloxicam 1,5 mg

Excuunuenru:
Hatpues 6enzoat 5 mg

3a bJICH CIIUCHK HA CKCIUMITUEHTUTE, BHXK T. 6.1

3. DAPMALEBTUYHA ®OPMA

[lepopanna cycrieH3usl.

4, KIIMHNYHU JAHHHA

4.1 BwupaoBe :KMBOTHH, 32 KOUTO € npeanaznayed BMII

Kyuera.

4.2 TepaneBTHYHHU MOKA3AHUSI, ONIPE/IeJIEHH 32 OTACTHUTE BUI0BE KUBOTHU

OObnex4aBaHe Ha BH3MAICHUETO W HAMANsIBaHEe HA OOJIKaTa KaKTO MPU OCTPH, TaKa U PU XPOHUYHH
MYCKYJTHO-CKEJIETHU HapyLIEeHUs MPH Ky4eTa.

4.3 TIpoTuBOMOKA3aHHUS

[a He ce m3noa3Ba Ipy OpEMEHHH 1 JIAKTHPAIIHX KUBOTHH.

[a He ce m3Mo3Ba pH )KUBOTHH, CTPAJAIIX OT TACTOMHECTHHAIHN CMYIIIEHUS KaTO Bh3MaJICHIE 1
XeMoparus, HapylleHa 4epHoIpoOHa, ChpcuHa Wi ObOpevHa (DYHKIIHS U XeMOPAarudHU HApYIICHMS.
Jla He ce m3moa3Ba IpH CBPHXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIINS WIIA KbM HIKOW OT
eKCIUTTHEeHTHTE.

Jla He ce u3M0J3Ba IPU Ky4deTa Ha Bh3pacT MoJI 6 CeJMUIIH.

4.4 CneumajHM Npeana3Hu MepKH 32 BCeKU BUJ )KUBOTHH, 32 KOUTO e npeaHa3zHayed BMII
Hswma.

45 CpoeuuajJJHu MpeANa3Hd MepPKH NMpH ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

Ja ce u30srBa ynorpebara npu JeXuIpaTHPaHH, XUIIOBOJIEMUYHHU WIN XUIIOTEH3UBHH KUBOTHH, Thil
KaTO CHIIECTBYBA MOTCHIIMAJICH PUCK OT ITOBHIIEHA PEHATHA TOKCUYHOCT. TO3M MPOIYKT 3a KydeTa He
TpsIOBa J1a ce M3MO3Ba MPU KOTKH, Thil KATO HE € MOAXOAIN 32 YIOTpeOa MpH TO3U B[ )KUBOTHH.
ITpum xoTkH TpsiOBa na ce nznomea Rheumocam 0,5 mg/ml nepopanna cycnensus 3a KOTKH.



CHCQI/IaHHI/I npeanasHi MCPKH 3a JiMlaTra, npujaaraiii BETCPUHAPHOMEIUITMHCKYA IIPOJAYKT HAa )KUBOTHUTEC

Xopa ¢ ycTaHOBEHa CBPbXUYBCTBUTEIHOCT KbM HECTEPOUIHU MTPOTUBOBB3NAIUTEIHU CPECTBA
TpsI0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.

IIpu cygaitHo morabITane, He3abaBHO Ja CE MOTHhPCH MEIUITMHCKH CHBET, KaTO Ha JIEKaps ce
MPEIOCTaBH JTUCTOBKATA MJIM €TUKETA HA TIPOIYKTA.

4.6 HebnaronpusTHU peakiyuu (4ecTOTA U BajKHOCT)

[onsikora ce cpoOIIaBa 3a HEOIATONPHUATHU PEaKUH, THITMYHH 32 HECTEPOUIHH
NPOTHBOBB3MAIUTEIHU CPEICTBA, KAaTO 3ary0a Ha aneTHT, MOBPhILAHEe, AUAPUs, CKPUTO OTJIENISHE HA
KPBB B U3NPAKHEHUTA, JeTaprisi 1 O0bOpeuHa HelocTaThYHOCT. B MHOTO pejiku ciydaun ce cho0miaBa
3a XeMOparuiHa Juapusi, XeMacTa3H, CTOMAIIHO-YpEBHA S3Ba U MOBHUIICHN YEPHOIPOOHU CH3UMHU.

Te3n H66HaFOHpI/I$ITHI/I pCaKkiumn Ce€ ABABAT 0OMKHOBEHO IIpe3 MmbpBaTa CCAMUIIA HA JICHCHUC U B
IMMOBCYCTO ClIydau Ca NPEXOJHH U N3UC3BAT CJIC IIPUKIIOYBAHE HA JICHCHUCTO, HO B MHOI'O PEJIKHU
ClIy4dau Morat aa 6’L,HaT CCPHUO3HU TN q)aTaJ'IHI/I.

B cirydaii Ha HeOIaronpusATHU peakiyy, JICYSHUETO TPSAOBa Jia ce MPEKPATH U JIa ce TIOThPCU CHBET OT
BETEPUHAPHUS JIEKAP.

YecToTaTa Ha HEOIArOMPUSATHUTE PEAKLIUH CE ONPEAENIs Upe3 ClleAHaTa KIIaCU(UKALHL:

- MHOrO 4ecTH (moBede oT 1 Ha 10 TpeTupaHu )KUBOTHH, MIPOSBSIBAILY HEOIATONPHUATHI PEAKIINN))
- gyecTH (oBeue oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-Manko oT 10 xuBoTHU Ha 1000 TpeTupaHu )KUBOTHH)

- peaku (roBeue oT 1 HO mo-Maiko oT 10 xuBotHU Ha 10 000 TpeTHpaHu KUBOTHH)

- MHOTO pefku (1o Manko oT 1 skuBoTHO Ha 10 000 TpeTnpaHu KUBOTHH, BKIFOUUTEITHO H30IHUPAHU
CHOOIICHUS).

4.7 Ynorpe6a mo BpeMe Ha OpeMEeHHOCT U JIAKTAIMA

besonacHocTTa Ha BETepUHAPHOMEIUIIMHCKHS TIPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpEeMEHHOCT U
nakTauus (BUX Touka 4.3).

4.8 B3aumopneiicTBHe ¢ IPYIrd BeTEPUHAPHOMETUIMHCKN NPOAYKTH U Apyru ¢popmu Ha
B3auMO/JelicTBHE

Jpyru HECTepOHUTHU MPOTHBOBB3NAINTEIHN CPEACTBA, JUYPETHIH, aHTUKOATYJIAHTH,
aMUHOTJIMKO3UTHM aHTUOMOTHIIY U BEIECTBA C IoJisiMa CTETICH Ha CBhP3BaHE HA MPOTEUHUTE MOTAT
Jla TOBEJAT JI0 CBhP3BaHE, a CIEIOBATENHO U 10 TOKCHYHHU peakiun. Rheumocam ue tps6Ba ma ce
Tpujiara eTHOBPEMEHHO C IPYTH HECTEPOUTHN TPOTHBOBB3MATIUTEIHH CPEICTBA FITH
TTIOKOKOPTUKOCTEPOUIH.

[IpenmecTBaio TpeTupaHe ¢ MPOTUBOBB3MAIUTEIHNA CPECTBA MOXKE Ja IPUUNHU TOMBIHUTETHHA WITH
TIOBUIIIEHU HEOIArONIPUSITHU PEeaKIMy U ChoOpa3HO ¢ TOBa TPsOBA Jia Ce Cra3u Neproi, CBOOOIEH OT
MPHUJIATaHETO HA TAKWBA BETEPHHAPHOMEIMIIMHCKY IPOAYKTH, Hali-MaJIko 24 yaca Mpeau 3arouBaHe
Ha nedeHueto. [Ipu neprosia, CBOOOJICH OT TpETHPaHE, TPSIOBA Jla ce B3eMaT NpPEIBH/T
(hapMakoJIOTHYHKUTE CBONCTBA Ha BETCPUHAPHOMETUIIMHCKUTE TIPOTYKTH, H3MIOJI3BaHH ITPETH TOBA.

4.9 Jlo3a M HAYHH HA NMPUJIOKEHUE

[a ce paszknamia no6pe npeau ynorpeoda.

[la ce mpunara cMeceH ¢ XpaHa.

ITepBOHauaHO ce mpuiara eMHu4Ha 1032 ot 0,2 Mg menokcukam/Kg TenecHa Maca rpe3 mbpBUst
neH. JleuenueTo TpsOBa 1a MPOIBIDKU €IMH BT JTHEBHO Ype3 MEpOpaiHO MpuiiokeHune (Ha 24 yacoBu
MHTEpBaJIN) Ha Mo rbpakaiia no3a ot 0,1 mg menokcukam/Kg TenecHa maca.
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OcobeHo TpsOBa /1a ce BHUMaBa 3a TOYHOCTTA Ha JIO3UpaHE.

CycneH3usaTa MOXKe J1a ce MPUIIOKH ¢ MEpUTETHATa CripuHIIoBKa Rheumocam, mocraBeHa B
OITaKOBKaTa.

CrpuHIIOBKATA CE cllara Ha KarmkoMepa Ha OyTHIIKaTa M MMa CKaJia 3a TeJiecHaTa Maca B Kg, KosiTo
CHhOTBETCTBA HA MOJIbpIKaIaTa Jo3a. Taka, 3a 3aliouBaHe Ha TepalusiTa Mpe3 MbPBUs JIcH €
HEO0OXOMM J[Ba ITHTH HOIBPKAIIIH 00EM.

KinaudeH oTroBop 0OMKHOBEHO ce HaOJIr0/1aBa B paMKuTe Ha 3 — 4 nHu. JleueHHeTo TpsiOBa 11a ce
MpeKpaTy Hal-KbCHO cief 10 qHu, ako JTUTICBA SIBHO KIIMHUYHO OJ00peHue.

4.10 IIpeno3upane (CHMITOMH, CIIEIIHA MePKH, AaHTHI0TH), AKO € He00OX0IUMO
B ciydaii Ha npeno3upane TpsAOBa Aa ce 3ao4yHe CUMIITOMATHYHO JICYEHHE.
4.11 KapeHTeH cpoKoBe

He e mpunoxumo.

5. DPAPMAKOJIOI'NYHU OCOBEHOCTH

dapmakoTepaneBTHUHA Tpyma: [IpOTHBOBB3MAIMTEIHA U aHTUPSBMATHYHH MPOYKTH, HE ChIbPIKAIIU
crepouu (OKCHKaMH).
Berepunapaomenummacku Anatomo-Teparnesruaer Kox: QMO1ACO6.

51 ®apmakoguHAMWYHH CBONCTBA

MenoKCHKaMbT € HECTEPOUTHO IPOTHBOBB3NAIMTEIIHO CPECTBO OT Kilaca HA OKCHKaMHTE,
JeficTBAINO Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTAarjaH/I1H, IPH KOETO MPOsIBSBa
MIPOTUBOBB3IAINTEIHHN, aHAJITCTHYHY, aHTHEKCYJATUBHU M aHTHITUPETHYHH cBolicTBa. Hamanssa
JIeBKOIIMTHATAa MHMWITPAIMS BHB Bh3aJIeHaTa ThKaH. B 1mo-mMaika cTeneH chIno HHXHONpa KoJareH-
npean3BUKaHaTa TpoMOouuTHa arperanus. [IpoyuBanusta in vitro u in vivo mokassar, e
MEJIOKCUKaMbT HHXHOMpa nukiookcurenasa-2 (COX-2) B mo-royisiMa CTereH, OTKOIKOTO
muKinookcurenasa-1 (COX-1).

5.2 ®@apmakoKHHETHYHH 0CODEHOCTH

Pe3opOris
MeIoKCHKaMBbT C€ Pe30pOrpa HAIIBJIHO CJIC IEPOPATHO IPUIOKCHHE U MAKCUMAJIHH I1J1a3MEHH

KOHICHTpAUK C€ JOCTUTAT HpI/I6J'II/IBI/IT€J'IHO caca 7,5 yaca. Koraro MNPOAYKTBHT CC U3IOJI3BA CIIOPECH
MIperopbrYaHus pCKUM Ha JO3UPOBKaA, CTaOUIHO CHCTOSHUE HA MJIa3MCHUTE KOHIOCHTpAIllKU Ha
MCJIOKCUKaM C€ JOCTUTraT Ha BTOPUA JACH OT JICUCHHUCTO.

PasnpeneneHue
CrlmecTByBa IMHEHHA 3aBUCHMOCT MEXKTy IPUJIOKEHATa 1033 U HAOJIfo1aBaHaTa IIa3MeHa

KOHLIEHTpAlUs B TepaleBTHUHM Juana3oH Ha qo3upase. [Ipudnusutento 97% ot menokcukamMa ce
CBBp3Ba ¢ 1azMenuTe nporenHn. O6embT Ha pasznpenenenue e 0,3 1/kg.

MeTaboau3sM

MenokcukaMbT C€ OTKPHBA MPEIUMHO B TUIa3MaTa M ChIIO CE EKCKPETUPA TJIAaBHO Ype3 KIThYKATa,
JIOKaTO YpUHATA ChIIBPXkKA CAMO CIIEAU OT U3XOHOTO CheIMHECHUE. MENOKCUKaMbT ce MeTaboIn3upa
JI0 aJIKOXOJI, KHCEJIMHEH JICPUBAT M HAKOJIKO MOJIIPHA MeTa00NIUTH. BCHuky ri1aBHU METabOIUTH ca
nmokaszaiau (hapMaKoJOTHYHA HEAKTUBHOCT.

Enumunupane
MenokcukaMbT c€ eTMMUHUPA C TIEpHoJT Ha rmonrypasnaf oT 24 gaca. [Ipubnmusurenso 75% ot

MMPpUJIOKCHATA 1034 CC CJIIMMUHUPA YPC3 UMNPANKHCHUATA, A OCTATBKbT-YPC3 YpUHATA.
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6. OAPMAIIEBTUYHU OCOBEHOCTH
6.1 Chnucbk HA eKCHHUIIHEHTHTE

3axapuH HaTpHH

Hatpuesa kapOOKcHIMETHIT LIETy1032
CwnieB IBYOKHUC, KOJIOUIAICH

JInmmoneHa KHCEJIMHA, MOHOXHJIpAT
Copburon, pa3TBop

HunatpueB xuznporeH gocdar goaekaxuapat
Harpues 6enzoar

Apomart Ha MeJ

6.2 OCHOBHHM HECHLBMECTHMOCTH
He ca u3BecTHH.
6.3 Cpok Ha rogHocT

Cpok Ha rOZHOCT Ha KpaiHUS BETEPUHAPHOMEAULUHCKH IPOIYKT: 2 TOANHHU.
Cpok Ha TOJHOCT ciie/l MbPBOTO OTBApsTHE HAa MbPBUYHATA ONAKOBKa: 6 Mecela.

6.4. CroenuajaHu ycJIOBHS 32 CbXPaHeHHEe HA MPOAYKTa

To3u BCTCPUHAPHOMCIUITUHCKHA MMPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHN YCJIOBHA 3a CbXPaHCHUC.
6.5 Bwuau chbcTaB HA NBPBUYHATA ONMAKOBKA

15 ml GyTuika OT MOJMETUIICH ¢ BUCOKA IUTBTHOCT, YCTOWYMBA HA OTBApsIHE OT Jiela WK
nosmeTniieHoBa tepedranar oyruika ¢ ooem 42, 100 wiu 200 ml ¢ Tama, ycToiiunuBa Ha OTBapsiHE OT
Jiena, ¥ JIBe NOJUIPOIIICHOBA MEPUTEIHUTE CIIPUHIIOBKH: eMH 3a Majku Ky4era (no 20 Kg) u eaun
3a mo-rosiemu Ky4dera (1o 60 Kg).

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

6.6 ChoenmajaHu MepKH 32 YHUIIOKABAaHE HA HEM3MOJI3BaH NPOAYKT WIH OCTATHIM OT HEro
Bceku Hensnon3BaH BeTepUHAPHOMEAUITMHCKY POIYKT WIIM OCTaThLIM OT HETo, TpIOBa a ObIaT
YHUIIIOXKEHH, B ChOTBETCTBHE C M3UCKBAHMUATA HA MECTHOTO 3aKOHOIATEJICTBO.

7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEPA HA JINIIEH3A 3A YIIOTPEBA

15 ml: EU/2/07/078/004

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

100 ml: EU/2/07/078/002
200 ml: EU/2/07/078/003



9. JATA HA TBPBOTO U3JIABAHE / IIOJJHOBSIBAHE HA JIMIIEH3A 3A
YIOTPEBA

Jlata Ha TBPBO U3AaBaHe HA JTUIEH3 3a yrorpeba: 10/01/2008.
JlaTa Ha TIOCJIEHO MMOHOBSBAHE HA JIUIEH3 3a yroTpeda: 18/12/2012.

10. [JATA HA NOCJIEJHATA PEJAKLUSI HA TEKCTA

[MoxpoOHa uH(pOPMALIKS 3a TO3U BETEPHHAPHOMETUIIMHCKHI MPOAYKT MMa Ha yebcaiiTa Ha
EBpomneiickara arenius 1o jgekapcrara (http://www.ema.europa.eu)

3ABPAHA 3A ITPOJAXKBA, CHABISIBAHE U/UJIN YIIOTPEBA

He e npunoxumo.


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

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUA ITPOAYKT

Rheumocam 1 mg TabneTku 3a AbBYEHE 32 Ky4eTa.
Rheumocam 2,5 mg Tabnetku 3a AbBYEHE 32 Ky4YeTa.

2. KAYECTBEH U KOJIMYECTBEH CBHCTAB
Enwn TabneTka 3a 7HBYEHE ChIBPXKA!

AKTHBHA CyOCTaHIMA:

Menokcukam 1mg
Menokcukam 2,5mg
ExcuunuenTu:

3a IIBJIEH CIIUCHK Ha EKCUUIINEHTHTE, BIXK T. 6.1,

3. DAPMALEBTUYHA ®OPMA

TabneTku 3a THBYEHE.

breno xbaTu TabNIeTKH 3a IBBUCHE C €/1HA Pa3eIUTeIHa JINHNUS.

4. KJIMHUYHU JAHHU

4.1 Bupaose :KUBOTHH, 32 KOUTO € nmpeanazHayed BMII

Kyuera.

4.2 TepaneBTHYHH NMOKA3aHHUS, ONPe/ieJIeHH 32 OTAeJHUTE BHI0BE ;KUBOTHH

Ob6nexkuaBaHe Ha BH3MAICHUETO U HAMAJISIBaHE Ha OOJKaTa KaKTO IPY OCTPH, TaKa M MPH XPOHUYHHU
MYCKYJIHO-CKEJICTHU HapyIICHUS MPH Ky4eTa.

4.3 IlpoTuBONMOKA3aHUS

Jla He ce n3noa3Ba NpU OPEMEHHH U JIAKTUPAIIY )KUBOTHU.

Jla He ce M3MoJI3Ba MPH KUBOTHH, CTPAIAITN OT TACTOMHECTUHATHN CMYIIIEHUS, KaTO Bh3MaJICHUE U
XeMoparus, HapyIleHa 4epHoIpoOHa, ChpeuHa Wil ObOpevHa (QYHKITHS U XeMOPAarudHU HAPYIIICHYS.
Jla He ce M3Mo3Ba NPU CBPHXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIUS WIIH HAKOU OT
E€KCIIUITHEHTHTE.

Jla He ce M3MOJI3Ba IIPX KydeTa Ha BB3pacT Mo 6 ceamuiina Be3pacT wiu o 4 Kg temecua maca.

4.4 CneunuaJiJHu mpeana3Hu MepPKH 3a BCeKH BHJI KMBOTHH, 32 KOUTO e npeaHasnayen BMII
Hama.

45 CpeumajJHu MpeaAna3sHud MepPKH NMpH ynotpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

Ja ce n36sTBa ynorpedaTa Mmpu BCAKO AEXUAPATHPAHO, XUITOBOJIEMHYHO WM XUIIOTEH3UBHO KUBOTHO,
THH KaTO CHIIECTBYBA MOTEHITMAJICH PUCK OT MOBHIIIEHa OhOpeYHA TOKCUYHOCT.



CHCQI/IaHHI/I npeanasiy MCPKH 3a JiMara, npujaaraiii BETCPUHAPHOMEIUITMHCKYA IIPOJAYKT HA )KUBOTHUTEC

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEIIHOCT KbM HECTEPOUIHH POTUBOBB3NAIUTEIHI CPEICTBA
(NSAIDs) TpsiOBa a n304rBaT KOHTAKT C BETCPUHAPHOMETUIIMHCKHS TIPOIYKT.

B cry4aii Ha HHIIMIEHTHO NOTITBIIaHe He3a0aBHO Ja Ce MOThPCH MEIUINHCKN ChBET, KaTO Ha JIEKaps
ce IPeI0CTaB! JIMCTOBKATA 32 yHOTpeOa Miln eTHUKeTa Ha MPOIyKTa.

4.6 HebnaronpusaTHH peakiyuu (4eCTOTA U BajKHOCT)

[onsikora ce cpoOIIaBa 3a HEOIATONPUATHU PEaKMH, THTMYHH 32 HECTEPOUTHH
MIPOTUBOBB3MNAIUTEIHU CPENICTBA KAaTO 3aryda Ha alleTUT, HOBPbLIAHE, TUAPHsL, CKPUTO OTAEIISIHE Ha
KPBB B M3MPAKHEHUATA, JIeTaprud U Ob0PeYHa HEAOCTATHYHOCT.

B MHOrO peaku ciyuau ce cho0IIaBa 3a XeMOparuyHa Auapusi, XeMaTemMesa, CTOMAaIIHO-YPEBHA 53Ba U
MTOBHULICHU YE€PHOIPOOHU CH3UMH.

Te3u HeOMarompHUATHH PEaKIMH ce SBSIBAT OOMKHOBEHO MpE3 IbpBaTa CeMHUIIA HA JICYCHUE U B
MIOBEYETO CIIyYau ca MPEXOJHU U M3Ue3Bar cie]l IPUKII0YBaHe Ha JICYEHHETO, HO B MHOTO PENIKH
CJIydad MOTaT Jja ObJaT CepHO3HU WK (aTaTHH.

B ciydaii Ha HeOJIaronpUsATHU peakiyy, JIYUSHHETO TPSAOBa Jia ce MPEKPATH U JIa Ce TIOTHhPCU CHBET OT
BETEPUHAPHUSI JIEKAP.

YecToTaTa Ha HEOIArONMPUSATHUTE PEAKLIUH CE ONPEAENI Upe3 ClleHaTa KIaCU(HUKAIH:

- MHOrO 4ecTH (moBeue ot 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBIBAILN HEOJIATONPUSTHU PEaKLNN)

- yecTH (oBeue oT 1, Ho mo-mainko ot 10 xxuBoTHH Ha 100 TpeTHpaHU )KUBOTHH)

- He yecTH (moBeye ot 1, Ho mo-Maiko oT 10 xxuBoTHU Ha 1000 TpeTUpaHu )KUBOTHH)

- peaxu (roBeue ot 1 Ho mo-Maiko oT 10 xuBoTHU Ha 10 000 TpeTHpaHu KUBOTHH)

- MHOTO pefku (1o Manko oT 1 xuBoTHO Ha 10 000 TpeTnpaHu KUBOTHH, BKIIFOUUTEITHO H30IHPAHU
CHOOIIICHUS).

4.7 Ynorpe0a no BpeMe Ha OpeMEeHHOCT U JIAKTALMSA

BesomnacHaTa ynorpeda Ha BeTepHHAPHOMETUIIUHCKHSI TIPOLYKT HE € JJOKa3aHa o BpeMe Ha
OpeMeHHOCT M JTakTarus (BrK Touka 4.3).

4.8 BzauMojeiicTBHE ¢ IPYrd BeTePHHAPHOMEIMIMHCKH NMPOAYKTH U APYru GopmMu Ha
B3auMoOJelicTBHE

pyru HeCTepOuAHU NPOTUBOBB3NAIUTEIIHU CPECTBA, AUYPETUIIN, AHTUKOATYJIAaHTH,
aMUHOTJINKO3HUIHA aHTHOMOTHUIIA U CPENICTBA C TOJIsIMa CTETICH Ha CBBhP3BaHE HA MPOTCHHHUTE MOTAT Ja
JIOBEJIAT JI0 CBbP3BaHe, a CJIe0BATEIHO M 0 TOKCHYHH edekTr. Rheumocam ue Tps6Ba 1a ce
MpuiIara e IHOBPEMEHHO C IPYT'H HECTEPOUIHH MPOTUBOBB3NAIUTEIHU CPEICTBA WIH
TTFOKOKOPTHKOCTEPOU/IH.

IpeaiecTBamio TpeTUpaHe ¢ MPOTUBOBB3MATUTEIHN CPECTBA MOXKE Ja IPUUMHH JOMBIHUTEITHU HITH
MOBHILICHU HEOIArONPHUITHN PEeaKIMU U ChOOpa3HO ¢ TOBA TPsOBa J1a Ce Cra3u Ieprol, CBOOOEH OT
NPUJIAraHeTO Ha TAaKWBA BETCPUHAPHOMEAUIIMHCKH POIYKTH, Hali-MaJIKo 24 daca mpeju 3armoyBane
Ha neueHueTo. [Ipu nepro/a, CBOOOJCH OT METUKAMEHTH, TPSIOBA 1a Ce B3eMaT MPEIBHT
(hapMaKoJIOTHYHUTE CBONCTBA HA BETCPUHAPHOMETUIIMHCKUTE TIPOYKTH, U3MOJI3BAHH MTPETH TOBA.

4.9 Jlo3a M HAYMH HA NPUJIOKEHUE

[TepBoHauaHO ce mpuiara eauHn4Ha 103a ot 0,2 mg menokcukam/Kg TenecHa Maca mpe3 mbpBHUst
JICH.

Jleuenuero TpsiOBa 1a Ce MPOIBIDKH SIUH BT JTHEBHO Ype3 MepopalIHO npuiarane (Ha 24 4acoBu
MHTEpBaJM) Ha oaabpxaiia 1o3a ot 0,1 mg menokcukam/Kg TernecHa maca.



Bcska Tadserka 3a 1pbBUEHE ChabPka 1 mg uian 2,5 Mg MEJTOKCHKaM, KOeTo OTrOBaps Ha THEBHATA
MO UTBpIKAIIA 1034 33 KY4e C Maca Ch0TBETHO 10 Kg 1 kyue ¢ maca 25 Kg.

Bcska tabserka 3a 1bBUEHE MOXKE Ja Ce Paszaenu C 1en J03uPaHe CropPe UHIUBHIYaTHATA TENECHA
Maca Ha XUBOTHOTO. Rheumocam tabneTku 3a A-BUEHE MOKE J1a Ce TPuiarar C uiu 6e3 Xpaxa, Te ca
apoOMAaTH3MPAHH U CE NPUEMAT JO0OPOBOIHO OT KY4EeTara.

Cxema Ha n03upane Ha NOIbPKAIIATA 103!

TemecHa maca Bpoii TabmeTku 3a apBueHe | 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

Mosxe na ce momucid 3a ynorpeba Ha Rheumocam niepopaina cycrnieH3us 3a Ky4era 3a OIlle 1Mo-
NPEIU3HO J03UpaHe. 3a Kydera, TeKallu mo-mMaiko ot 4 kg, ce mpenopbuBa ynotpedara Ha
Rheumocam niepopaina cycrneHsus 3a KyJera.

Knuanden otroBop oOMKHOBEHO ce HabmoAaBa B paMkute Ha 3—4 nuu. Jleuenuneto TpsiOBa aa ce
npekpatu Hal-KbcHO ciex 10 1HU, aKo JMIICBA SIBHO KIIMHUYHO 1MO00peHHe.

4.10 Ilpeno3upane (CHMITOMHU, CIIEIIH MePKHU, AaHTHI0TH), AKO € He00OX0AUMO
B cnyuait Ha mpeno3upane TpsiOBa Jja ce 3aroyHe CUMIITOMAaTUYHO JIEYCHHUE.
4.11 KapeHTeH cpokoBe

He e mpuioxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoreparneBTHYHA rpymna: [IpoTHBOBB3NATUTETHA H aHTUPEBMATHYHH TIPOIYKTH, HECHIBbPIKAIIN
crepouu (OKCHKaMH).
Berepunapnomenunacku Anatomo-Tepanesruaer Koga: QMO1ACO6.

51 ®apmakoguHAMWYHH CBOMCTBA

MenoKCHKaMbT € HECTEPOHIHO POTHBOBB3MATUTEIHO CPECTBO OT KJlaca Ha OKCHKAMHUTE,
JefCTBAIIO Ype3 HHXUOUpaHe CHHTE3a Ha MPOCTAarIaH/MH, TIPH KOSTO MPOsBsIBa
HPOTHBOBB3NAIUTEIHH, aHAITCTUYHH, aHTHEKCYIaTHBHYU U aHTUITMPETUYHH cBOiicTBa. HamainsBa
JIeBKOIIMTHATAa MH(UIITPAIIMS BbB Bh3MaJICHAaTa ThKaH. B 1Mo-Majka CTeneH ChIllo HHXHOMpa KOJareH-
npean3BUKaHaTa TpoMOonuTHa arperanus. [IpoyuBanusita in Vitro u in Vivo mokassar, 4e
MEJIOKCUKaMbT HHXHOMpa nukiookcurenasa-2 (COX-2) B mo-rosisiMa CTENeH OTKOJIKOTO
uknookcurenasa-1 (COX-1).

5.2 ®dapmMakoKHHETHYHH 0COOEHOCTH

AOcopouus
MenokcuKaMbT ce abcopOrpa HATBIHO CJIe TIEPOPATHO MPHIaraHe i MaKCUMAITHH MIa3MEHU



KOHIICHTPAITUH CE IOCTHUTAT MPHOIU3UTETHO cex 4,5 gyaca. KoraTto mpoayKThT ce H3I0I3Ba CIIOpE
MIPETIOPBIAHMS PEXKUM Ha TO3UPOBKA, CTAOMITHO CHhCTOSHUE HA IUIA3MEHUTE KOHIICHTPAITUH Ha
MEJIOKCHUKAM C€ JOCTUTaT Ha BTOPHS JCH OT JICUCHUETO.

Pasnpenenenue
CrlnecTByBa IMHEHHA 3aBUCHMOCT MEXKTy PUIIOKEHATa 1033 U HAaOJIfo1aBaHaTa IIa3MeHa

KOHIICHTPAIMS B TEpANleBTHYHUS JHana3oH Ha qo3upane. [Ipubausurento 97% OoT MeJTOKCHKaMa ce
CBBP3Ba ¢ mia3Menure nporenan. O6embT Ha pasmpeznenenue € 0,3 1/kg.

MeTtaboau3zpM

MenokcukaMbT C€ OTKPHBA MPEIUMHO B TUIa3MaTa M ChIIO CE EKCKPETUPA TJIaBHO Ype3 KIThUKATa,
JIOKaTO YpHUHATa ChIbPKa CaMO CJISAN OT U3XOJHOTO CheAMHEHHE. MEIOKCHKaMbT ce MeTaboIn3upa
JIO aJIKOXOJI, KHCEITMHEH JICPUBAT U HAKOJIKO MOJIIPHA MeTa00IUTH. BCHUKY TIIaBHU METa0OIUTH ca
nokasanu (hapMaKoJIOTUYHA HEAKTUBHOCT.

Envuvmunupane
MenoKkcuKaMbT ce eMMUHHIpPa ¢ IEpUOA Ha moypasnas oT 24 vaca. [Ipubnusurenno 75% ot

MIPUJIOKEHATa JI03a Ce eMTMMUHIpPA Ype3 N3NPAXHEHHUATA, a OCTAThKBT-Upe3 ypHUHAaTa.
6. DAPMAIEBTUYHHU OCOBEHOCTH

6.1 Chnucbk HAa eKCOUMHEHTHTE

JlakTo3a MOHOXHIpPAT

Microcrystalline enymnosa

Hatpues nutpar,

Kpocnosuaox

Tank

CBHHCKO apomaTt

Marnesues creapar

6.2 OCHOBHH HECHBMECTHMOCTH

He ca n3BecTHu.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BETCPUHAPHOMEAMIIMHCKY IPOAYKT: 5 TOIUHH.

6.4. CnenuajaHu yca0BHs 32 CbXpaHeHHe HA MPOAYKTa

To3u BCTCPUHAPHOMCIUITUHCKHU IMMPOAYKT HC U3MCKBAa HUKAKBH CIICIIMAJIHN YCIIOBHUA 3a
CbXpaHEHHE.

6.5 Bwuawu cbcTaB Ha TBPBUYHATA ONMAKOBKA

Rheumocam tabietku 3a 1bBUEHE Ce Mpeyiara B:

PVC /PVDC (250. 60) 6iuctep omaxoBku ¢ 20 MUKpOHA (HOJTHO

Pasmepu Ha omakoBkaTta: 20 u 100 Tabnerku.

He Bcuuku pa3mepy Ha OmakoBKaTa Morar J1a ObJat Ipe/ylarany Ha 1masapa.

6.6 ChnenuajHun MEPKH 32 YHUIIOKABAaHEe HA HEU3II0JI3BAH NMPOAYKT WM OCTATBHIH OT HEro

Bcexu Hen3mon3BaH BeTepHHAPHOMEINIIMHCKH TMTPOAYKT WIIH OCTATHIM OT HEro, TpsiOBa 1a Obaat
YHUIIIOKEHH, B ChOTBETCTBHE C U3UCKBAHUATA HA MECTHOTO 3aKOHOAATENICTBO.
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7. NNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

8. HOMEP HA JIMIEH3A 3A YIIOTPEBA

EU/2/07/078/005

EU/2/07/078/006

EU/2/07/078/007

EU/2/07/078/008

9. JIATA HA ITBPBOTO U3JIABAHE/ITIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEGA
JlaTa Ha TBPBO W3AaBaHe Ha JTUIEH3 3a yrmorpeba: 10/01/2008.

Jlata Ha MOCJIEIHO TIOIHOBSIBAHE Ha JIUIIEH3 3a yrotpeba: 18/12/2012.

10. [JATA HA NOCJIEJHATA PEJAKLUSI HA TEKCTA

[MonpoOHa uH(popMaIUs 3a TO3U BETCPUHAPHOMEIUITMHCKY MPOIYKT MMa Ha yeOcaiiTa Ha
EBponeiickara arenius 1o jgekapcreara (http://www.ema.europa.eu)

3ABPAHA 3A ITPOJAXKBA, CHABISIBAHE U/UJIX YIIOTPEBA

He e npunoxumo.
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http://www.ema.europa.eu/

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUA ITPOAYKT

Rheumocam 15 mg/ml nepopanna cycneH3us 3a KoHe.

2. KAYECTBEH 1 KOJIMYECTBEH CHCTAB
Enua ml ceaspixa:

AKTHBHA CyOCTaHIUA:
Menokcukam 15 mg

ExcuunuenTu:
Hatpues 6enzoat 5 mg

3a IIbJIEH CIIUCHK HAa EKCIUIINEHTUTE, BUXK T. 6.1,

3. DAPMAIIEBTUYHA ®OPMA

[lepopanna cycniensus..

Bsina wimu MpbcHO Osiia (rmoutH Osijia), BUCKO3HA, TEPOpaiHa CYCIICH3MsI ¢ BKYC Ha MeJ.
4, KJIMHUYHU JAHHU

4.1 BupaoBe »KHUBOTHH, 32 KOUTO ¢ mpenHa3Hayed BMII

Komne.

4.2 TepaneBTHYHHU MOKA3AHUSI, OTIPE/IeJIEHH 32 OTAEJTHUTE BUI0BE KUBOTHHU

OOnekuaBaHe Ha BB3MAJCHUETO U HaMaIssBaHe Ha OOJIKaTa KaKTo IIpu OCTpH, TaKa U IIPU XPOHUYIHU
MYCKYJHO-CKCJIICTHU HAPYIICHUA ITPU KOHC.

4.3 TIIpoTuBonOKa3aHHs

[a He ce npuiiara npu OpeMEeHHHU U JaKTHPALIH KOOWIIH.

Jla He ce n3M0I3Ba NpY KOHE, CTPAAAIIM OT TACTPOMHTECTHHAIHN CMYIIIEHHUS, KaTO BH3MAJIIEHUE U
XeMoparus, HapylieHa Y4epHOAPOOHa, ChpieuHa Wik ObOpedHa QyHKIHS U XeMOParuyHu HapyIIeHuUsI.
[a He ce U3M0I3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMS WM HAKOW OT
CKCIIUIIMCHTUTC.

4.4 CrenmnaJTHu NpeAna3sHi MEPKH 32 BCEKH B/ ’KHUBOTHH, 32 KOUTO e nmpeaHa3Hayed BMII
Hsawma.

45 CpneuuajHu NpeaNna3Hu MepPKH NPHU ynoTpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

Ja ce n3bsrBa ynorpebdaTa mpu BCSKO IEXHIPATHPAHO, XUTTOBOJIEMUYHO MIIM XUITOTEH3UBHO YKHBOTHO,
THH KaTO CHIIECTBYBA MOTEHIIMAJIEH PUCK OT ObOpeYHa TOKCUIHOCT.
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CHCQI/IaHHI/I npeanasHi MCPKH 3a JiMlaTra, npujaaraiii BETCPUHAPHOMEIUITMHCKYA IIPOJAYKT HAa )KUBOTHUTEC

Xopa C YCTaHOBEHa CBPBXYYBCTBUTEIHOCT KBbM HECTEPOMIHU IPOTUBOBB3MAIUTENHU CPENCTBA
(HCIIBC) Tpsi0Ba 1a n304rBaT KOHTAKT C BETCPUHAPHOMETUIIMHCKHS TIPOIYKT.

B ciyuail Ha MHIMIGHTHO MOTITBIIaHEe He3a0aBHO Ja ce MOThPCH MEAMIIMHCKHU ChBET, KaTO Ha JIeKaps
ce IIPeJOCTaBU JIUCTOBKATA 32 yNoTpeOda UK eTUKETa Ha IPOIYyKTa.

4.6 HebnaronpuaTHH peakuuu (4€CTOTA U BajKHOCT)

B knmuHMYHM M3NMTBAaHUA ca HAOI0AaBaHU M30JIMPAaHH CITydan Ha HEOJIArONpHUsITHU PEaKM THIIMIHO
acoruupanu ¢ HCIIBC (yiexa yprukapusi, nuapust). CUMOTOMHUTE ca O0paTUMH.

B MHOTO penku cnyyan ce cho0IIaBa 3a 3aryoa Ha arneTuT, JeTaprusi, CTOMAIIHA OOJKU W KOJIHT.
B mHOrO penxu cayuyam MoXe Ja Bh3HUKHAT aHA(WIAKTOWIN PEaKIMU, KOUTO MOXKE Ja Ce OKaKaT
CEpUO3HU (BKJIFOUUTEIIHO BOACIIH JI0 CMBPT) U TE TPsIOBa J1a ObJaT CHMITOMATHYHO JICKYBaHH.

B cnyuaii Ha HEOIAaronpUsTHU peakyy, JISUCHUETO TPSAOBa Aa ce MPEKPaTH U J1a € MOTHPCH ChBET OT
BETEpPUHAPHHUS JIEKap.

YecroraTa Ha HEOIArOMPUATHUTE PEAKLIMN CE ONPEeIIs Upe3 cleHaTa KIacupuKaLus:

- MHOTO 4ecTH (moBeue oT 1 Ha 10 TpeTUpaHu KUBOTHH, IIPOSBSIBAILN HEOJIATONPHUATHU PEAKIINN)

- yecTH (moseue oT 1, HO nmo-mainko ot 10 xuBoTHH Ha 100 TpeTUpaHu KUBOTHH)

- He "ecTH (moBeye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 1000 TpeTHUpaHu )KUBOTHN)

- peaxu (moBede ot 1 HO mo-Manko oT 10 xxuBoTHU Ha 10 000 TpeTnpaHU )KUBOTHH)

- MHOTO peakH (1o Majiko oT 1 xuBoTHO Ha 10 000 TpeTupaHu )KMBOTHH, BKJIIIOUUTETHO N30IUPAHU
CHOOIECHUS ).

4.7 Ynorpeda mo BpeMe Ha OPeMEHHOCT U JIAKTALUSA

JlaboparopHuTE MPOYYBaHWS IPU TOBEJA HE TTOKAa3BaT HUKAKBY JIAHHU 32 TEPaTOr€HHOCT,
(heTOTOKCUYHOCT WIJIM TOKCUYHOCT 32 Mal4MHUS OopraHu3bM. Hsama crOpanu naHam 3a koHe. 1o Tazu
NpUYHHA HE CE TIPENOopPhYBa MPUIIATAHETO IO BpeMe Ha OPEeMEHHOCT U JIaKTaIlusl.

4.8 B3aumopaeiicTBHe ¢ APYIrH BeTEPUHAPHOMEIUIMHCKH NPOAYKTH U Apyru ¢opmu Ha
B3auMoJelicTBUE

I[a HE CC Npujiara CbBMECTHO C I'IFOKOKOPTUKOCTCPOUH, APYTU HECTCPOUIHU TPOTHUBOBH3IAIUTCIIHA
CpeacTBa WIM AaHTUKOAl'yJIaHTHU.

4.9 Jlo3a M HAYMH HA NPHJIOKEHUE

Jla ce mpuiiara CMECeH ¢ XpaHaTa Wi JUPEKTHO B ycTaTa B 1o3a ot 0,6 mg/kg TenecHa maca, €iH BT
JIHEBHO, 10 14 nuu. B ciyuyail, ye IpoayKThT ce CMeCBa ¢ XpaHa, TOH TpsIOBa Jia ce IpuOaBy KbM MaJIKO
KOJIMYECTBO XpaHa MPEIH XpaHEHE.

CycrieH3usita TpsiOBa Jia ce JjaJie ¢ MepUTeNHATa CIIPUHIIOBKA, IIOCTaBEHA B ONIAKOBKATA.
CrpuHIIOBKAaTa ce cllara Ha OyTHIKara U uMa ckajia ot 2 ml.

Ja ce paszknama nodpe npenu ynorpeoda.

Jla ce n30sTBa BEBEXKIaHE HAa 3aMbPCIBaHE IO BpeMe Ha yrnoTpeoda.

410 TIlpeno3upane (CHMITOMM, CIIELIHH MEPKHU, AHTHI0TH), KO € HEOOXOMMO
B cnyuaii Ha mpeno3upane TpsiOBa Ja ce 3a1049He CHMITOMATHYHO JICUCHHE.
4.11 KapeHTHHU cpoKoBe

Meco ¥ BbTpEIIHN OpraHu: 3 THU.
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He ce paspemaga 3a ynorpe6a npu )KHBOTHH, YHETO MIISIKO € MIPEHA3HAYCHO 32 YOBEITKa
KOHCyMaIlusl.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTHU

®dapmakoTepaneBTuuHa rpyna: [I[poTHBOBB3MaNUTENHN U AHTUPEBMATHYHH TPOIYKTH, HECTEPOUAH
(oxcukamm).
Berepunapnomenunuacku Anatomo-Tepanesruder Koa: QMO1AC06

5.1 dapmakoaMHAMMYHU CBOiicTBa

MenoKCHKaMbT € HECTEPOUIHO MPOTHBOBB3nanuTeHo cpeactBo (HCIIBC) ot kiaca Ha OKCHKaMUTE,
JIefCcTBaIo Ype3 NHXUONUpaHe Ha CHHTE3a Ha MPOCTArIaHuH, IPH KOETO MPOsBsBa
MIPOTUBOBB3NAIUTCIIHY, AHAJITCTHYHH, AaHTUCKCYAATHBHY M aHTUITMPETHYHH CBOMicTBAa. HamansBa
JICBKOIIMTHATA MH(DHUITPAIIUS BbB Bb3MaJicHaTa ThKaH. B mo-Maska crerneH HHXUOUpa U KOJlareH-
WHAYLIMpaHaTa TPOMOOIUTHA arperaliysi. MeloKCHKaMbT MPUTEXKaBa ChII0 aHTUECHAOTOKCHYHU
CBOMCTBA, 3aI[0TO € YCTAaHOBEHO, Ye MHXHOUpPaA MPOAYKIIKATa Ha TpoMOOKkcan B2, mpenu3pukaHa oT
MHTPABEHO3HOTO IIpUIIaraHe Ha eHaoTOKCHH Ha E. cOli mpu TemeTa u cBume.

52 @apmMakoKHHETHYHH 0CODEHOCTH

AOcopbuus
Korato npoayKThT ce H3MOJI3Ba CIOPE/] MPENOphUaHus PeXKUM Ha J03UpaHe, epopaiHaTa

OMOHATMYHOCT ¢ puoIM3uTeaHO 98%. MakCcHMaIHK TIIa3MEHH KOHIICHTPAIMU C€ IOCTHIaT
npubu3uTenHo cien 2-3 yaca. dakropsT Ha akymydaanus ot 1,08 npenamosnara, 4e MEJIOKCHKaMa He
Ce aKyMyJHpa, KOraTo ce IpHiiara e:xeIHEeBHO.

PasnpenencHue
[pubmuzurenHo 98% ot MenoKcHKaMa ce CBbp3Ba ¢ Mu1a3MeHuTe npotenHd. O0eMbT Ha

pasnpenenenue e 0,12 I/kg.

Metabonu3sm

MeTabou3MBbT € Ka4eCTBEHO N0100€H MPH ILTHXOBE, MUHH MPACEHIIA, X0pa, TOBEla U CBHUHE,
BrIpekn, e KOMMYecTBEHO ChIIECTBYBAT Pa3IMKU. [ TaBHUTE METaOOIUTH OTKPUTH TPH BCUYKH
BHJIOBE Ca S5-XUIPOKCH- B 5-KapOOKCH-METa00IUTUTE M OKCATHI-METab0MHTHT. MeTabou3MbT IpH
KOHE He e u3cieBaH. [loka3aHo €, 4e BCHUKH OCHOBHH METa0OIHUTH ca (papMaKOIIOTHYHO HEAKTHBHHU.

EnumMunupane
MenokcuKaMbT C€ STMMUHUPA C KPacH Mojiypasmnaja oT 7,7 Jaca.

6. OAPMAIIEBTUYHU OCOBEHOCTH
6.1 CnuchbK Ha eKCIUITHEHTHUTE

3axapuH HaTpuil

Hatpuesa kapOOKcHIMETHII LIETy1032
CwnireB IBYOKHUC, KOJIOUIAICH

JluMoHEHa KHCeIHHA, MOHOXHUIPAT
Copburod, pa3TBop

Junatpues xunporeH Gocdar goaekaxuapaTt
Hatpues 6enzoar

Apomart Ha MeJ
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6.2 OCHOBHHM HECHLBMECTHMOCTH
He ca usBecTHH.
6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEAUIIMHCKY POAYKT: 3 TOUHH.
Cpok Ha TOJHOCT CJIe] IbPBO OTBAPsIHE HA IIbPBUYHATA ONIAKOBKA: 3 Mecella.

6.4. CrnenuajHM ycJI0BHS 32 CbXpPaHeHUE HA NPOIYKTA

To3u BCTCPUHAPHOMECIUITUHCKHA MMPOAYKT HEC N3MCKBAa HUKAKBH CIICIIMAJIHN YCIIOBHA 3a CbXPaHCHUC.
Cren npunarase Ha JISKapCTBOTO 3aTBOpeTe OyTHIIKATa, KaTo MOCTABUTE OTHOBO KamaykaTa, U3MHHTE
MepHUTeNIHaTa CIPUHLIOBKA C TOIUIA BOJA U sl OCTABETE 12 U3CHXHE.

6.5 Bua u cbeTaB Ha MIbpBUYHATA OIIAKOBKaA

ByTuika oT MOIMETHIIEH ¢ BUCOKA ITBTHOCT, Chabpskarina 100 ml wmu 250 ml, ycroitunBa Ha
OTBapsHEe OT Jelia U MOJUMPOIHICHOBA MEPUTETHA CIIPUHIIOBKA.

He Bcuuku pasMepu Ha ONakoBKaTa MOTaT Ja ObJaT NpejiaraHy Ha rnasapa.

6.6 CnenuajHu MepKH 32 YHUI0KABAHE HA HEU3MOJI3BAH MPOAYKT HJIH OCTATHIH OT HEro

Beekn HeM3MMOM3BaH BETEPUHAPHOMEAUITHHCKH TPOIYKT HIIH OCTATBIM OT HErO TPsiOBa ja Obaatr

YVHHIIOKEHU B ChOTBETCTBUE C M3MCKBAHHUATA HA MECTHOTO 3aKOHOZATEJICTBO.

7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEGA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/07/078/009 100 ml

EU/2/07/078/010 250 ml

9. JATA HA ITbPBOTO U3JTABAHE / HIOJHOBSBAHE HA JIMITEH3A 3A
YIHOTPEBA

JlaTa Ha TBPBO W3AaBaHe Ha JUIeH3 3a yrorpeba: 10/01/2008.

Jlata Ha MOCJIEIHO TIOHOBSIBAHE Ha JIUIIEH3 3a yrotpeba: 18/12/2012.

10. [JATA HA NIOCJVIEJHATA PEJAKILUS HA TEKCTA

[MoapoOHa nHpOpMaLKs 3a TO3H NPOLYKT MOXKE J]a HAMEPUTE Ha MHTEPHET CTpaHUIIaTa Ha
EBponeiickata
Arennus o Jlekapcrsata http://www.ema.europa.eu/.
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3ABPAHA 3A ITPOJAXKBA, CHABJISAIBAHE W/WUJIK YIIOTPEBA

He e npunoxxumo.
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1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

Rheumocam 20 mg/ml nmkxeknoHeH pa3TBOp 3a roBe/ia, CBUHE H KOHE.

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Enua ml ceappixka:

AKTHBHa cy0OcTaHIMA:

Menokcukam 20 mg

Excuunuenru:

Etanon (96%) 159.8 mg
3a mbJIeH CIIMCHK Ha SKCIIMITHEHTHUTE, BIK T. 6.1.

3. DPAPMAINIEBTUYHA ®OPMA

NHxeKMoHeH pa3TBop.
BucTtbp KbIT pa3TBOD.

4, KJIWMHUYHU JAHHHU

4.1 BupoBe »KUBOTHH, 32 KOUTO ¢ mpenHasHayed BMII

I'oBena, cBHHE M KOHE.

4.2 TepaneBTHYHM MOKA3AHMUs, ONIPE/IeJIEHH 32 OTAEJIHUTE BU10BE KUBOTHU

I'oBena:

3a ynorpeba mpu OCTpU PECIIUPATOPHU UHQPEKITUH C TIOIXOAINA aHTHOMOTUYHA TepaIus 3a
HaMaJIIBaHe Ha KJIMHUYHUTE MPU3HAIY TIPU TOBEJIA.

3a ynorpeba npu auapusi B KOMOMHAIWS C TIepopaliHa peXuIpaTupaiia Tepamnus 3a HaMaIsgBaHe Ha
KIMHUYHUTE PU3HAIM MIPH TEJIeTa Ha BH3PACcT HaJl elHa CEIMHUIIA U MIIa Ty HeJTAaKTHPAII TOBE/a.
Karo mombiHHTEIHA TEpaIus Py JICYCHHE HA OCTHP MACTUT, B KOMOMHAIIUS C aHTUOMOTHYHA
Tepanusl.

Csune:

33 yHOTpe6a IIpU HE3apa3HU ABUTaTCIIHA HAPYIICHUSA 3a HaMaJIIBaHC HAa CUMIITOMHUTC HA Kyll0Ta U
BB3MAJICHUC.

KaTO AOI'BJIHUTCIIHA TCPAIXS IIPU JICHCHUC Ha IMyCprcpaiHa CCOTULICMUA U TOKCCMUA (CI/IH)IpOM Ha
MaCTI/IT-MeTpI/IT-aFaIIaKCI/I}I) C moaxoasamia aHTI/I6I/IOTI/I‘{Ha TCparnus.

Kone:

3a ynorpeba npu o0JiekuaBaHe Ha BH3MAJICHUETO U HAMAJISIBaHE Ha 0OJKaTa KaKTO MPH OCTPH, Taka U
IIpA XPOHUYHHU MYCKYIHO-CKEJIETHA HAPYIICHUS.

3a HamayIsiBaHe Ha 0OJIKa CBBbp3aHa ¢ KOJUKa MPH KOHE.

4.3 IIporuBOomoOKa3aHus

Bwmx cpio Touka 4.7.
[a He ce m3noa3Ba Ipu KOHE MO 6 CeMHYHA Bb3PacT.
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Jla He ce m3MmoJI3Ba IPH KUBOTHH, CTPAIAINN OT HapyIlleHa YepHOAPOOHA, ChpIeYHa I ObOpeTHa
(YHKIHS 1 XeMOparuyHU HapyUICHUS WIH KBJICTO MMa IaHHH 32 YJIIIePOreHHH raCTPOMHTECTUHAITHH
MOPAKCHUSL.

Jla He ce M3Moa3Ba NPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIUS WIIM HIKOU OT
EKCIUIACHTHUTE.

Jla He ce M3M0II3Ba 3a JICUCHUE HA THApUs TP TOBE/Ia Ha BB3pacT moj 1 cenmuIia.

4.4 CneuuajHM Mpeana3sHu MepKHU
Hsima.
4.5 CpoeuuajHu mpeaANa3HU MepPKH NMpH ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

B cnyuaii Ha HeOmaronpusATHH peakiuy, JeYeHNEeTo TPSAOBa Jla Ce MPEeKpaTH  JIa Ce MOTHPCH CHBET OT
BETEpUHAPEH JIeKap.

Ja ce n36srBa ynorpebaTa mpu MHOTO CHITHO J€XUIPATUPAHH, XUITOBOJIEMUYHH WIIN XUTTOTEH3UBHU
JKUBOTHH, KOUTO M3UCKBAT MMapeHTepaIHa PEXUAPATAINS, Thil KATO ChIIECTBYBA MOTEHIAIEH PUCK OT
peHaIHa TOKCUYHOCT.

B cnyuaii Ha HE3a10BOJIUTEITHO HaMaJIsiBaHe Ha OOJIKaTa MpH JICUSHUETO Ha KOJIMKA IIPU KOHE, TpsOBa
Jla ce HalpaBW BHUMATEJIHA ITPEOIICHKA Ha TUArHo3aTa, Thid KaTO TOBA MOXKE J1a Ob/Ie WHIAMKAIINS 3a
HEOOXOJMMOCTTA OT XUPYpPrudHa HHTEPBECHIIUS.

CHCQI/IaHHI/I npeaAnasHiy MCPKH 3a JinlaTra, npujaaraiii BETCPUHAPHOMEAUITMHCKYA IIPOAYKT Ha )KUBOTHUTE

WHImMaenTHO caMOMHKEKTHpaHe MOXKe Ja Mpeau3BHrKa 0oska. Xopa ¢ ycTaHOBEeHa
CBPBXUYYBCTBUTEIHOCT KbM HECTEPOUIHH MpoTHBOBB3ManuTennu cpeactsa (HCIIBC) tpabsa na
n305rBaT KOHTAKT C BETEPUHAPHOMEAUIIMHCKUS IIPOIYKT.

[Ipu ciryuyaiiHo camouH)XeKTHUpaHe, He3a0aBHO /1a ce MOTHPCH MEIULMHCKU ChBET, KaTO Ha JeKaps ce
NpEeOCTaBU JIUCTOBKATA 32 YIIOTpeOa Wik €THKETa Ha IPOIYKTa.

4.6 HebonaronpusTHH peakiuu (4ecTOTA U BA3KHOCT)

IIpu roeena u CBUHE NOJIKOXHO, HHTPAMYCKYJIHO, KAKTO U HHTPABEHO3HO PUJIAraHEe C€ ITOHACs
no0pe; mpu mo-mMajnko oT 10% oT TpeTupaHHUTe B KJIMHWUYHY IIPOYYBAaHUS T'OBE/Ia € HaOJII0AaBaHO caMo
c1ab0 BpEMEHHO TIOJyBaHE Ha MACTOTO HAa WH)KEKTHpaHE CJie]l TIOIKOKHO MPHUIIaraHe.

IIpu KoHE MOXKe J1a HACTHITH BPEMEHHO TIOTyBaHe Ha MSICTOTO Ha MHXEKTHUPaHe, KOSTO IMTpeMHUHaBa 0e3
HWHTCPBCHIUA.

B MHOTO peaku ciydan MOXe Jja ce oSBT aHA(WIAKTOMIHN PEaKIIU, KOUTO MOTaT Aa ObIaT
CEPHO3HU (BKJIFOUUTEITHO U C (paTajeH Kpail), KOUTO TpsOBa 1a ObJaT JeKyBaHU CUMIITOMATHYHO.

YecroTaTa Ha HEOIATONMPUATHUTE PEAKLIUH CE OIIPEAEIs Upe3 ClIeHAaTa KIIaCU(UKAIHSL:

- MHOrO 4ecTH (oBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBSABAILN HEOJIATONPUATHU PEaKLMN)

- yecTH (moseue oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-Maiko oT 10 xuBoTHU Ha 1000 TpeTupaHu )KUBOTHH)

- penku (oede oT 1 HO mo-manko ot 10 skuBoTHU Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xxuBotHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIFOUHUTEITHO N30JIHPAHH
CHOOIIICHHU).

4.7 Ynorpe6a mo BpeMe Ha OpeMEHHOCT U JIAKTAIHUA
I'oBena u cBuHe:

Mosxe na ce nmpuiara 1o BpemMe Ha OpeMEHHOCT U JIaKTaLHsL.
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Komne:

Jla He ce mpwtara npu OpeMEHHU ¥ JaKTUPAIIH KOOWITH.
Bux comio Touka 4.3.

4.8 B3zaumojeiicTBHE ¢ IPYrd BeTePMHAPHOMEIMIMHCKH NPOAYKTH U APYru GopmMu Ha
B3auUMOJeHcTBHE

[la He ce mpuara CbBMECTHO C TITFOKOKOPTHKOCTEPOUAN, APYTH HECTEPOUIHH MTPOTHBOBB3MATUTEITHU
CpeICTBa MM aHTHKOATyJIaHTH.

4.9 Jlo3a M HAYMH HA MPUJIOKEHUE

Makcumarnen 6poit mpobosknanus e 14 3a 3amymanka Ha ¢uakon ot 20 ml, 50 ml u 100 ml u 20 3a
3amymiaaka Ha ¢akon ot 250 ml.

I'oBena:

EnHOKpaTHO MOJKOKHO WM HHTPABEHO3HO MHXKEKTHpaHe Ha 103a ot 0,5 mg menokcukam/Kg TenecHa
maca (t.e. 2,5 ml/100 kg TenecHa maca) B KOMOMHAIHSI C aHTHOMOTHUYHA TEPAITHSI UITH C TIEpOpaHa
pexuaparupalla Tepanus, Clopes ciyJasl.

Csune:

EnHOKpaTHO HHTPaMyCKYJIHO HHXKEKTUpaHe Ha j03a ot 0,4 mg menokcukam/Kg Tenecna maca (t.e. 2,0
ml/100 kg TenecHa Maca) B KOMOMHAIIMS C TIOAXOSIA AHTHOMOTHYHA Tepamnus. AKO € He0OXO0IUMO,
MOBTOPHO TpHJIaraHe Ha MEJIOKCHUKaM MOJKE J1a c€ HarpaBu ciiex 24 yaca.

Kone:

EMHOKpaTHO HHTPaBEHO3HO MHKEKTHpaHe Ha 103a oT 0,6 Mg menokcukam/Kg Tenecna maca (t.e. 3,0
ml/100 kg Tenecna maca).

3a ynotpeba npu obekyaBaHe Ha Bh3NAJIICHUETO U HaMallsiBaHe Ha 0OJIKaTa KakTo MPH OCTPH, TaKa U
IIPY XPOHUYHHU MYCKYJIHO-CKEJIETHH HapyLICHUs, 32 IPOIbJDKaBaHe Ha JICYEHHETO MOXKE J1a ce
u3nonsea Metacam 15 mg/ml nepopanna cycnensus B go3a ot 0,6 mg menokcrkam/Kg TenecHa maca,
24 yaca cleJ] ”HKEKTUPAHETO.

Ja ce n30sTBa KOHTAMHUHAIINS TI0 BpeMe Ha yroTpeba.

4.10 Ipeno3upane (CHMIITOMH, CIIELIHU MePKH, AHTHI0TH), AKO € He00X0IMMO

B ciyuaii Ha npenio3upane TpsOBa Aa ce 3aoYHe CUMIITOMATHYHO JICYEHHE.

4.11 KapeHTHH CPOKOBe

I'oBena:

Meco u BbTpeItHy opranu: 15 quau; Misiko: 5 qHu.

CauHne:

Meco u BBTpEIIHN OpTraHu: 5 JHHU.

Komne:

Meco u BbTpEIIHU OpraHu: 5 JHHU.
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He ce paspemaga 3a ynorpe6a npu )KHBOTHH, YHETO MIISIKO € MIPEHA3HAYCHO 32 YOBEITKa
KOHCyMaIlusl.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTH

®dapmakoTepaneBTuuHa rpyna: [IpoTHBOBb3MaIUTENHN U aHTUPEBMATHYHH POILYKTH, HECTEPOUIH
(oxcukamm).
Berepunapnomenuiacku Anatomo-Tepanesruder Koga: QMO1ACO6.

51 ddapmakoaMHAMMYHHU CBOICTBA

MenoKcuKaMbT € HecTeporAHO MpoTuBoBb3nanuTenHo cpeactso (HCIIBC) ot knaca Ha OKCHKaMuTe,
JeicTBallo Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTarjaHuH, IIPH KOETO MPOsIBSBA
MIPOTHUBOBB3MATUTEIHH, aHANTETHYHH, aHTUEKCYJaTUBHY U aHTUIIMPETUYHH cBoiicTBa. Hamansga
JIEBKOLIMTHATA HHPUITPAIHS BbB Bb3MaJCHATa ThKaH.

B no-manka crenen nHXUOUpPa M KoMareH-MHAyLUpaHaTa TPOMOOIMTHA arperaius. MeIoKCUKaMbT
NPUTEKABA CHIO aHTHEHIOTOKCHYHH CBOWCTBA, 3allI0TO € YyCTAaHOBEHO, Y€ MHXUOUPA MPOIyKIHATA Ha
TpoMOOKcaH B2, mpean3BukaHa OT mpuiaraHeto Ha eHaoTokcuH Ha E. coli npu Tenera, naktupaniu
KpaBH U CBHHE.

5.2 dapmakoKHHETHYHH 0CODEHOCTH

AOcopouus
Cren emHoKparTHa moakoxkHa mo3a ot 0,5 mg menokcukam/kg, Cmax crotinoctu ot 2,1 ug/ml u 2,7

pg/ml ce mocturar cnen 7,7 yaca u 4 yaca ChOTBETHO NPH MJIaJIH TEJIETA U JIAKTUPAIIN KPABH.
Cnen nBe uHTpamyckynu go3u ot 0,4 mg menokcukam/kg, Cmax croitroct ot 1,9 pg/ml ce nocrura
cien 1 gac mpu cBUHE.

PasnpeneneHue
IToBeue ot 98% OT MenOKCHKaMa ce CBbP3Ba ¢ IUIa3MEHUTE NpoTeuHu. Hail-BUCOKUTE KOHIICHTpaluu

Ha MEJOKCHKaM C€ OTKpHBAT B YepHUS Apob 1 0b0permTe. CpaBHUTEITHO HICKH KOHIICHTPAIINH CE
3a0els3BaT B CKeJeTHATa MyCKyJIaTypa M Ma3HHUHHUTE.

MeTaboau3sM

MeokcHKaMbT C€ OTKPHBA IPEIUMHO B IU1a3Mara. [Ipu ropena MeJIOKCHKaMa ChIIO €€ eKCKpPeTHpa
TJIABHO Ype3 MIIIKOTO W JKITbUKATa, IOKATO YPUHATA ChIIbPXKa CAMO CIEAH OT U3XOJHOTO CheIUMHEHUE.
[Ipu cBuHE *kITbUKATa U YPHHATA CHIBPKAT CAMO CJICTH OT U3XOJHOTO CheIUHEHNE. MEeTOKCHKaMbT
ce MEeTabOJIM31Pa Ha aJIKOXO0JI, KUCSIIMHEH IEPUBAT U HIKOJIKO MOJISIPHU MeTa00oIuTh. JloKkaszaHo e, ue
BCUYKU OCHOBHH METaOO0JIUTH ca (hapMaKOJIOTUYHO HEAaKTUBHU. MeTa0oIu3MbT IPHU KOHE HE €
H3CJIEIBaH.

Enumunupane
MenokcukaMbT c€ SIMMHUHMpPA C IEPUO HA Moypasmnaj ot 26 yaca u 17,5 daca cien moaAKOKHO

WMH)KEKTUpaHe CbOTBETHO IPU MJIaJly FOBEJA U JIAKTUPAILU KPaBU.
[Ipu cBUHE cpea MHTPaMyCKYJIHO NpUjlaraHe, IepUOABT Ha CPelHUs IOy pa3naj B Iula3MaTa €
OpUOTU3UTETHO 2,5 Jaca.

IIpu xoHE ciiesy MHTPAaBEHO3HO MHKEKTHUPAHE MEJOKCHKaMa C€ eTMMUHUpA C KpaeH noiypasnaj ot 8,5
yaca.

[TpubnuzurtenHo 50% oT npunoxkeHara 03a ce eMTMMUHUPA Ype3 ypUHAaTa, a OCTaThKBT Upe3
M3IpaKHEHUATA.
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6. OAPMAIIEBTUYHHU OCOBEHOCTH
6.1 Chnucbk HAa eKCUHMIIMEHTHTE

- Eranon

- [Tonoxcamep 188

- Maxkporoa 300

- I'mannn

- Harpues xunpoxcup
- ConHa KucenuHa

- Mernymun

- Bona 3a umkekuun

6.2 OcCHOBHHM HECHLBMECTHMOCTH
He ca u3BecTHH.
6.3 Cpok Ha rogHocT

Cpok Ha rOZJHOCT Ha KpaiHuS BETEpPUHAPHOMEAULUHCKH IPOLYKT: 5 roauHu.
Cpok Ha TOZHOCT CJIe IbPBO OTBApSIHE HAa TbPBUYHATA ONIAKOBKA: 28 JHU.

6.4 CrhenuajaHu ycJI0BHS 32 CbXPaHeHHE HA MPOAYKTa

To3u BCTCPUHAPHOMECIUITUHCKHU MMPOAYKT HC U3MCKBAa HUKAKBH CIICIIMAJIHN YCIIOBHA 3a ChbXpPaHCHUC.
6.5 Bwuau chbcTaB HA MBPBUYHATA ONMAKOBKA

Kapronena kytust ¢ 1 6e31BETeH/HN CTHKIICH/HH ()JIaKOH/a 32 MHXKEKIMH, BCEKH OT KOUTO ChIIbpika 20
ml, 50 ml, 100 ml wu 250 ml.

Bcexku (rakoH e 3aTBOpEeH ¢ T'yMeHa 3aITyliajika ¥ INIOMOUpaH ¢ alTlyMHHHEBO Karage.

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

6.6 ChoenmajaHu MepPKH 32 YHHUIIOKaBaHe HA HEM3MOJI3BaH NPOAYKT WIH OCTATHIM OT HEro
Bcekn Hen3non3BaH BeTeprHAPHOMEAUIIUHCKH MPOIYKT WIIM OCTaThIM OT HEro TpsioBa aa Obaat
YHUIIOXKEHHU B CHOTBETCTBHE C M3MCKBAHHMATA HA MECTHOTO 3aKOHO/IATEJICTBO.

7. MPUTEXKATEJI HA JIMLIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIEH3A 3A YIIOTPEBA

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
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9. JATA HA I'BPBOTO U3JJABAHE / IIOJJHOBSABAHE HA JIMIIEH3A 3A
YIIOTPEBA

Jlarta Ha TbpBO M3JaBaHe Ha JIMIEH3 3a ynoTrpeda: 10/01/2008.
JlaTa Ha TIOCJIEHO MMOHOBSBAaHE HA JIUIEH3 3a yroTpeba: 18/12/2012.

10. JATATA HA MOCJIEJHATA PEJAKLHSI HA TEKCTA

Ho;[p06Ha I/IH(I)OpMaLII/ISI 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC Ha UHTCPHCT CTPpAaHUIIATA HA
EBponeiickata Arenius o Jlekapcrsara (http://www.ema.europa.eu).

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/UJIN YIIOTPEBA

He e npunoxxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Rheumocam 5 mg/ml urxekmoHeH pa3TBop 3a Kydeta U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Enua ml ceappika:

AKTHBHA cy0OCTaHIMA:
Menokcukam 5 mg

ExcuunuenTn:

Etanon (96%) 159.8 mg

3a IbJICH CIIUCHK Ha €KCIMIUEHTUTE, BIXK T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

WNHxkeKoHEeH pa3TBop.

Buctbp XbAT pa3TBOP.

4, KINMHNYHHU JAHHUA

4.1 BwujaoBe :KMBOTHM, 32 KOUTO e npeanasnayen BMII
Kyuera u xkotku.

4.2 TepaneBTHYHU NMOKA3aHUS, ONPedeIeHH 32 OTIeJTHUTE BUI0BE sKHBOTHH

Kyuera:
OO6nex4yaBaHe Ha BB3MAICHUETO U O0JIKATa, KAKTO TP OCTPH, TaKa U IIPH XPOHUIHHN MYCKYJITHO-

CKEJIeTHU HapylieHus. HamansgBaHe Ha ciiefjorepaTuBHaTa 00JIKA U Bh3MAJICHUE B PE3yJITaT HA
OpTOTIEIUYHA XUPYPTHUS U XUPYPTUS HA MEKUTE ThKaHU.

Kotku:
HamansBane Ha criefjonepaTuBHaTa 0OJIKa CJIE]] OBAPHOXHCTEPEKTOMUS U ITO-JICKa XUPYPrus Ha
MEKHUTE THKAaHU.

4.3 IIpoTruBOmOKAa3aHUS

Jla He ce u3M0/13Ba IPY KMBOTHH, CTPAJalllyd OT TaCTPOMHTECTHHAIIHN CMYIIICHHS KaTO Bb3MaJICHHE U
XeMoparusi, HapyIleHa 4epHoIpoOHa, ChpedHa Wi ObOpevyHa (QyHKIHS U XeMOParudH! HApyIICHMUS.
Jla He ce u3M0/13Ba IPU CBPbXYYyBCTBUTEIHOCT KbM aKTHMBHATA CYOCTAHIINS HIIK HSIKOM OT
EKCITUITNEHTHUTE.

Jla He ce M3I0JI3Ba MPH KUBOTHH 1MOJ] 6 CEJIMUYHA B3PACT M MPH KOTKU ¢ Maca Mmo-Majiko oT 2 Kg.
Bmx cbimo Touka 4.7.

4.4 CpoeuuajHu NpelNa3sHu MepPKHU

Hswma.
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45 Choeuua/JJHu mpeaNna3Hd MepKH MpH ynotpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

Ja ce u30sTBa yrorpebaTa NMpH BCIKO ASXUAPATHPAHO, XUITOBOJIEMHUYHO WIIH XUTIOTCH3UBHO KHBOTHO,
THI KaTo CHIICCTBYBA MOTCHIIUANICH PUCK OT PEHATHA TOKCHYHOCT.

Karo crangapTHa npakTuka npy aHecTe3us TPsiOBa Jia ce CUMUTAT HAOIOICHUETO U IPUIAraHeTo Ha
TeyHocTH. HuKkakBa opanHa mociieipaiia Tepanus ¢ U3M0JI3BaHe Ha MEJIOKCHKAM WM JAPYTH
HecTepouIHu npotuBoBb3nanuTennu cpeactea (HCIIBC) He TpsOBa na ce npuiiara mpu KOTKH, Thid
KaTO HE Ca YCTAHOBEHU IMOXOISAIIH JTO30BH PEKUMHU 32 MMOAO0HH MOCIIEABAIIY JICYCHUSI.

CHCQI/IaHHI/I npeaAnasHiy MCPKH 3a JiMlaTra, npujaaraiii BETCPUHAPHOMEIUITMHCKYA IIPOJAYKT HAa )KUBOTHUTEC

WHIMACHTHOTO CaMOWHXKEKTHPAHE MOKE J1a TIpeIu3BrUKa 0onka. Xopa ¢ yCTaHOBEHA
CBPBXYYBCTBUTEITHOCT KbM HeCcTepouaHU poTuBoBE3manuTean cpeactea (HCIIBC) tpsbsa na
U305rBaT KOHTAKT C BETEPUHAPHOMEIUITUHCKUS TIPOYKT.

[Ipu cnyuaitHO caMOMHKEKTUpaHe, He3a0aBHO J1a Ce MOTHPCU METUITMHCKH ChBET, KATO Ha JICKaps ce
NPEZIOCTABH JINCTOBKATA 3a YIOoTpeOa WK €THKETa Ha MPOJIYKTa.

4.6 HeOnaronpusTHU peakuuu (41ecTOTAa U BasKHOCT)

[onsikora ce cro0mana 3a TunnaHu HeOmaronpusTan peakiun Ha HCIIBC karo 3ary6a Ha aneTtur,
NOBpBLIaHE, TUAPHS, OKYJITHA KPBB B M3MPAXHEHUATA, JIETaprusi 1 0bOpedHa HeAoCTaThYHOCT. B
MHOT'O PE/IKH CIIyYaH ce ChOOIaBa 3a MOBUIICHN YepHOAPOOHU EH3UMU.

B MHOTO penku ciaydau ce cho0IIaBa 3a XeMoparudHa Auapusi, XxeMaremesa 1 TaCTpOMHTECTHHAIHA
ynuepanus. Te3n HeOnaronpusTHU peakiy ce SBIBAaT OOMKHOBEHO Ipe3 IbpBaTa CeIMHIIA Ha
JIeYCHHE U B II0BEUYETO CIy4Yau Ca IMPEXOJHU U U34e3Bar ciel IPUKIIIOYBAHE HA JIEUCHUETO, HO B
MHOT'O PE/IKH CIIyYal MOraT Ja ObJaT CEpUO3HU WK (haTaTHH.

B MHOTO PCAKHU Ciiydan MOKE a CC IMOABAT aHa(i)I/IJ'IaKTOI/II[HI/I pe€aKknnu, KOUTO Tpﬂ6Ba Ja 6’B,I[aT
JICKYBaHU CUMIITOMAaTHU4YHO.

B ciyvaii Ha HeOIAarONPHUATHH PeakIMy JICYSHUETO TPsOBa J1a ce MPEKPaTH U Ja Ce TIOThPCH CHBET OT
BETEPHHAPEH JIeKap.

UecroTaTa Ha HEOJIArONMPUATHUTE PEAKLMU CE ONPENEIIs upe3 cleaHaTa Kiacu(pukamus:

- MHOTO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBSABAILN HEOJIATONPUATHHU PEaKLUHN)

- yecTH (moseue oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTHUpaHu )KUBOTHH)

- He yectH (moBeyde ot 1, Ho mo-Manko oT 10 xuBotHU Ha 1000 TpeTupaHu )KUBOTHH)

- penku (oBede oT 1 HO mo-manko ot 10 sxuBoTHHU Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (1o Maiko ot 1 kuBoTHO Ha 10 000 TpeTupaHu >KMBOTHH, BKIIFOUUTEITHO U30JIMPaHH
CHOOIIICHHUS).

4.7 Ynorpeba no BpeMe Ha OpeMeHHOCT U JAKTAUSA

be3zonacHocTTa Ha BETEpUHAPHOMEIUIIMHCKUS IPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpEeMEHHOCT U
JaKTanus.
[a He ce npuiara npu OpeMEHHHU U JaKTUPALIH KUBOTHH.

4.8 B3aumopaeiicTBHe ¢ IPyru BeTEPUHAPHOMETUIIMHCKY MPOAYKTH U Apyru ¢popmu Ha
B3anMojeiicTBue

Hpyru HCIIBC, auypeTuiti, aHTHKOAryJIaHTH, aMUHOTITMKO3UTHN aHTHOUOTHITH B CPEJCTBA C BUCOKA
CTEIIEH Ha CBbP3BaHE Ha IIPOTEMHHUTE MOTI'aT J1a C€ KOHKYpUPAT 3a CBbP3BAaHE U Taka Jja JOBEAAT J10
TokcnuHH edektu. Rheumocam He TpsiOBa na ce mpuiara eqHoBpemerHo ¢ npyru HCIIBC wim

TITIOKOKOpTHKOCTepouan. TpsaoBa na ce n304rea eTHOBPEMEHHOTO MIPHJIAraHe C MOTSHIINATHO
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HedpoTokcHyHN TpoayKTH. [Ipy KUBOTHY ¢ aHECTETHYEH PUCK (T.€ Bb3PACTHU KUBOTHH), TPsIOBa 1a
ce B3eMe N0J] BHUMaHNEe HHTPABEHO3HA WM MOKOXKHA (iryunHa Tepanus npu aHectesus. Korato ce
npunarat enHoBpemenHo anecte3us 1 HCIIBC, He Moske 11a ce U3KIIIOUH prcka 3a ObOpeuHara
¢$yHKIHSA.

IIpenmecTBamo TpeTupaHe ¢ MPOTUBOBB3MAIUTEIHN BELIECTBA MOKE 1a IPUYMHH JOIIBIHATEIIHA
WM TIOBUILIEHH HEOIaronpusaTHA PeakLuH U, CboOpa3HO C TOBa, TPSAOBA Aa ce crasu Mepuo/,
cBOOO/IEH OT IpUJIAraHeTO Ha TaKWBa BETEPUHAPHOMEINIIMHCKY POAYKTH, Hal-Malko 24 yaca rpenu
3armo4BaHe Ha JiedenneTo. [lpu neprona, cBO00IEH OT METUKaMEHTH, TPAOBa J1a ce B3eMaT MPEABH/T
(hapMakoIOrMYHUTE CBOMCTBA HAa NPOLYKTUTE, N3MOI3BAHN IPEAN TOBA.

4.9 Jlo3a M HAYHH HA MPUJIOKEHUE

MaxkcumaaausaT Opoit mpodoxaanus € 42 3a BCUUKH MPE3eHTaLNH.

Kyuera:
MycKyTHO-CKEIETHU HapyIICHUS:

EfHOKpAaTHO MOAKOKHO MEMKEKTHpaHe Ha mo3a ot 0,2 mg menokcukam/Kg temecna maca (t.e. 0,4
ml/10 kg TemecHa maca).

Rheumocam 1,5 mg/ml nepopanna cycnensus 3a kydera i Rheumocam 1 mg u 2,5 mg Tabnetku 3a
J'bBYCHE 32 KydeTa MOraT Jia Ce W3IO0JI3BaT 3a JieueHue B 1o3a ot 0,1 mg menokcukam/Kg TenecHa maca
24 gaca clieq Ipujiaraie Ha WHXEKIHITA.

HamansBane Ha cnenoneparuBHata 0oJika (3a mepuo/y moseye ot 24 yaca ):

EMHOKpaTHO MHTPAaBEHO3HO MM TTOJIKOKHO MHXKEKTHpaHe Ha 703a ot 0,2 mg mesnokcukam/Kg TenecHa
maca(t.e. 0,4 ml/10 kg TenecHa maca) npenu XUpPyprusi, HAIPUMEP 10 BpeMe Ha BbBEKIAaHE B
aHecTe3usl.

Korku:

HamansBane Ha crneoneparuBHara Ooka:

EnHoKpaTHO MoaK0XKHO MHXKEKTHpaHe Ha jo3a oT 0,3 mg menokcukam/kg TenecHa maca (1.e. 0,06
ml/kg Tenecna mMaca) npean XUPyprs, HAIIPUMED 0 BpEME Ha BHBEXKIAHE B AHECTE3HSL.

Oco0eHo TpsOBa /1a ce BHUMaBa 32 TOYHOCTTA Ha JIO3UPaHE.

Ja ce u30sTBa KOHTAMHHUPAHE 110 BpeMe Ha yroTpeoa.

4.10 IlIpeno3upane (CHMITOMH, CIIEIIH MePKH, AaHTHI0TH), AKO € He0OX0AUMO

B ciyyaii Ha mpeo3upane, TpsOBa Ja ce 3aroyHe CHMIITOMATHYHO JICYCHHE.

4.11 KapeHTeH cpoKoBe

He e npunoxxumo.

5. DPAPMAKOJIOI'NYHU OCOBEHOCTH

dapmakoTeparneBTHUHA Tpyma: [IpOTUBOBB3MAIUTEIHH U aHTUPEBMATHUHU MPOIYKTH, HECTSPOU T
(oKcHKaMH).
Berepunapnomenummackn Anatomo-Teparesrnaer Kox: QMO1ACO6.

51 ®@apmakoguHAMUYHM CBOMiCTBA

MenokcukaMbT € HecTeporuaHo poTuBoBb3nanuTenHo cpencteo (HCIIBC) ot kmaca Ha okcukamwuTe,
JieicTBaIO Ype3 MHXHMOMpaHe CHHTE3a Ha POCTarjaHfH, PH KOETO MPOsBSIBA

IMPOTHUBOBB3NAJIUTEIIHN, aHAJITCTUIHN, aHTUCKCYJATHUBHN U aHTUNIUPETUYHN cBoiicTBa. Hamamssa
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JIeBKOIIMTHATa MHQWITPAIMS BbB Bb3IIAJICHAaTa ThKaH. B mo-manka cTenen MHXHOUpa 1 KoJlareH-
HHIyLIHpaHaTa TpoMbonuTHa arperanus. [IpoyuBanusTa in Vitro u in vivo mokassart, ue
MEJIOKCUKaMbT HHXHOMpa nukiookcurenasa-2 (COX-2) B mo-royisiMa CTereH, OTKOIKOTO
mukinookcurenasa-1 (COX-1).

5.2 ®dapMaKoOKHHETHYHH 0COOEHOCTH

AOGcopOrus
Crel MOAKOXKHO IpUiIaraHe, MEJIOKCUKaMbT € HAI'bJIHO OMOHAIMYCH U MAKCUMAJTHU CPEIHU

wia3Menu koHmeHntparmu ot 0,73 pg/ml mpu kydera u 1,1 ug/ml mpu koTku ce JO0CTUTAT CHOTBETHO
npubnm3uTenHo 2,5 yaca u 1,5 gaca cnen npuiarase.

PasnpeneneHue
CrIniecTByBa JIMHEHHA 3aBUCHMOCT MEXTy TIPUIIOKEHATA J103a ¥ Ha0JII0IaBaHaTa TIa3MeHa

KOHIICHTpAIIHS B TePAIleBTHYHMUS HaNa30H Ha JJO3UpaHe MpH Kydyeta U KoTkH. [ToBeue ot 97% ot
MEITOKCHKaMa Ce CBbp3Ba ¢ mia3Menure nporenan. O6emsT Ha pasnpeznencnune e 0,3 I/kg mpu kyuera
u 0,09 I/kg npu xoTKwH.

MeTaboau3sM

[Ipu kyueTa, MEIIOKCUKaMbT C€ OTKPUBA MPEANMHO B IIa3MaTa U C€ €KCKPEeTUpa TJIaBHO Ype3
JKIThYKATA, JOKATO YPHHATA ChIBPKA CAMO CIIEIU OT U3XOJAHOTO CheIMHCHHE. MEeIOKCUKaMbT Ce
MeTa0oIH3Mpa 10 aJIKOX0JI, KHCEIMHEH JEPUBAT U HAKOJIKO MOJIApHU MeTabouTa. JlokasaHo e, ue
BCUYKU OCHOBHH MeTa0O0JIUTH ca (hapMaKOJIOTUYHO HEAKTHBHHU.

IIpu KOTKH, METOKCUKAaMBbT C€ OTKPUBA IPEAUMHO B IIa3MaTa U CE EKCKPETUPA INIABHO Ype3
JKIThUKaTa, TOKATO YPUHATA ChIABPXKA CAaMO CIEIH OT U3XOTHOTO CheaunHeHne. OTKPUTH ca TeT
OCHOBHU METa0OJIUTa, KaTO 32 BCHYKH € JOKa3aHO, 4e ca (papMaKoIOTHYHO HEaKTUBHU.
MenokcukaMbT ce MeTaboJIM3upa 10 aTKOXOJI, KUCEIIMHEH JIEPUBAT U HIKOJKO IMOJISIPHU METa00IHTA.
KakTo u npu Apyrd npoy4BaHy BUAO0BE, OCHOBHHSAT BT HA OMOTpaHC(OpMALIMS HA MEJIOKCHKAM TPH
KOTKH € OKHUCTISIBAHETO.

Enumunupane
IIpu xydeTa, METTOKCUKaMbT C€ SIIMMHHMpPA C TICPUO Ha TToirypasmnaz oT 24 yaca. [IpubnnsurentHo

75% ot MPpWJIOKCHATA A03a CC CIIMMUHUPA YPEC3 U3NPAKHCHUATA, 4 OCTAaThKBT — UPC3 ypUHATA.

ITpn KOTKH, METOKCHKAaMBbT C€ eIMMHHHUPA C TIOIYKHUBOT OT 24 yaca. Hammumnero Ha MeTabonnuTh OoT
U3XOJHOTO CheIMHEHUE B yPUHATA U U3NPAXKHEHHUATA, HO HE U B IJIa3Mara, € I0Ka3aTeJIHo 3a ObP30TOo
UM eKckpeTupane. 21% oT Bb3cTaHOBEHATA J103a c€ eIMMUHKpa B ypuHata (2% KaTo HeMpOMEHEH
Mernokcukam, 19% xato metabonuth) u 79% B m3npaxuenuara (49% karo HeMPOMEHEH MEJIOKCHKaM,
30% xaro MeTaboIuTH).

6. DOAPMAIEBTUYHU OCOBEHOCTH
6.1 CHnucbK HA eKCUMIIMEHTHTE

- Eranon (96%)

- [Tonokcamep 188

- Maxkporon 400

- I'munun

- luHaTpueB enerat

- Harpues xunpoxcup
- CosHa KucenuHa

- Mernymun

- Bona 3a nmxexuun
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6.2 OCHOBHHM HECHLBMECTHMOCTH
He ca usBectHH.
6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BEeTEPUHAPHOMEAUIIMHCKY TIPOAYKT: S5 TOUHH.
CpoK Ha TOTHOCT CJIE ITFPBO OTBApSHE HAa IMbPBUYHATA OITAKOBKA: 28 THMU.

6.4 CrhenuaJHM yCJI0BHS 32 CbXpPaHeHHE HA NPOIYKTa

CroxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa.

6.5 Bwuau cbcTaB HA MBPBUYHATA ONAKOBKA

Kapronena KyTust ¢ equs 6e3rBeTeH cThKiIeH (iaakon 3a umkeknun ot 10 ml, 20 ml wmm 100 ml.
Bceku ¢utakoH € 3aTBOPEH ¢ TYMEHa 3alyllianKa U MIOMOUPaH ¢ ATyMHHHUEBO Karaue.

He Bcuuku pa3mepu Ha ONaKOBKaTa MOTat jJa ObJaT MpejiaraHy Ha masapa.

6.6 CrhenuajaHu MepPKH 32 YHHII0KABaHe HA HEM3IMOJI3BAH NMPOAYKT WUJIH OCTATHIHU OT HEr0
Bceku Hensmon3BaH BeTepUHAPHOMETUIIMHCKY POYKT HITK OCTATHIIM OT HEro TpsioBa ia ObaatT
YHUIIOKCHU B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOIATEJICTRO.

7. MHNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/07/078/015 10 ml

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

9. JATA HA ITBPBOTO U3JIABAHE / IIOJJHOBSIBAHE HA JIMIIEH3A 3A
YIIOTPEBA

Jlata Ha TbpBO W3AaBaHe Ha JTUIleH3 3a yrmorpeda: 10/01/2008.
JlaTa Ha TOCJIEHO MOHOBSBAHE Ha JIMIEH3 3a yroTpeba: 18/12/2012.

10. JATATA HA IOCJIEJHATA PEJAKLWSA HA TEKCTA

[NonpoGna nH(OpManys 3a TO3K MPOAYKT MOXKE 1a HAMEPUTE Ha MHTEPHET CTPaHMIaTa Ha
EBponeiickata Arenius no Jlekapcrsara (http://www.ema.europa.eu).

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

He e npunoxumo.
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1. HAMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUSA ITIPOAYKT

Rheumocam 5 mg/ml umxekyoneH pa3TBop 3a roBea U CBUHE

2. KAYECTBEH 1 KOJINYECTBEH CHCTAB
Enua ml ceaspixa:

AKTHBHA CyOCTaHIMA:

Menokcrukam 5mg
ExcuunuenTu:
Eranoi: (96%) 159.8 mg

3a IIbJIEH CIIUCHK HAa EKCIUIINEHTUTE, BUXK T. 6.1,

3. OAPMAIEBTUYHA ®OPMA

WHxeKIMOHEH pa3TBOP.
bucTbp XKbaT pa3TBOD.

4, KIMHUYHU JAHHHA

4.1 BwujaoBe }KMBOTHHM, 32 KOMTO e npeanasHayen BMII

I'oBena (Tenera u Miaau roBena) U CBUHE.

4.2 TepaneBTHYHM MOKA3aHHA, ONPe/ieJIeHU 32 OTAEJTHUTE BUOBE *KUBOTHH
ToBena:

3a ynotpeba npu OCTpU PECIUPATOPHU HHPEKIHUHN C TOIXOAAIIa aHTUOMOTHYHA Tepanus 3a
HaMaJsiBaHE Ha KJIMHUYHUTE IPU3HALY [IPY TOBEA.

3a ynorpeba npu auapust B KOMOMHAIINS C TIepopaliHa pexHuIpaTrupaiia Tepamnus 3a HaMaIsgBaHe Ha
KJIIMHUYHUTE NIPU3HALM [P TEJIETa Ha Bb3pacT HaJ| €/lHa CEAMUIIA U MIIaJi HEJaKTHPAIIH FOBea.

CeBuHe:

3a ynorpeba mpu He3apa3HU JABUTATEIHU HAPYIICHHS 32 HAMAISIBAHE HA CHMIITOMUTE Ha KyII0Ta U
BB3MaJICHHE.

3a 061eK9aBaHE Ha CIEAOMEPATHBHA 00K, CBHP3aHa C MAIKA XUPYPrUdHA ONIEPANHS Ha MEKHUTE
THKaHH,

KaTo KaCTPUPaHe.

4.3 IIporuBONmOKa3aHMs

[a He ce m3noa3Ba NpH )KMUBOTHH, CTPAJAIIX OT HapylIeHa YepHOAPOOHa, Chp/iedHa WK ObOpeuHa
(GYHKLIHUS 1 XeMOParn4Hy HapyIICHHUs WK KBJIETO UMa JaHHHM 32 YJILEPOreHHH IraCTPOMHTECTUHATHH
MOPaKeHHUS.

Jla He ce M3MOI3Ba MTPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHIUS WM HIKOU OT
CKCIIUIIMEHTHUTE.

[a He ce u3non3Ba 3a Je4eHue Ha Juapus P ToBea Ha Bb3pacT moa 1 ceqmuua.

Ja He ce u3non3Ba mpu NpaceHua no- Maaku OT 2 THU.
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4.4 CoemuajHU Npeana3sHu MepKH

JleuenneTo Ha MaJIKM TIpaceHIla nmpeau kactpupane ¢ Rheumocam namassiBa mocronepaTiBHATA
bonxka. B

Ciydaii Ha HeOOXOaUMOCT OT o0JIeKYaBaHe Ha OoJIKaTa 1o BpeMe Ha omeparnws, TpsSoBa 1a0ne

MIPHUJIOKEH M ITOIXOISII AHECTETUK/CEIaTHB.

3a ma Ce moy4n Hai-Io0pHT Bh3MOKEH ePEKT Ha OOJIEKUEHHE ClIe omepalusTa, Rheumocam
TPs1OBa Aa Ce mpwioku 30 MUHYTH IIpeIn XUpyprudHaTa HaMmeca.

45 CrhenuajHu Npeana3Hu MEPKHU NMPH ynoTpeda

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OIpOAYKTA

B cnyuait Ha HeOmaronpusATHH Peakiiuy, JeYeHNEeTO TPSOBa Jla Ce MPEKpaTH U JIa Ce MOTHPCH CHBET OT
BETEPHUHAPEH JIeKap.

Ja ce n30sTBa ynorpebdara mpu MHOTO CHITHO JCXUAPATUPAHU, XHITIOBOJIEMUYHU WM XATTOTCH3UBHH
JKUBOTHH, KOUTO M3UCKBAT MMapeHTepaIHA PEXUAPATAINS, Thil KATO ChIIECTBYBA MOTEHIAIEH PUCK OT
peHaTHa TOKCUYHOCT.

Cneunan}m Opeanasiy MCPKH 3a JUIIATa, Impujaaraimy BETCPUHAPHOMCANINHCKHSA NTPOAYKT Ha
KHUBOTHUTC

WHIMAEHTHO cCaMOMHKXEKTUPAaHE MOXeE JIa TIPEA3BUKa 00Ka. Xopa C YyCTaHOBEHA
CBPBXYYBCTBHTEIHOCT KbM HECTEPOHIHH TpoTHBOBB3nanuTentu cpeactsa (HCIIBC) TpsdBa na
M305TBAT KOHTAKT C BETEPHHAPHOMEAUIIUMHCKUS POIYKT.

[Ipu cnyuaiioHocaMOMHKEKTHPaHe, He3a0aBHO J1a Ce MOTHPCH MEAUIIMHCKY ChBET, KaTO HA JIeKaps ce
MIPEIOCTaBU JINCTOBKATA 32 yHOoTpeOa MM €THKETa Ha MPOTyKTa.

4.6 HebaaronpusiTHu peakuuu (4eCTOTa U BasKHOCT)

IIpu roBena 1 cBUHE OJKOKHO, HHTPAMYyCKYJTHO, KAKTO ¥ MHTPABEHO3HO IpUJIaraHe ce MmoHacs
no6pe; npu mo-manko ot 10% ot TpeTpaHnTe B KIMHUYHHE NPOYYBaHUS FOBE/Ia € HAOII01aBaHO CaMo
c1a0b0 BpEMEHHO MOJyBaHe Ha MACTOTO HA MHXKEKTUPAHE CIIe] MOIKOKHO IpUIaraHe.

B MHOTO pesku ciaydan MoXe Ja ce TMOSIBAT aHaGUIaKTOUIHHI PEeaKIy, KOUTO TpsOBa 1a Obaat
JIEKyBaHH CUMIITOMATHYHO.

YecToTara Ha HEOIArONPUATHUTE PEAKIIMU CE OTIPEeNis upe3 cieqHaTa Kiacu(pukamus:

- MHOrO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, MPOSIBSIBAILN HEOJIATONPUSITHU PEaKIINN)

- yecTH (moBeue oT 1, HO mo-manko ot 10 xxuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTu (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHH Ha 1000 TpeTUpaHH KUBOTHN)

- penku (moseue oT 1 HO mo-manko ot 10 xuBotHH Ha 10 000 TpeTHpaHu >KUBOTHH)

- MHOTO peku (1mo Manko oT 1 xuBoTHO Ha 10 000 TpeTnpaHu KUBOTHU, BKIIOUUTEITHO U30IHPAHU
CHOOIIIECHHU).

4.7 Ymnortpeb6a no BpeMe Ha OpeMEHHOCT, JIAKTAIUSA WIH siiilleHOCeHe

T'oBena:
Moske ma ce mpuiiara 1o BpeMe Ha OpeMeHHOCT.

CBuHe:
Moske ma ce mpuiiara 1mo BpeMe Ha OpeMEHHOCT U JIaKTaIlvsl.

4.8 B3aumoneiicTBHE ¢ IPYTd BeTePUHAPHOMEIUIIMHCKH MPOAYKTH M IPYrU (hopMu Ha
B3aHMOJeHCTBHE

[a He ce mpuara CbBMECTHO C TITIOKOKOPTHKOCTEPOUAH, APYTH HECTEPOUIHH TPOTHBOBB3MATUTEITHU

CpeAcCTBa WIN AaHTUKOAl'yJIaHTHU.
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4.9 [lo3a 4 HAYMH HA NPUJIOKEHHE
T'oBena:

EnHOKpaTHO MOAKOXKHO WM MHTPABEHO3HO MHXKEKTHUpaHe Ha 703a ot 0,5 mg menokcukam/Kg TenecHa
maca(r.e. 10 ml/100 kg Tenecna maca) B KOMOMHAIIMS ¢ aHTHOMOTHYHA TEpPAIUs WK C IEpOpaHa
pexujpaTupaia Teparnus, Crope ciydas.

CauHe:

JIBUTATEIHY HAPYIIEHUS:

EfHOKpaTHO MHTPaMYCKYJTHO HHXKEKTHpaHe Ha 703a oT 0,4 mg menokcukam/Kg Terecua maca (t.e. 2,0
ml/25 kg tenecna maca). Ako € HEOOXOAMMO, IOBTOPHO MPHJIAraHe Ha MEJIOKCHKAM MOXE Ja e
HanpaBu cien 24 Jaca.

HamausiBaue Ha cnenoneparnsHara 00ka:
EnHOKpaTHO MHTPaMyCKYITHO HHKEKTHpaHe Ha fo3a ot 0,4 mg menokcukam/Kg Terecua maca (t.e. 2,0
ml/25 kg temecna maca) mpeau onepanus.

Oco6eno BHuMaHue TpsiOBA 1a ce OOBbPHE Ha TOYHOCTTA HA J03UPAHE, BKIIOYHTEIHO J1a Ce M3MOI3Ba
MOAXOAII0 103UPAII0 YCTPOUCTBO M BHUMATEIHO Ja C€ U3YMC/IM TEJIECHATA Maca.

[a ce n30srBa KOHTAMHHALMS IO BpeMe Ha yrnoTpeoa.

4.10 TIpemo3mpaHe (CHMITOMH, CHENIHA MEPKH, AaHTHIOTH), AKO € HEOOXOTUMO
B citydaii Ha ipeno3upane TpsOBa Ja ce 3amovHe CUMIITOMAaTHYHO JICYCHHUE.

411 KapeHTHM CPpOKOBe

TI'oBena:

Meco u BbTpemHu opranu. 15 auu.

CBumHe:

Meco 1 BbTpEIIHN OpraHu: 5 THHU.

5. OAPMAKOJIOI'HYHU OCOBEHOCTH

®dapmakoTepaneBTudHa rpyna: [I[poTHBOBB3MANHTEHN U AHTUPEBMATHYHH TIPOTYKTH, HECTEPOUIH
(oxcukamm)
Berepunapnomenunuacku Anatomo-TepanesruaeH Koa: QMO1ACO06

5.1 ®apmakoaMHAMHYHHU CBOIICTBA

MenokcrKaM € HECTePOUIHO MpoTuBOBB3MaIuTesHo cpeactBo (HCIIBC) ot kinaca Ha OKCHKaMHTe,
JecTBaIlo Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTAarjaHiH, IIPH KOETO MPOsIBsBa
MIPOTHUBOBB3NAIUTEIHH, aHAITETHYHY, aHTUEKCYJAaTUBHY U aHTUITMPETUYHH CBOMCTBA.
MenokcuKaMbT IIPUTEKaBa ChILO AHTHEHAOTOKCUYHH CBOMCTBA, 3all0TO € YCTaHOBEHO, Y€ HHXUOUpa
HpOAYyKIMsTa Ha TPOMOOKCaH B2, mpean3BrkaHa OT npuiIaraHeTo Ha eHI0TOKcHH Ha E. coli mpu
TEJeTa, JJAKTUPALY KPaBHU U CBHHE.
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5.2 dapMaKOKMHETHYHH 0COOEHOCTH

Abcopbuus
Cunen enHOKpaTHa oaKokHa 103a ot 0,5 mg menokcukam/kg, Cmax croitnoctu ot 2,1 pug/ml ce

JIOCTHUTAT ciien 7,7 Jaca IMpu MiIaay TOBea.
Cren nBe uarpamyckyiuu qo3u ot 0,4 mg meixokcukam/kg, Cmax croitroct ot 1,1-1,59 pg/ml ce
JocTura ciaen 1 gac mpu CBHHE.

PaznpeneneHue
[Toseue ot 98% ot Menokcrukama ce CBbp3Ba C IUIa3MEHUTE MPOTeHHH. Hali-BHCOKNTE KOHIIEHTpAITUU

Ha MEJIOKCHKAaM C€ OTKPUBAT B YepHHS Jpo0 1 ObOperuTe. CpaBHUTEITHO HUCKH KOHIICHTPAIIUH CE
3a0els3BaT B CKeJeTHATa MyCKyJIaTypa ¥ Ma3HHHUTE.

MeTtaboau3pM

MeokcHKaMbT C€ OTKPHBaA IPEIUMHO B TU1a3Mara. [Ipu ropeia MeJIOKCHKaMa ChIIO Ce eKCKpeTHpa
[JIAaBHO Ype3 MIIIKOTO M JKJIbUKaTa, TOKaTO ypUHATa ChIbpPKa CaMo CJICAH OT U3XOJHOTO CheIUHEHHE.
[Ipu cBuHE *kITbUKATa U YPHHATA CHIBPKAT CAMO CJICIU OT H3XOHOTO CheIUHEHNE. MEeTOKCHKaMbT
ce MeTabOJIM3UPa Ha aJIKOXO0JI, KUCSIIMHEH IEPUBAT U HIKOJIKO MOJISIPHU MeTa00oIuTh. JloKas3aHo e, ue
BCHYKH OCHOBHM METa0O0JIUTH ca (hapMaKOJOTHYHO HEAKTHBHHU.

Enumunupane
MeIoKCHKaMBbT Ce eITMMUHUPA C TIEPUOT Ha Mmorypasmnaj oT 26 Jaca ciiel oIK0KHO HHKEKTUPAHE

npu Miaau roseqa. [Ipu cBUHE cpel MHTPAMYCKYJIHO MpUIarane, MepUoIbT Ha CPEIHHS TONypasnai B
TuIa3mara e nIpuoIn3uTeNHo 2,5 Jyaca.

[Ipudnausurentno 50% oT npuoKeHaTa 03a ce SIMMUHUPA Ype3 YPUHATA, a OCTaThKBT Upe3
U3NPAKHEHUSITA.

6. OAPMALIEBTUYHU OCOBEHOCTH
6.1 Chnucbk HA eKCIHMIIMEHTHTE
- Etanomn (96%)

- [lonokcamep 188

- Maxkporon 300

- I'munun

- luHaTpueB eneTart

- Hatpues xumpokcun

- ConHa KucennHa

- Mernymun

- Bona 3a umxkexkumu

6.2 OCHOBHH HECHBMECTHMOCTH
He ca u3BecTHH.

6.3 Cpox Ha roaHocT

Cpok Ha TOJHOCT Ha KpailHUS BeTEpUHAPHOMEAUIIMHCKY IPOAYKT: S TOJUHH.
Cpok Ha TOJHOCT CJIE IbPBO OTBApsIHE HAa TbPBUYHATA OMAKOBKa: 28 1HU.

6.4 CpoenuajHH ycJOBHS 32 CbXpPaHeHUe HA MPOAYKTA

To3u BCTCPUHAPHOMCIUIIUHCKHA NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHN YCJIOBHA 3a ChbXPAaHCHUC.
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6.5 Bua u chcTaB HA DIbPBUYHATA OIIAKOBKaA

Kapronena kytus ¢ 1 6e3uBeter/Hu cThKICH/HU (hakoH/a 32 HHKEKIHH, BCEKH OT KOUTO Chabpxka 20
ml, 50 ml v 100 ml.

Bceku ¢urakoH e 3aTBOPEH ¢ TYMEHA 3allyIlaika U IFIOMOUPAH C alyMHHHAEBO Kamade.

He Bcnuku pa3mMepr Ha OITaKOBKaTa MOTaT fa ObJar IpeajaraHy Ha masapa.

6.6 CroenuajHH MEPKH 32 YHHIII0O’KABAHE HA HEM3MOJI3BaH MPOAYKT WIH OCTATHIU OT HETO
Bcexu HensnoI3BaH BeTEpHHAPHOMEIUIIMHCKY IPOAYKT MIIM OCTaThIM OT HEero TpsioBa 1a ObaaT
YHHIIOKEHU B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO.

7. MNPUTEXATEJI HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/07/078/018 20 ml

EU/2/07/078/019 50 ml

EU/2/07/078/020 100 ml

9. JATA HA TbPBOTO U3JABAHE / TIOJHOBSIBAHE HA JIMILIEH3

Jlarta Ha TBPBO M3JaBaHe Ha JIMIEH3 3a ynorpeda: 10/01/2008.

Jlata Ha mocIieIHO TIOTHOBSIBAaHE Ha JIMIIEH3 3a yrotpeda: 18/12/2012.

10. JJATA HA IIOCJIEJHATA PEJAKIIHUSA HA TEKCTA

IMoapo6Ha uHbOPMAIHS 38 TO3U MPOAYKT MOXKE /la HAMEPUTE Ha HHTEPHET CTpAHMI[aTa Ha
EBponeiickara Arenius o Jlekapcrsara (http://www.ema.europa.eu).

3ABPAHA 3A ITPOJAXBA, TOCTABKA U/NJIA YIIOTPEBA

Hsama

32



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUA ITPOAYKT

Rheumocam 330 mg rpanynu 3a KOHe.

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
EnuH yaHTa chabpxa:

AKTHBHA Cy0OCTaHIMA:
Menokcukam 330 mg.

3a IIbJICH CIIHCHK Ha CKCIIUIIMCHTHUTEC, BUX T. 6.1.

3. DAPMALIEBTUYHA ®OPMA

I'panynu B camera.
biutenu >xbaTH rpanyIn.

4, KJIMHUYHU JAHHU

4.1 BupaoBe »KHUBOTHH, 32 KOUTO ¢ mpenHa3HayedH BMII

Komne.

4.2 TepaneBTUYHHU MOKA3AHUS, ONPeIEICHH 32 OTIEJTHUTE BUI0BE KUBOTHH

Oobnex4aBaHe Ha BB3MAICHUETO U HAMANsABaHEe HA OOJIKaTa KaKTO MPU OCTPH, Taka U PU XPOHHYHH
MYCKYJTHO-CKeNIeTHH HapyIueHus npu kore ¢ terio 500 kg - 600 kg.

4.3 TIpoTuBonmoOKa3aHMs

[a He ce npuiiara npu OpeMeHHHU U JaKTUPALIH KOOWIIH.

Jla He ce U3MO0II3Ba IPU KOHE, CTPAAAIIy OT TaCTPOUHTECTUHAIHN CMYILEHHS, KaTO Bb3MAJIEHUE U
XeMoparusi, HapylieHa 4epHOApoOHa, ChpJievHa Wik ObOpevHa QPYHKIMS U XeMOParnuyH| HapyIIeHNSI.
[a He ce u3M0I3Ba MPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIUS WM HAKOU OT
EKCLUITUEHTHTE.

Jla He ce U3M0JI3Ba IPU KOHE MO 6 ceIMUYHA Bh3PacT.

4.4 CrenynaJHu NpeAna3sHil MEPKH 32 BCEKH B/l AKUBOTHH, 32 KOUTO e mpexHa3Haded BMII
Hama.

45 CpoeuuajJHu mpeaANa3sHd MepPKH NMpH ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

Ja ce n3bsrBa ynorpebdaTta mpu BCSKO IEXHIPATHPAHO, XUTTOBOJIEMUYHO MIIM XUITOTEH3UBHO YKHBOTHO,
THH KaTO CHIIECTBYBA MOTEHIMAJICH PUCK OT ObOpeYHa TOKCUYHOCT.
C 1en na ce cBese JI0 MUHUMYM PUCKa OT HEITOHOCUMOCT, IPOAYKTHT TpsiOBa Jla ce CMeCBa C MIOCTH

dhypaxu.
To3u IPOIYKT € IMpeaHa3HadeH 3a yrmoTpeda camo rmpu KoHe ¢ terio mexay 500 u 600 Kg.
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CHCQI/IaHHI/I npeanasHi MCPKH 3a JiMlaTra, npujaaraiii BETCPUHAPHOMEIUITMHCKYA IIPOJAYKT HAa )KUBOTHUTEC

Xopa C YCTaHOBEHa CBPBXYYBCTBUTEIHOCT KBbM HECTEPOMIHU IPOTUBOBB3MAIUTENHU CPENCTBA
(HCIIBC) Tpsi0Ba 1a n304rBaT KOHTAKT C BETCPUHAPHOMETUIIMHCKHS TIPOIYKT.

B ciyuail Ha MHIMIGHTHO MOTITBIIaHEe He3a0aBHO Ja ce MOThPCH MEAMIIMHCKHU ChBET, KaTO Ha JIeKaps
ce IIPeJOCTaBU JIUCTOBKATA 32 yNoTpeOda UK eTUKETa Ha IPOIYyKTa.

4.6 HebnaronpuaTHH peakuuu (4€CTOTA U BajKHOCT)

B knmuHMYHM M3NMTBAaHUA ca HAOI0AaBaHU M30JIMPAaHH CITydan Ha HEOJIArONpHUsITHU PEaKM THIIMIHO
acoruupanu ¢ HCIIBC (yiexa yprukapusi, nuapust). CUMOTOMHUTE ca O0paTUMH.

B MHOTO penxu cnyyan ce cho0IaBa 3a 3aryoa Ha arneTuT, JeTaprus, CTOMAITHA OOJKU U KOJIHT.
B mHOrO penxu cayuyam MoXe Ja Bh3HUKHAT aHA(WIAKTOWIN PEaKIMU, KOUTO MOXKE Ja Ce OKaKaT
CEpUO3HU (BKJIFOUUTEIIHO BOACIIH JI0 CMBPT) U TE TPsIOBa J1a ObJaT CHMITOMATHYHO JICKYBaHH.

YecroTaTa Ha HEOIATOMPUATHUTE PEAKLMH CE ONPEeIIs Upe3 cleHaTa KIacuPpUKaLus:

- MHOTO YecTH (moBede oT 1 Ha 10 TpeTupaHH KUBOTHH, MIPOSIBSIBAIIN HEOJIATONPUSITHU PEAKIINN)

- yectH (moBeue oT 1, HO mo-manko oT 10 xuBoTHU Ha 100 TpeTHpaHu )KUBOTHH)

- He "ecTH (moBeye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 1000 TpeTUpaHU )KUBOTHHN)

- peaxu (moBede ot 1 HO mo-Manko oT 10 xxuBoTHU Ha 10 000 TpeTHpaHU KUBOTHH)

- MHOTO peakH (1o Majiko oT 1 xuBoTHO Ha 10 000 TpeTupaHy )KMBOTHH, BKIIIOUUTETHO N30IMPAHH
CHOOIICHU).

4.7 Ynorpeda mo BpeMe Ha OpeMeHHOCT U JJAKTALIMSA
JlabopaTopHHTE NPOYYBaHUS IPU F'OBEJA HE TIOKA3BaT HUKAKBU JaHHH 33 TEPATOreHHOCT,
(heTOTOKCHYHOCT MM TOKCHYHOCT 38 MalldMHUS OopraHu3bM. Hsma cwOpanu naHHu 3a koHe. 1o Taszm

MIPUYKMHA HE ce MPeropbyBa MPHUIaraHeTo Mo BpeMe Ha OPEeMEHHOCT U JIaKTaIlusl.

4.8 BzaumopneiicTBHE ¢ APYTH BeTePUHAPHOMEAUIMHCKH MPOAYKTH U APYru (popmMu HA
B3auMojeiicTBue

I[a HE CC Npujiara CbBMCCTHO C I'IFOKOKOPTUKOCTECPOUH, APYTU HECTCPOUIHU TPOTHUBOBH3IAIUTCIIHA
Cp€acTBa WM aHTUKOAr'yJIaHTH.

4.9 Jlo3a M HAYMH HA NPHJIOKEHUE
M3non3Baiite ¢ xpaHa.
Ja ce nmpunara cMmeceH ¢ xpaHara B n1o3a ot 0,6 mg/kg TenecHa Maca, eluH IIbT AHEBHO, 10 14 nHU.

[IpoxykTsT TpsiOBa na ce mpubaBs kbM 250 T Miocin Gypaxky, Ipean XpaHeHe.

Besiko carire chrpprka eHa q03a 3a KoH ¢ Teriao Mmexay 500 u 600 kg u mo3ara He TpsiOBa 1a ce
pasens Ha O-MaJIKH JIO3H.

Ja ce m30sTBa BHBEKAAHE HAa 3aMBPCIBAHE 110 BpeMe Ha yroTpeoa.

410 Ilpeno3upane (CHMIITOMH, CIIELIHH MEPKH, AHTHI0TH), KO € HEOOXONMO
B citydaii Ha npeo3upane TpsOBa Ja ce 3aro4yHe CUMIITOMAaTHYHO JICYCHHUE.

4.11 KapeHTHH CPOKOBe

Meco 1 BbTpEIIHN OpraHu: 3 THU.

He ce paspemasa 3a yrotpe6a mpu )KUBOTHH, YUETO MIIAKO € TIPEAHAa3HAUEHO 3a YOBEIIKa
KOHCYMaIus.
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5. DOAPMAKOJIOI'MYHU OCOBEHOCTHU

dapmakoTepaneBTHuHa rpymna; [I[pOTHBOBB3MATIMTEIHN U AHTHPEBMATHYHH TIPOIYKTH, HECTCPOUIH
(oxcukamm).
Berepunapuomenunuacku Anatomo-Tepanesruuen Kox: QMO1ACO6.

5.1 dapmakoaMHAMMYHU CBOiicTBa

MenoKCHKaMbT € HECTEPOUIHO MPoTHBOBB3manuTenHo cpeactso (HCTIBC) ot kiaca Ha OKCHKaMUTE,
JIeHCTBAIO Ype3 NHXHOUpPaHe Ha CHHTE3a Ha MPOCTArIaHIuH, IPH KOETO MPOsBsBa
MPOTUBOBB3NAIUTENHU, AHAITETUYHH, AaHTUEKCYJATUBHU U aHTUIIUPETUYHU cBoMcTBa. HaMansBa
JIEBKOIITUTHATA I/IH(i)I/IHTpaIlI/ISI BBB BB3IIajeHaTa ThKaH. B mo-Majka crereH I/IHXI/I6I/Ipa " KOJIarcH-
WHAYMpaHaTa TPOMOOIUTHA arperaliysi. MelIOKCUKaMbT MPUTEKaBa CHIII0 AHTUEHAOTOKCHYHHI
CBOWCTBA, 3al[0TO € YCTAaHOBEHO, Ye MHXUOMpPa MPOAYKIUATA Ha TPOMOOKCcaH B2, mpenu3BukaHa oT
WHTPABEHO3HOTO MpUJiaraHe Ha eHaoTokcHH Ha E. coli mpu tenera u cBune.

52 ®@apmakoKHUHETHYHH 0CODEHOCTH

AOGcopOrus
Korato npomyKThT ce U3MoI3Ba CIOpe T NpernopbhuaHusl peXXUM Ha JI03UpaHe, IepopaHaTa

OouoHanmmuHOCT € pubau3uTenHo 98%. MakcuMaTHU MIa3MeHN KOHIIEHTPAIIUH CE JOCTHTaT
npubu3uTenHo cien 2-3 yaca. GakropsT Ha akymyJaanus ot 1,08 npenamosnara, 4e MEJIOKCHKaMa He
Ce aKyMyJIupa, KOraTo ce mpuiara exxXeIHeBHO.

Pasnpenenenue
[pudausutentno 98% oT MeI0KCHKaMa ce CBbP3Ba ¢ IIa3MeHuTe nporenHd. O0eMbT Ha

pasnpenenenue e 0,12 I/kg.

Merabonu3sm

MeTabou3MBbT € Ka4eCTBEHO NO100€H MPH ILTHXOBE, MUHH MPACEHIIA, X0pa, TOBEla U CBHUHE,
Brnpeku, ue KOMUYeCTBEHO ChIECTBYBAT PA3IUKH. | TaBHUTE METaOOIUTH OTKPUTH TIPU BCUYKH
BHJIOBE Ca S5-XUIPOKCH- B 5-KapOOKCH-METa00IUTUTE M OKCATHI-METab0MHTHT. MeTabomu3MbT IpH
KOHE He € u3ciieiBaH. JlokazaHo €, Ye BCHYKH OCHOBHU METa0OIUTH ca (hapMaKoJIOTMYHO HEaKTUBHH.

EnumMunupane
MenokcHKaMbT ce SMMHUHIPA ¢ KpaeH morypas3nan oT 7,7 Jaca.

6. DOAPMAIEBTUYHU OCOBEHOCTH

6.1 Chnucbk Ha eKCOUMHEHTHTE

I'mroxo3a MoHOXHAPAT

TToBuaoH

s0bKa apomar (Chabpikain oyruixuapokcuannzon (E320))
Crospovidone

6.2 OCHOBHHM HECHLBMECTHMOCTH

HpI/I JIMIICA Ha JaHHU 3a CbBMCECTUMOCT, TO3U BETCPUHAPHOMCAUIINHCKU IIPOAYKT HE TpSI6Ba Ja 61:}16
CMCCBAH C JPpyru BETCPUHAPHOMCAUIIMHCKU ITPOJAYKTH.

6.3 Cpok Ha rogHOCT

Cpok Ha rOZHOCT Ha KpalHUs BETEpUHAPHOMEAULUHCKH IPOIYKT: 3 TOAMHHU.
Cpok Ha rOZIHOCT cliefi pa3MecBaHe ¢ Mrociu (ypaxku: [a ce u3non3ea BeaHara.
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6.4. CnenuajJHM ycJI0BHUS 32 ChbXpaHeHHEe HA MPOIYKTA
To3u BeTepUHAPHOMEMIIMHCKH MTPOAYKT HE M3MCKBA HUKAKBH CIICIIMATHN YCIIOBHS 33 ChbXpaHCHHUE.
6.5 Bwuau cbcTaB HAa MBPBUYHATA ONMAKOBKA

Paper donmo camera (xaptust/PE/anymunnii/PE), cbabpikamm 1,5 rpama rpanyinu 3a carie B
kaproneHa kytus ¢ 100, 10 camera.

He Bcuuku pasMepu Ha OnakoBKaTa MOTaT Ja ObJaT npejaraHy Ha rnasapa.

6.6 CnenuajHu MepPKH 32 YHUIIOKABAHE HA HEHU3MOJ3BAH MPOAYKT HJIH OCTATHIH OT HEro

Bceekn HeM3Mmo3BaH BETEPUHAPHOMEIUITUHCKH TPOTYKT WM OCTAThIM OT HEro TpsiOBa aa ObaatT

YHHIIOXKEHU B ChOTBETCTBHE C U3MCKBAHHSATA HA MECTHOTO 3aKOHOIATENICTBO.

7. MMPUTEXATEJI HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

8. HOMEP(A) HA JIMIEH3A 3A YIIOTPEBA

EU/2/07/078/021 - 100 carrera

EU/2/07/078/026 - 10 camera

9. JATA HA ITbPBOTO N3JJABAHE / IIOJITHOBABAHE HA JIMIIEH3A 3A
YIHHOTPEBA

JlaTa Ha TBpPBO W3AaBaHe Ha JTUIeH3 3a yrorpeba: 10/01/2008.

Jlata Ha moCJIeIHO TIOHOBSIBAHE Ha JIMIIEH3 3a yrorpeba: 18/12/2012.

10. [OATA HA NIOCJIEJHATA PEJAKL NS HA TEKCTA

[MoapoOHa nHpopMaLus 3a TO3H NPOLYKT MOXKE J]a HAMEPUTE Ha MHTEPHET CTpaHHUIIaTa Ha
EBponeiickara.
Arennus o JlekapcrBara http://www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXKBA, CHAB/ISABAHE NW/WUJIA YIIOTPEBA

He e mpuinoxumo.
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1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

Rheumocam 0,5 mg/ml nepopaiina cycrneH3ust 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Enua ml ceappika:

AKTHBHA cy0OcTaHIMA:
Meloxicam 0,5 mg

Excuunmuenr:
Sodium benzoate 1,5mg

3a IBJIHUA CHUCHK HA EKCHMIIMEHTUTE, BIK T. 6.1.

3. DAPMAIEBTUYHA ®OPMA

[lepopanna cycnensus.

I'magka cBETIOKBITA CYCIIEH3US.

4, KJIMHUYHU JAHHU

4.1 BupaoBe »KHUBOTHH, 32 KOUTO e mpenHa3Hayed BMII

Kotku.

4.2 TepaneBTHYHHU MOKA3AHUSI, ONIPE/IeJIEHH 32 OTAEJTHUTE BUI0BE KUBOTHHU

Obnex4aBaHe Ha JieKa JO YMEPEHO CHITHA ciie/jonepaTiBHA 00JIKa M Bh3NAICHUETO CIIEA XUPYPrHUHH
WHTEPBEHIINU TIPH KOTKH, HATIP. OPTOIIEANYHH ONEPaIlii U XUPYPIHsl HA MEKUTE ThKaHH.
Obnex4aBaHe Ha 0OJKaTa ¥ BB3MAICHUETO MPHU OCTPU M XPOHUYHHU MYCKYITHO-CKEIETHH HapyILICHUS
TP KOTKHU.

4.3 IlpoTuBONMOKA3aHUS

Ja He ce m3no13Ba py OPEMEHHN WIIH JIAKTHPAIIN )KHBOTHH.

Jla He ce m3Moa3Ba PU KOTKH, CTPAJAIIX OT TACTPOMHTECTHHAIIHN CMYIIIEHHUS KaTo Bh3MAaJIeHUE U
XeMoparus, HapyIleHa 4epHoIpoOHa, ChpcuHa Wi ObOpevHa (yHKITHS U XeMOPAaruyHU HAPYIICHMYSI.
Jla He ce u3Mo3Ba NPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIMS WA KbM HIKOU OT
eKCLUTTUEHTHTE.

Ja He ce u3mo3Ba Npy KOTKU MOA 6 CeIMUYHA Bb3pacT.

4.4 ChneuuajHM Npeana3Hu MepPKHU 32 BCeKU BUJ ;KUBOTHH, 32 KOUTO e npeanazHayen BMII
Hsama.

45 CpeuuajJHu mpeaAna3Hd MepPKH Npu ynorpeda

CrienmanHy Ipeina3Hi MEPKH 3a )KMBOTHHUTE MPHU YIIOTpebaTa Ha MPOIYKTa

I[a ce n30srBa yHOTpC6aTa npu ACXUApPATHPAHU, XUIIOBOJICMHUYHU WJIN XUIMOTCH3WBHU JXUBOTHU, TBi
KaTO ChUICCTBYBA MOTCHIUAJICH PUCK OT pCHAaJIHA TOKCUYHOCT.
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CrenoriepaTHBHA 00JIKA U Bh3MAICHUE CIIC XUPYPTUYHH MPOIICTYPH:
B ciry4aii, ge ce Haymara TOBJIHATETHO 0OJIekuaBaHe Ha OojikarTa, TpsiOBa /1a ce IOMHCITH 3a
JIOITBTHUTEITHA TEPAIUs C IPYT MPOIYKT.

XPOHUYHH MYCKYJTHO-CKEJIETHU HAPYIICHHUS:
OTroBopsT Ha ABATOCPOYHA Tepanus TPsIOBa Ja ce MpocieAsiBa Ha PeJOBHA HHTEPBAIH OT
BETEpUHAPEH JIeKap.

CnegnanHH npeanasHy MCpPKH 3a Jinfara, npujaaraiii BETCPpUHAPHOMEIUITUHCKYA IIPOJAYKT Ha
KHBOTHHUTEC

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEITHOCT KbM HECTSPOUIHHU MPOTUBOBB3MAIUTEIHU CPEICTBA
(HCIIBC) Tpsi6Ba na n30arBaT KOHTAKT C BETEPHHAPHOMEIUITTHCKUS TTPOTYKT.

[Ipu cnyuaitHo norreliane He3a0aBHO Jia CE MOTHPCH MEUIIMHCKH ChBET, KaTO Ha JIeKaps ce
MPEIOCTaBU JINCTOBKATA WM €TUKETAa Ha MPOIYKTA.

4.6 HeOnaronpusiTHH peakuuu (4eCTOTAa U BA)KHOCT)

[Ipu KOTKM MOHSIKOTa ce ChOoOIIaBa 3a THNMUYHK HeOnaronpusatiu peakuuyd Ha HCTIBC kato 3aryba Ha
arneTHT, TOBPbILAHE, JUAPHs, OKYJITHA KPbB B U3MPAKHEHUATA, JIeTaprus 1 ObOpeuHa
HEJOCTAaTHYHOCT. 32 TACTPOMHTECTHHAHA YIILIEPAIHs U TIOBUIIICHH YePHOIPOOHH EH3UMU CE
CHOOIIIaBa B MHOTO PEJIKH CITyYaH.

Te3u HEOIArONPHUATHH PEAKIMH B TOBEUETO CITyYau ca MPEXOJAHU U M34e3BaT Clie]] MPUKIYBAHE Ha
JICYEHUETO, HO B MHOTO PEIKH CIIydad Morat Ja Ob/IaT CepUO3HH WK (paTaiHu.

B cnyuaii Ha HEOMaronpUATHHE PEaKIIUK JICYSHUETO TPAOBA J1a Ce MPEKPATH U JIa CE TOTHPCH CHBET OT
BETEPUHAPCH JIeKap.

YecToTara Ha HEOIArONPUATHUTE PEAKIMU CE OTIPEeNis upe3 cileqHaTa Kiacu(pukamus:

- MHOTO 4ecTH (oBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBSABAILN HEOJIATONPUATHU PEaKLIMN)

- yecTH (oseue oT 1, HO mo-mainko ot 10 xuBoTHH Ha 100 TpeTHupaHu )KUBOTHH)

- He yectH (moBeyue ot 1, Ho mo-Manko oT 10 xuBotHU Ha 1000 TpeTUpaHu )KUBOTHH)

- peaku (roBede ot 1 HO mo-Manko oT 10 xuBotHU Ha 10 000 TpeTrpaHU KUBOTHH)

- MHOTO pefiku (1o Mainko oT 1 sxuBoTHO Ha 10 000 TpeTnpaHu KUBOTHH, BKIIOUUTEIHO U30JIHPAHU
CHOOIIICHHU).

4.7  Ynorpe6a mo BpeMe Ha OpeMeHHOCT, JIAKTAIUs WIM sIiilleHOCeHe

Bbe3onacHocTTa Ha BETEpUHAPHOMEIUITMHCKHUS TIPOYKT HE € IOKa3aHa Mo BpeMe Ha OpeMEHHOCT U
nmaktanus (BXK. Touka 4.3).

4.8 BzaumopneiicTBHe ¢ APYTrH BeTePUHAPHOMETUIMHCKH MPOAYKTH U APYru (hopMu HA
B3auMoJeiicTBHe

Hpyru HCIIBC, auypeTnin, aHTHKOAryJiaHTH, aMUHOTIIMKO3UAHA aHTUOUOTHIN U BEIIECTBA C
rojsiMa CTEIICH Ha CBbP3BaHE HAa IPOTEMHHUTE MOTAT Jja JOBEIAT 10 CBBP3BAHE, a CJICA0BATEIHO U /10
TOKCHUYHH peakimu. Rheumocam ue tpsiOBa na ce npuiara eqHoBpemenHo ¢ apyru HCIIBC wmn
TIIIOKOKOpTHKOCTepouan. TpsOBa a ce n304rea eAHOBPEMEHHOTO MIpHUJIaraHe C MOTEHIIUATHO
HE(PPOTOKCUYHH BETEPUHAPHOMEIULUHCKH ITPOAYKTH.

[IpenmecTpaio TpeTupaHe ¢ MPOTUBOBB3MAIHUTEIHNA CPEICTBA MOXKE Ja IPUUNHU TOTbIHUTEITHHA WITH
MTOBHUITIICHU HEOJIATONPHUATHHN PEaKITNi B ChOOpa3HO ¢ TOBA TPSOBA Aa e CIIa3| IEeproI, CBOOOEH OT
NPUJIAraHeTO Ha TAaKHUBA BETCPUHAPHOMETUIIMHCKY MPOAYKTH, Hall-Mallko 24 Jaca Mmpejiy 3aroyBaHe
Ha JiedenueTo. [Ipu nepuona, cBoOOIeH OT TpeTupaHe, obaye, TpsiOBa fa ce B3eMaT MPEABUT
(hapMaKOJIOTUYHUTE CBOMCTBA HA TIPOAYKTUTE M3TIOI3BAHU MPEIH TOBA.

4.9 Jlo3a M HAYHH HA MPUJIOKEHUE

3a mepopaHO MPUIIOKEHNE.
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CrenoniepaTHBHA 00JIKA U BB3MAICHUE CIIC XUPYPTUYHH MPOIISTYPH:

Cren mppBoHauaiHOTO JiedeHne ¢ Rheumocam 5 mg/ml umxekimonen pa3TBop 3a KOTKU MPOIBIKETE
neueHuneTo 24 yaca no-kbcHo ¢ Rheumocam 0,5 mg/ml nepopainna cycrniensust 3a KOTKH B JI03UPOBKA
Ha menokcukam ot 0,05 mg/kg tenecua maca. Ilepopannara mocse/Baiia 103a MOXKe Jia ce Impuiara
©IH BT THEBHO (Ha MHTEPBAIH OT 10 24 yaca) 10 MAaKCUMYM YEeTHPH JTHH.

OcTpy MYCKYJIHO-CKEJIETHH HapYIICHUS:

[TbpBOHAYATHOTO JICYCHHE € CJHOKpATHA MepopaiiHa j103a Mesokcukam ot 0,2 mg/kg Tenecna maca
Ha IbpBUs eH. JledenneTo TpsiOBa fa ce NpOIBJDKH BEAHBK JHEBHO Upe3 IEPOPATHO MPUIOKEHUE
(Ha 24-gacoBu UHTEpBaH) B 032 Menokcukam ot 0,05 mg/Kg tenecHa Maca oToraBa, 10KaTo
IPOIBJDKABAT OCTpaTa OOJIKA U BB3MAIECHUETO.

XPOHUYHH MYCKYJTHO-CKEICTHU HAPYIICHUSI:

[TbpBOHAYATHO Ce MpUJIara nepopaiHo eanHunydHa 103a ot 0,1 mg menokcukam/Kg TesiecHa Maca 1pes
IBpBUS AcH. JIeueHneTo TpsOBa 1a MpOABIKU SIUH ITBT JHEBHO Upe3 TIEPOPATTHO MPUIIOKeHUE (Ha 24
YacOBHM MHTEPBAIIN) Ha Moaabpikaina 1o3a ot 0,05 mg menokcukam/Kg TenecHa mMaca.

Knuandgen oTroBOp 0OMKHOBEHO ce HAOIIf0MaBa B paMKuTe Ha 7 nHA. JledeHnero TpsOBa aa ce
MIpeKpaTH Ha-KbCHO ciien 14 qHu, ako JUIICBA SBHO KIMHUYHO TOI00peHue.

Hauws 1 MeTo Ha IpUIOKECHHE

CrpurHIIOBKATa ce cjara Ha KalkoMmepa Ha OyTHIIKaTa M MMa CKala 3a TeJlecHa Maca B kg, KosTo
ChOTBETCTBA Ha g03arta oT 0,05 mg menmokcukam/kg TenecHa maca. Taka 3a 3amoYBaHe Ha JICUCHUE HA
XPOHUYHHU MYCKYJTHO-CKEIICTHH HAPYIICHUS B IIBPBUS JICH € HEOOXOIUM JIBa ITHTH MO TbPKAIIUS
o0eMm. 3a 3anoYBaHe Ha JICYSHUETO Ha OCTPU MYCKYJTHO-CKEJIETHH HAPYIICHUS B ITbPBHS JICH IIIE ©
HE00X0aMM 4 IBTH MOAMLPIKAIMIUAT 00EM.

Ha ce paskiama 1o6pe npeau ynotpeba. [a ce mpunara nepopaiHo UM CMECEH C XpaHa, HITH
HanpaBo B yctaTta. OcoOeHo TpsOBa 1a ce BHMMaBa 3a TOYHOCTTa Ha Ao3upane. [Ipemoprunrennara
J103a He TpsAOBa Ja ce MpeBULIABA.

[a ce n30srBa 3aMbpcsBaHe 0 BpeMe Ha yHnoTpeda.

4.10 Tpeno3upane (CHMITOMH, CIIENIHN MEPKH, AaHTU0TH), AKO € HEOOXOTUMO

MenokcukaMbT UMa TECEH AHana3oH Ha JeKapcTBeHa 0€30MacHOCT MPHU KOTKH U KIIMHUYHH MIPU3HAIH
Ha [IpeJJo3UpaHe MOXKE J1a ce 3a0esiekaT [IPU CPaBHUTEJIHO HUCKY HUBA Ha IIpel03UpaHe.

B ciyuaii Ha npeno3upane HeOIaronpusATHATE peakinu, 00sCHeH! B Touka 4.6, ce oyakBa Ja Obaar
N0-CEpHO3HU M NO-uecTh. B ciydaii Ha mpego3upane TpsOBa 1a ce 3all0YHE CHMITOMATUYHO JICUCHHE.

4.11 KapeHTeH CPOKOBe

He e npunoxxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakorepaneBTHYHA rpymna: [IpoTHBOBB3NATUTETHN H AHTUPEBMATHYHH TIPOIYKTH, HECTEPOUIN
(okcuKamm).
Berepunapnomenununcku Anatomo-TepanestinueH Koa: QMO1ACO6.

51 ®apmakoguHAMUYHH CBOMCTBA

MenokcukaMbT € HecTepouiHO potuBoBb3nanuTenHo cpenctso (HCIIBC) ot kiaca Ha OKCUKaMUTE,
JIefCTBAINO Ype3 MHXUOUpaHe Ha CHHTE3a Ha MPOCTATTIAH |H, TIPH KOETO MPOsBSBa
MPOTUBOBB3MAIUTEIHY, aHAJITETUYHH, aHTUEKCYJATUBHY U aHTUITHPETUYHHU cBolicTBa. Hamainssa
JICBKOIIUTHATA MH(DHUITPAIUs BbB Bb3MaJieHaTa ThKaH. B mo-Maika crereH HHXUOUpa 1 KoJiarcH-

UHIyIMpaHaTa TpOMOOIUTHA arperamust. [Ipoy4uBanusita in Vitro u in vivo mokasBat, ue
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MEITOKCUKaMbT HHXHOMpa 1uKiIookcureHasa-2 (COX-2) B mo-rojisiMa CTEMEH OTKOJIKOTO
muKinookcurenasa-1 (COX-1).

52 @apmMakoKHUHETHYHH 0CODEHOCTH

Pe3opOrtus
AKO )XHBOTHOTO € TIOJUIOKEHO Ha TJIaJ IPH JJO3UPAHETO, MAKCUMAITHU TIa3MEHU KOHIIEHTPAIUH Ce

JIOCTUTAT MPUOTU3UTEITHO ciael 3 yaca. AKO JKUBOTHOTO CE€ XPaHHM 10 BpeMe Ha TO3UPaHETO,
pe3opbumsiTa MOXKe 1a ObJIc B M3BECTHA CTETICH 3a0aBeHa.

PasnpeneneHue
CrlnecTByBa IMHEHHA 3aBUCHMOCT MEXKTy PHIIOKEHATa 1033 U HAaOJIfo1aBaHaTa IIa3MeHa

KOHIOCHTpAalMd B TCPAICBTUYHNA JUAIIA30H Ha JO3UPAHEC. HpI/I6J'II/IBI/IT€J'IHO 97% OT MENOKCHKaMa ce
CBBpP3Ba C MIIAa3MCHUTEC ITPOTCUHU.

MeTaboau3sM

MenokcukaMbT C€ OTKPHBA MPEIUMHO B TUIa3MaTa M ChIIO CE EKCKPETUPA TJIAaBHO Ype3 KIThYKATa,
JIOKaTO YpHUHATA ChIbpPrKa CaMo CJISAU OT U3XOTHOTO CheanHeHue. OTKPUTH ca IeT OCHOBHH
MeTa0OJINTH, KaTO 3a BCHUKH € JI0Ka3aHo, Ye ca (hapMaKOJIOrHYHO HEAKTUBHU. MEIOKCHKaMBbT Ce
MeTaboIH3Hpa 10 aJTKOXOJI, KHCEIIMHEH JIEPUBAT U HIKOJIKO MOJIIPHU MeTabonutu. Kakto u npu
JIPYTH MTPOYYBaHU BUIOBE, OCHOBHUSAT T Ha OMoTpaHchopmaiis Ha METOKCHKAaM P KOTKH €
OKMCIISIBAHETO

Enumunupane
MenokcuKaMbT ce SNMMHIHHPA ¢ TIEPHOJ] Ha MoTypasnay ot 24 gaca. HamudueTo Ha MeTabOIUTH OT

U3XOJHOTO ChEIMHEHUE B yPUHATA U U3NPAKHEHUATA, HO HE U B IJIa3Mata, € I0Ka3aTeIHo 3a ObP30TO
UM eKcKkpeTupane. 21% oT Bb3cTaHOBEHATA J103a e eMMUHKpa B ypuHata (2% KaTo HeMpOMEHEH
MenokcukaMm, 19% kato merabonuti) 1 79% B u3npaxkHenusTa (49% Kato HEMPOMEHEH MEJIOKCHUKaM,
30% kato MeTaboIuTH)

6. OAPMAIEBTUYHHU OCOBEHOCTH
6.1 CHnucbk Ha eKCHHMIIHEHTHTE

Hatpues 6enzoar

I'munepon

JInMOHEHa KHCeTMHAa MOHOXHIPAT
KcanranoBa ryma

HarpueB muxunporen ¢pocdar MOHOXHIPAT
CHUMETHKOH eMYJICHS

Apomar Ha Me

CUIUIMEB JIBYOKHC, KOJIOMIAJICH Oe3BOICH
Bona, npeuncrena

6.2 OCHOBHHM HECHBMECTHMOCTH

[Ipu nunca Ha TaHHM 32 CBBMECTUMOCT, TO3H BETEPHHAPHOMEIULINHCKH MIPOAYKT He TpsiOBa na Obae
CMECBAaH C JPYIr'd BETEPUHAPHOMEIULIUHCKH IPOJYKTH.

6.3 Cpok Ha rogHocT

CpoK Ha rOJHOCT Ha KpaiHKs BETEPUHAPHOMEIUIIMHCKH MPOayKT: 30 Mecena.
CpoK Ha TOJHOCT CJIe]] ITbPBO OTBApsIHE Ha IIbPBHYHATA OTIAKOBKA:

3 ml u 5 ml 6yruika: 14 naun

10 ml u 15 ml 6yTunka: 6 mecena
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6.4 CrhnenuajJHM ycJI0BHS 32 ChbXpaHeHHEe HA MPOIYKTA

To3u BCTCPUHAPHOMCIUITUHCKU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHA YCIIOBHA 3a ChbXPaHCHUC.

6.5 BwuaucbcTaB HA MBPBUYHATA ONIAKOBKA

Bsina OyTriika OT MOJUETHIICH ¢ BUCOKA IIBTHOCT, Chibprkaina 10 ml wim 15 ml, ¢ kanauka,
yCTOMUKBA Ha OTBapsiHE, 3allIUTEHA OT JIeLa.

[MomumnponuinenoBa OyTuinka, chappkama 3 ml wim 5 ml, ¢ kamayka, ycToldrBa Ha OTBapsHe,
3alIUTEHA OT JIela.

Bceska 6yTI/IJ'IKa € OIIaKOBaHa B KapTOHCHA KYTHUA C €IHA MCPUTCIIHA CIIPUHIIOBKA OT 1 ml (Bapeﬂa oT
TOJIMIIPONIIICH U OyTaino / OyTalio B TIOJIHETHIICH C HACKA TUTBTHOCT).

He Bcuuku pa3Mepu Ha onakoBKaTa MOrar Ja ObaaT IpeUIarady Ha Iasapa.

6.6 Cneuna.mm MEPKH 32 YHUIIOKABAHE HA HEU3IOJI3BAH MPOAYKT WJIHA OCTATBIM OT HET0
Bceku Hens3non3paH BCTCPUHAPHOMCAUIIMHCKU IMPOAYKT WJIM OCTATbIIU OT HETO TpH6Ba Ja 6L,I[aT
YHHUIIOKCHU B CbOTBCTCTBUEC C U3UCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. HPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,
Ireland.

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

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 5mi

9. JATA HA TBPBOTO U3JABAHE/TIOJTHOBABAHE HA JIMIHEH3A 3A YIIOTPEBA

Jlata Ha TBPBOTO M3/aBaHe Ha IUIEH3 3a yrorpeba: 10/01/2008
Jlata Ha MOCJEHOTO MOHOBSIBAHE HA JIUICH3 3a ynoTpeba: 18/12/2012

10. [JATA HA NOCJIEJHATA PEJAKLUS HA TEKCTA

IMoxpo6Ha uH(OPMAIHS 38 TO3M IPOAYKT MOXKE JIa HAMEPHUTE Ha MHTEPHET CTPAHUIIATA Ha
EBpomneiickata areHius mo jekapcraata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJIAKBA, CHABJISIBAHE U/UJIN YIIOTPEBA
He e npunoxumo.
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HNPUJIOKEHHUE 11
IMPOU3BOJUTEJI OTTOBOPEH 3A OCBOBOKIABAHE HA ITAPTUIATA

YCJIOBUA NN OTPAHUYEHUSA B OTHACAIIU CE 10 NPEAJIATAHETO
NJIA YIIOTPEBATA MY

CTATYC HA MJICOK
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A.  NPOU3BOIUTEJ OTTOBOPEH 3A OCBOBOX/IABAHE HA ITAPTUIATA

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 3a OCB060)KI[aBaHCTO Ha NapTHUAUTEC 3a r[poz[a>K6a

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea,
Co. Galway,
Hpnaunus.

3a Rheumocam 20 mg/ml nn:kexkuuoHeH pa3TBop 3a roBena, cBuHe U kone m Rheumocam 5
mg/ml urskeKkMOHEH pa3TBOp 3a Ky4yeTa H KoTkn 1 Rheumocam 5 mg/ml unskexkunonen

Pa3TBOP 3a roeea M CBUHE CaMoO :

Eurovet Animal Health B.V.

Handelsweg 25,
5531 AE Bladel,
Xomanaus

u

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

b. YCJI0OBHMA NWJIN OT'PAHUYEHUA B OTHACAIIU CE 10 HPEIJIATAHETO WIN
YIIOTPEBATA MY

I[a CC OTITyCKa CaMO II0 JICKAPCKO MPEAINMCaHune.

B. CTATYC HA MJICOK

B tabmuma 1 kM npunoxerneto Ha Permament (EC) No 37/2010 BkitoueHH ClieTHITE CHCTaBKU Ha

Rheumocam u:

®apmakonornyHo | MapkepHo Bunose MACOK | Ilpunennu | dpyru TepamneBTuieH
aKTUBHA OCTaTh4HO XKHUBOTHU ThKaHH W3UCKBaHUs | Kjac
cyOcTaHIus BEIIECTBO
Menokcrukam Menokcukam | ['oBena, 20 ng/kg | Myckyn N/A [IporuBoBb3NaANN
KO3H, 65 pg/kg | Yepen TEJIHA
CBHHE, 65 pg/kg | mpob AQHTHPEBMATHYHH
3ai1y, Bbr0pex HPONYKTH,
€THOKOITUT HECTEPOUIU
HU
KHUBOTHU
I'oBena, 15 pg/kg | mmsako
K031,

Excuumnuenture, mocoueHu B Touka 6.1 Ha KpaTkaTta XxapakTepucTuka, ca WiH pa3perieHu

cyOcranuu, 3a kouto B Tabnuua 1 Ha [Ipunoxenunero keMm Pernament (EC) No 37/2010 ne ce

msuckBatr MJICOK, wiu ce pasriexaaT kato Heronaaanm B o0xsata Ha Pernament (EC) No
470/2009, koraTo ca BKJIIOUEHH B TO3U B TO3U BETCPUHAPHOMEIUILIMHCKHU IPOIYKT.
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MNPUJIOKEHHE |11

ETUKET U JINCTOBKA

a4



A. ETUKET
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kyTus 3a 6yruika ¢ o6em 15 ml, 42 ml, 100 ml mwom 200 mi

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 1,5 mg/ml nepopainma cycneHsus 3a Kydera.

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

Beexkn ml cpappika: 1,5 mg meloxicam
5 mg HaTtpueB GeH30aT

3. DOAPMAINIEBTUYHA ®OPMA

Tlepopanna cycnieH3us

4, PASMEP HA OITAKOBKATA

15 mi
42 ml
100 ml
200 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kyuera.

6. TEPAIIEBTUYHU ITOKA3AHUSA

OOnex4aBaHe Ha BB3MAICHUETO W HAMAISBaHE HA OONKATAa, KAKTO TIPH OCTPH, TaKa U MPH XPOHUYHU
MYCKYJTHO-CKEJIETHU HApYyIICHHUS.

‘ 7. METOA 1 HAYUH HA TPUJIOXKEHUE

Ja ce pazkiamma nodpe npeau yrnorpeoa.
Jla ce mpunara cMeceH ¢ XpaHa.
[Ipenu ynotpeda mpovyeTH TUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

‘ 9. CIIEIMAJIHU TPEAYIIPEXKJIAEHUA, AKO E HEOBXO/JIUMO

I[a HE CC U3M0JI3Ba IpU 6p€M€HHI/I " JIaKTUpAIIX )KUBOTHU.
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10 CPOKHATOIHOCT

Tlonen mo {meceryroawna}
Cren oTBapsiHe Ja ce M3MOJI3Ba B pAMKHUTE Ha 6 Mecerna.

11 CHELUAJIHU YCJIOBHUS 3A CbXPAHEHHUE

12. CHEIMAJIHA MEPKMU 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIN OCTATHIMU OT HEI'O, AKO UMA TAKHBA

yHI/IH.[O)KeTC OCTATBbYHUTC MAaTCpHAJIM B CbOTBETCTBUC C U3BUCKBAHUATA HA MECTHOTO
3aKOHOOAaTCJICTBO.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJIIUACHT “IA CE CbXPAHSIBA JIAJIEY OT ITOTJIEJIA Y HA HEJJOCTBITHU
3A JEITA MECTA”

I[a CC€ CbXpaHiABa JaJIed OT MOTJICJa U Ha HEAOCTBIIHU 3a A€1a MECTaA.

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

‘ 16. HOMEPA HA JIMHEH3A 3A YIIOTPEGA HA BMII

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

‘ 17. TAPTHUJIEH HOMEP

[Maptuna Ne {HOMEp}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIITHATA OITAKOBKA

Etuker 3a 6yruakure ot 100 ml u 200 ml

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Rheumocam 1,5 mg/ml nepopainsa cycreHsus 3a Kydera.

2. CBABPKAHUE HA AKTUBHATAMTE) CYBCTAHIIUA(N)

Beexkn ml ceappika: 1,5 mg meloxicam
5 mg HatpueB OeH30aT.

3. DPAPMANEBTUYHA ®OPMA

ITepopanna cycnensus.

4. PABMEP HA OITAKOBKATA

100 ml
200 ml

5. BUJIOBE )KNBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera.

6. TEPAIIEBTUYHHU ITIOKA3AHUSA

OO0ekuaBaHe Ha BH3MAICHUETO U HAMAaJIsIBAaHE Ha 0OJIKaTa, KaKTO MPHU OCTPH, TaKa U TIPU XPOHUIHH
MYCKYJTHO-CKEJIETHU HApYyIICHHUS.

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

Ja ce paskiamia 100pe npeau ynorpeoa.

Jla ce m30sTBa 3aMBpCABaHE 110 BpeMe Ha yroTpeoda.
Jla ce mpunara cMeceH ¢ XpaHa.

[Ipenu ynotpeda mpoyeTH TUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

‘ 9. CIIEIMAJIHU TPEAYIIPEXKJIAEHUA, AKO E HEOBXO/JIUMO

I[a HE CC U3M0JI3Ba IpU 6peM€HHI/I HWJIN JIAKTHUPAIU J)KUBOTHH.

48



10. CPOK HATOJHOCT

Tlonen mo {meceryroawna}
Cren oTBapsiHe Ja ce M3MOJI3Ba B pAMKHUTE Ha 6 Mecerna.

11. CHELNUAJIHU YCJIOBHUS 3A CbXPAHEHHUE

12. CHEIUAJIHA MEPKHU 3A YHUIIIO’)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

yHI/IH.[O)KeTC OCTATBbYHUTC MAaTCpHAJIM B CbOTBETCTBUC C U3BUCKBAHUATA HA MECTHOTO
3aKOHOOAaTCJICTBO.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJIIUACHT “IA CE CbXPAHSIBA JIAJIEY OT ITOTJIEJIA Y HA HEJJOCTBITHU
3A JEITA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjiceaa U Ha HEAOCTHITHU 3a A€1a MECTA.

15. HUME U ITIOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEPA HA JIMHEH3A 3A YIIOTPEGA HA BMII

EU/2/07/078/002 100 ml
EU/2/07/078/003 200 ml

17. TAPTHUIAEH HOMEP

IMaptuma Ne{nomep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKMU BMII, KOUTO CbABPKAT EAUHUYHA TO3A

Etuker 3a 6yTuiaka ¢ o6em 15 ml, 42 ml

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULMWHCKUA ITPOAYKT

Rheumocam 1,5 mg/ml nepopainsa cycreHsus 3a Kydera.

2. CBABPKAHUE HA AKTUBHATAMTE) CYBCTAHIIUA(N)

Meloxicam 1,5 mg/ml

3. CBIABPXKAHHUE CIIPSIMO MACA, OGEM WX BPOM HA EJJMHUYHUTE 103U

15 ml
42 ml

‘ 4. HAYYH HA ITPNJIOKEHHNE

Ja ce paskiama 1o6pe npeau yrnotpebda.
Jla ce mpuara CMeCeH ¢ XpaHa.

‘ 5. KAPEHTEH CPOKOBE

‘ 6. HNAPTUJIEH HOMEP

IMaptunen Ne {Homep}

7. CPOK HA I'OJHOCT

T'onen no {mecern/roauna}
Crier oTBapsiHe J1a ce M3M0JI3Ba B paMKKTE Ha 6 Mecera.

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTp€6a.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

{KapToHnena onakoBka }

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 1 mg tabieTku 3a AHBYEHE 3a KydeTa.
Rheumocam 2,5 mg tabineTku 3a IHBUEHE 3a KyUeTa.

2. CBABPKAHUE HA AKTUBHATAMTE) CYBCTAHIIUA(N)

Bcsika TabneTka 3a JbBUEHE CHABPXKA:

AKTHBHa cy0OcTaHIMA:
Memnokcrukam 1mg
Menokcrukam 2,5mg

3. DOAPMAIIEBTUYHA ®OPMA

Tabnerku 3a AHBYEHE.

4, PASMEP HA OITAKOBKATA

20 TabneTkH.
100 TabneTku.

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera.

6. TEPAIIEBTUYHHU ITIOKA3AHUA

OO0ekuaBaHe Ha BH3MAICHUETO U HAMAaJIsIBAHE Ha OOJIKaTa, KAaKTO MPHU OCTPH, TaKa U TIPU XPOHUIHH
MYCKYJTHO-CKEJIETHU HAPYyIICHHUS.

7. METOA 1 HAYUH HA ITPUJIOKEHHNE

3a mepopanHa ymorpeoa.
[Ipenu ynotpeda mpoyeTH TUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

‘ 9. CIIEIIMAJIHU TPEAYIIPEXKJAEHUA, AKO E HEOBXO/IUMO
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[penu ynoTpeda mpoyeTH TUCTOBKATA.

10. CPOK HATOJHOCT

Tlonen mo {meceryroawna}

11. CHEINHMAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CIIEIMAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

yHI/IH.[O)KeTe OCTATBbYHUTC MAaTCpHAJIM B CbOTBETCTBUC C U3BUCKBAHUATA HA MECTHOTO
3aKOHOOAaTCJICTBO.

13. HAIANHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA Y HA HEJOCTBITHA
3A JJEIJA MECTA”

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

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEP HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/07/078/005 1 mg, 20 TabneTku
EU/2/07/078/006 1 mg, 100 tabraerku
EU/2/07/078/007 2.5 mg, 20 taGneTku
EU/2/07/078/008 2.5 mg, 100 TabaeTku

17. TAPTHUJIEH HOMEP

[Maptuna Ne {HOMEp}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
BJIMCTEPU U JIEHTHU

Bbamncrep

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Rheumocam 1 mg tabieTku 3a JHBYEHE 3a KyJeTa.
Rheumocam 2,5 mg TabieTku 3a AbBUEHE 3a KydeTa.

2. HAMMEHOBAHME HA ITPUTEXATEJISA HA JIMIHEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.

3. CPOKA HAT'OJJTHOCT

<Conen no {Mecen/roauna}>

4. ITAPTUJIEH HOMEP

<[Taprunma> <Lot> <IINe> {HOMep}

‘ 5. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApPHOMEIHULIMHCKA yIIOTpeoa.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

{Kapronena kytusi 3a 6yTuiaka ¢ odem 100 ml mmm 250 ml}

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 15 mg/ml mepopaita cycrieH3us 3a KOHe.
Menokcukam

2. CBABPKAHUE HA AKTUBHATAMTE) CYBCTAHIIUA(N)

Bceexkn MUmuHTEp ChIbpKa: 15 My MeToKCHKaM
5 mg HatpueB OeH30aT

3. DPAPMANEBTUYHA ®OPMA

ITepopanna cycneHsus.

4. PABMEP HA OITAKOBKATA

100 ml
250 ml

5. BUJIOBE )KNBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kome.

6. TEPAIIEBTUYHHU ITIOKA3AHUSA

OO0iekuaBaHe Ha BH3MAICHUETO U HAMaJIsIBAaHE Ha 0OJIKaTa KaKTO MPU OCTPH, TaKa U IPU XPOHUYHHU
MYCKYJTHO-CKEJIETHU HApYyIICHHUS.

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

Ja ce paskiamia 100pe npeau ynorpeoa.
Jla ce mpuinara cMeceH ¢ MaJKoO KOJMYECTBO XpaHa Mpe/i XpaHeHe WK HApaBo B yCTaTa.
[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

KapenTen cpok:
Meco u BBTpPEITHU OPTaHH: 3 JTHH.

He ce pas3pciiaBa 3a yHOTp€6a IIpU ) KUBOTHHU, YUCTO MJIIKO € IPCAHA3HAUYCHO 34 YOBCIIKA
KOHCyMalus.
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‘ 9. CIHEHUAJIHU TPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

Ja He ce mpuiara mpu OpeMEHHH ¥ JTAKTHPAITH KOOWIIH.

| 10. CPOK HA FOJIHOCT

T'omen no {mecery/roguna}
Crien v ciieq] TbPBO OTBAPSHE HA OIMAKOBKATa - TOJICH JI0: 3 Mecela.

11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

CJ'ICI[ npuwjarane Ha BETCPUHAPHOMCIUIIMHCKUA IPOAYKT, 3aTBOPLETC 6yTI/IJ'IKaTa, KaTo IIOCTaBUTC
OTHOBO KaIlladkarta, H3MUITE MCpUTCIIHATa CIPHUHIIOBKA C TOIIJIa BOJAA U 1 OCTAaBETC Ja U3CHXHC.

12. CIIEIMAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

VHUIIOXKETE OCTAaTHYHUTE Mar€pualid B CbOTBETCTBUC C U3MUCKBaHUATAa HA MECTHOTO
3aKOHOAATCICTBO.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” U
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKHUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapCKo Mpe/rcaHue.

14. HAINHUCDHT “JA CE CbXPAHSABA JAJIEY OT NIOI'VIEAA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsaBa OaJji€d OT IIorji€aa 1 Ha HEAOCTBITHU 3a I€1a MECTaA.

15. HUME U ITOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

‘ 16. HOMEPA HA JIMHEH3A 3A YIIOTPEBA HA BMII

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

‘ 17. TAPTHJAEH HOMEP

55



ITaptuga Ne {Homep}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

{ETuket 3a 6yruiakure ot 100 ml u 250 mi}

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 15 mg/ml mepopaita cycrieH3us 3a KOHe.
Menokcukam

2. CBABPKAHUE HA AKTUBHATAMTE) CYBCTAHIIUA(N)

Bceexkn MUmuHTEp ChIbpKa: 15 My MeToKCHKaM
5 mg HatpueB OeH30aT

3. DPAPMANEBTUYHA ®OPMA

ITepopanna cycnensus.

4. PABMEP HA OITAKOBKATA

100 ml
250 ml

5. BUJIOBE )KNBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kome.

6. TEPAIIEBTUYHHU ITIOKA3AHUSA

OO0ekuaBaHe Ha BH3MAICHUETO U HAMAaJIsIBAaHE Ha 0OJIKaTa, KaKTO MPHU OCTPH, TaKa U TIPU XPOHUIHH
MYCKYJTHO-CKEJIETHU HApYyIICHHUS.

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

Ja ce paskiamia 100pe npeau ynorpeoa.

Jla ce m30sTBa 3aMBpCABaHE 110 BpeMe Ha yroTpeoda.

Jla ce mpuara CMECEeH ¢ MaJIKO KOJTMYECTBO XpaHa P XpaHEHE WM HAMIPaBo B yCTaTa.
[Ipenu ynotpeda mpoyeTH TUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

Kapenren cpok:

Meco u BbTpPEITHU OPTaHH: 3 JTHH.

He ce paspemasa 3a yrnoTtpeda mpu )KUBOTHH, YUETO MIIKO € TIPEAHA3HAYSHO 3a YOBEIIIKa
KOHCYMaIusl.
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‘ 9. CIHEHUAJIHU TPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

Ja He ce mpuiara mpu OpeMEHHH ¥ JTAKTHPAITH KOOWIIH.

| 10. CPOK HA FOJIHOCT

T'omen no {mecery/roguna}
Crnen oTBapsiHE /1a ce M3MOI3BA B paMKHTE Ha 3 Mecela.

11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

CJ'ICI[ npuwjarane Ha BETCPUHAPHOMCIUIIMHCKUA IPOAYKT, 3aTBOPLETC 6yTI/IJ'IKaTa, KaTo IIOCTaBUTC
OTHOBO KaIlladkarta, H3MUITE MCpUTCIIHATa CIPHUHIIOBKA C TOIIJIa BOJAA U 1 OCTAaBETC Ja U3CHXHC.

12. CIIEIMAJIHU MEPKH 3A YHUIMOKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

VHUIIOXKETE OCTAaTHYHUTE MaT€pualid B CbOTBETCTBUC C U3MUCKBaHUATa HA MECTHOTO
3aKOHOAATCICTBO.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” U
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKHUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapCKo Mpe/rcaHue.

14. HAINHUCDHT “JA CE CbXPAHSABA JAJIEY OT NIOI'VIEAA U HA HEJOCTBITHU
3A JEIIA MECTA”

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

15. HUME U ITOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

‘ 16. HOMEPA HA JIMHEH3A 3A YIIOTPEBA HA BMII

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

‘ 17. TAPTHUJAEH HOMEP
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IMaptuma Ne{nomep}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

{KapTroHena kyTusi 3a OyTnJjka }

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 20 mg/ml nmkexmuoneH pa3TBop 3a roBea, CBUHE U KOHE.
Menokcukam

‘ 2. CBbABPKAHUE HA AKTUBHATA(MTE) CYBCTAHIIUAN)

MeokcuKam 20 mg/ml
Ethanol (96 %):  159.8 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

HHxeKIMoHeH pa3TBop

4. PABMEP HA OITAKOBKATA

20 ml
50 ml
100 ml
250 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

T'oBema, cBMHE 1 KOHE.

6. TEPAIIEBTUYHU ITOKA3AHUSA

T'oBena:

Ocrtpa pecrimpaTopHa HHPEKITHS.

Jwuapus nipu Teneta Ha Bb3pacT HaJ €Ha CEAMHUIIA U MJIaJH, HEIAKTHPAIIY TOBEa.
OcTbp MacCTHUT.

CeBuHe:

He3apasnu nBuraTenHu HapyLIeHHUs.
[lyeprniepanna centuriemus u Tokcemus (MMA cuHIpoM) ¢ aHTHOMOTHYHA TEpaIusl.

Komne:

OcTpy ¥ XpOHUYHU MYCKYJIHO-CKEJIETHU HapYyIICHHUS.
Bonka, cBbp3aHa ¢ KOIMKa TP KOHE.
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7. METOJA 1 HAYUH HA NTPUJIOKEHUE

T'oBena:
EnHOKpAaTHO S.C. WIH 1.V HHKEKTHpaHE.
Csune:

EnnoxpaTHO I.M. nHKeKkTHpaHe. AKO € He0OX0UMO, MMOBTOPHO MPUIAraHe MOXE J1a Ce HATPaBH CJIe]
24 yaca.

Komne:

EnHOKpATHO i.V. HHKEKTHPAHE.
[penn ynorpeba mpoyeTH TUCTOBKATA.

8. KAPEHTEH CPOKOBE

KapenTen cpok:

TI'oBena: Meco u BETpELIHY OpraHu: 15 qHM; MIISKO: 5 THU.

CpuHe: MeCO U BbTPELIHU OpraHu: 5 JHH.

Komne: Meco 1 BETpELIHY OpraHu: 5 THU.

He ce pa3pemaga 3a ynorpe6a npu ’KMBOTHH, YHETO MIISIKO € MIPEAHA3HAYECHO 33 YOBEIIKa
KOHCYMaIlusl.

‘ 9. CIIEIIMAJIHU TPEAYIIPEXKAEHUA, AKO E HEOBXO/JIUMO

Ja He ce mpuara mpu OpeMEHHH ¥ JTAKTHPAIITH KOOWIIH.

| 10. CPOK HA TOHOCT

Tonen mo {meceryroauHa}
Cpok 3a ymoTpeba Ha 0TBOpeHMsI IakoH: 28 THU.
Crnen mbpBO OTBapsHE J1a C€ U3IOJ3BA OT.......

11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CIHIEHUAJIHU MEPKH 3A YHUIILOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

[Ipenu ynotpeba mpoyeTn TUCTOBKATA.

13. HAANUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMUHCKA YIIOTPEBA” 1
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapCKO Mpe IrcaHue.
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14. HAIMNHUCDHT “JA CE CbXPAHSABA JAJIEY OT NIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Aajicd OT 1orjicaa U Ha HCAOCTHIIHU 3a I€1a MECTaA.

‘ 15. HUME U IIOCTOSAHEH AJIPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Upnanawus.

‘ 16. HOMEPA HA JIMHEH3A 3A YIIOTPEBA HA BMII

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

17. TAPTHUJAEH HOMEP

ITaptuga Ne {Homep}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

{ ETuker 3a 6yruakure ot 50 ml, 100 ml u 200 ml }

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 20 mg/ml nmkexmuoneH pa3TBop 3a roBea, CBUHE U KOHE.
Menokcukam

| 2. CBHJIbP)KAHUE HA AKTUBHATA(MTE) CYBCTAHLIMSI(M)

MeokcuKam 20 mg/ml
Ethanol (96 %):  159.8 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

HHxeKIMoHeH pa3TBop

4. PABMEP HA OITAKOBKATA

50 ml
100 ml
250 ml

5. BUOBE )KUBOTHMH, 3A KOUTO E NTPEJHA3ZHAYEH

T'oBema, cBHHE 1 KOHE.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynotpeba nmpoyeTn IUCTOBKATA.

7. METOJA 1 HAYUH HA TPUJIOKEHUE

ToBena: S.C. unu i.V.
Caune: i.m.
Kome: i.v.

8. KAPEHTEH CPOKOBE

KapenTen cpok:

T'oBena: Meco u BbTPEIIHU OpraHu: 15 1Hu; MIISIKO: S5 THMU.

CBHHe: MECO 1 BTPEIITHH OPTaHH: 5 THU.

Komne: Meco 1 BETpELIHY OpraHu: 5 THU.

He ce pa3pemana 3a ynorpe6a rnpu >KMBOTHH, YHETO MIISIKO € MIPEAHA3HAYECHO 33 YOBEIIKa
KOHCyMaIus.
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9. CIIEIMAJIHU NPEAYIPEXKJIEHUA, AKO E HEOBXO/JIUMO

Ja He ce mpwiara npu OPEeMEHHU H JTaKTHPAIIH KOOWITH.

10. CPOK HATOIHOCT

Tlonen mo: {mMecen/roauna}
Cpok 3a ynorpe0a Ha oTBOpeHHS (Di1akoH: 28 qHH
Cren mbpBo OTBapsiHE J]a Ce U3IOII3BA JIO.......

11. CHELHUAJIHHU YCJIOBUS 3A CbXPAHEHHUE

12. CIIEIMAJIHU MEPKH 3A YHUIMOKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

[Ipenu ynoTpeda mpoyeTy JTUCTOBKATA.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA” U
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPCATIUCaHUC.

14. HAJINHUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJJOCTBITHA
3A TEIJA MECTA”

I[a CC€ ChbXpaHsaBa Oaji€d OT IIorji€aa 1 Ha HEAOCTBITHU 3a A€1a MECTaA.

15. HUME U IIOCTOSAHEH AJPEC HA ITIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Upnanawus.

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

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

17. TAPTHJAEH HOMEP
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Lot {Homep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKMU BMII, KOUTO CbABPKAT EAUHUYHA TO3A

{ETuker 3a 6yTuika ¢ odem 20 ml}

‘ 1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULMWHCKUA ITPOAYKT

Rheumocam 20 mg/ml nmxexnmnoneH pa3TBop 3a roBea, CBUHE U KOHE.
Menokcukam

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

Menokcukam 20 mg/ml
Ethanol (96 %):  159.8 mg/ml

‘ 3. CHJIBbPXKAHUE OTHOCHO MACA, OGEM WA EPOM HA EJUHUYHUTE JIO3H |

20 ml

4. HAYUH HA ITPUJIOKEHUE

TI'oBena: MOAKOXHO. WIIH HHTPABEHO3HO.
CBuHe: HTHTPAMYCKYITHO
Kone: uHTpaBeHO3HO.

5. KAPEHTEH CPOKOBE

Kapenren cpok:

TI'oBena: Meco u BbTPEILIHU OpraHu: 15 nHU; MIISKO: 5 THU.
CBuHe: MECO ¥ BBTPCIITHU OPTaHU: 5 JTHH.

Komne: Meco u BbTpEIIHU OpraHu: 5 JHHU.

He ce pas3pciiaBa 3a ynorpe6a IIpU ) XUBOTHU, YUCTO MJIIKO € NPCAHA3HAYCHO 34 YOBCIIKA
KOHCyMaIus.

6. NAPTUJAEH HOMEP

Lot {Homep}

| 7. CPOK HA TOJHOCT

Tonen mo: {Mecew/roauHa}
Cpok 3a yrorpe0da Ha oTBOpeHwUs (pr1akoH: 28 THHU.
Crnen mbpBO OTBapsiHE J1a C€ U3IOJ3BA JI0.......
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‘ 8. HAJAIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIMIIMHCKA yIIOTpeda.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

{KaproHena kyrus}

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 5 mg/ml umkeKIMoHeH pa3TBOp 3a Ky4eTa U KOTKH
Menokcukam

| 2. CBHJIbP)KAHUE HA AKTUBHATA(MTE) CYBCTAHLIMSI(M)

Menokcukam 5 mg/ml
Ethanol (96 %):  159.8 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

HnxeKkuoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

10 ml
20 mi
100 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kydera u xoTkw.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynotpeba nmpoyeTn IUCTOBKATA.

7. METOJA 1 HAYUH HA TPUJIOKEHUE

Kydera: MycKyIHO-CKEIETHH HapyIIEHHS: €HOKPATHO TIOKOKHO HHKEKTHUPAHE.
CrnenonepatuBHa 00JIKa: €JHOKPATHO MHTPABEHO3HO FUTH MOAKOKHO HHKEKTHPAHE.

Kotku: CnenorepaTiBHa 001Ka: €THOKPATHO TOIKOXKHO HH)KEKTHPAHE.

Ipenu ynotpeba mpodeTy JINCTOBKATA.

8. KAPEHTEH CPOKOBE
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‘ 9. CIHEHUAJIHU TPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

Ja He ce mpuara npu OpeMeHHU U JaKTUPAIIH KUBOTHH.

| 10. CPOK HA FOJIHOCT

Tonen mo: {Mecen/roauHa}
Cpok Ha TOJJHOCT CJICA MbPBO OTBAPSIHE HA MBPBUYHATA OMAKOBKa: 28 JTHU.

11. CHEINHMAJIHU YCJIOBUs 3A CbXPAHEHUE

C’LXpaHHBaﬁTC (l)J'IaKOHa B KapTOHCHATA OIIaKOBKa.

12. CIIEIMAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

13. HAIAINUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapCKo Mpe/rcaHue.

14. HAIANUCDHT “AA CE CbXPAHSBA JAJIEY OT NOIVIEJA U HA HEAOCTBIIHA
3A JEIIA MECTA”

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

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Upnanawus.

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

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

‘ 17. TAPTHIAEH HOMEP

ITapTunen momep: {HOMep}
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

{ ETuker 3a ¢aaxonu ot 100 ml }

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Rheumocam 5 mg/ml umkeKIMoHeH pa3TBOp 3a Ky4eTa U KOTKH

MenokcukaMm
‘ 2. CBbABPKAHUE HA AKTUBHATAMTE) CYBCTAHLMSI(N)
MeoKCHKaM: 5 mg/ml

Ethanol (96 %):  159.8 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

HnxeKkuoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

100 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3HAYEH BMII

Kyuera u xoTku.

6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

7. METOJA 1 HAYUH HA TPUJIOKEHUE

Kyuera: MycKynHO-CKEIETHU HapYIICHUS: €IHOKPATHO MOJIKOKHO HHKEKTUPAHE.
CrnenonepatuBHa 00JIKa: €JHOKPATHO MHTPABEHO3HO FUTU MOKOKHO WHXCKTHPAHE.
Kotku: CnenorepaTiBHa 00/1Ka: €THOKPATHO TOIKOXKHO HHIKEKTHPAHE.

[Ipenu ynoTtpeba npoyeTH JIUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

‘ 9. CIHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

[Ipenu ynotpeba nmpoyeTn IUCTOBKATA.
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10. CPOK HA IOAHOCT

Tonen mo: {Mecew/roauHa}
Cpok Ha TOJJHOCT CJICA MbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKa: 28 JTHU.
Cren mbpBO OTBApSAHE Ja CE U3MOJ3BA OT.......

11. CHELNUAJIHU YCJIOBHUS 3A CbXPAHEHHUE

C’LXpaHHBaﬁTC (bHaKOHa B KapTOHCHATA OIIAKOBKa.

12. CIIEIMAJIHU MEPKH 3A YHUILOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[penu ynoTpeda mpoyeTH TUCTOBKATA.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA Y HA HEJIOCTBITHA
3A JJEIJA MECTA”

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

‘ 15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Upnanawus.

16. HOMEPA HA JIMHEH3A 3A YIIOTPEGA HA BMII

EU/2/07/078/017

17. TAPTHUJIEH HOMEP

[MapTunen Homep: {HOMep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKMU BMII, KOUTO CbABPKAT EAUHUYHA TO3A

{ETuker 3a ¢paaxonn ot 10 ml u 20 ml}

‘ 1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULMWHCKUA ITPOAYKT

Rheumocam 5 mg/ml umkeKIMoHeH pa3TBOp 3a Ky4eTa U KOTKH
Menokcukam

| 2. CBJBPKAHUE HA AKTUBHATA(MTE) CYBCTAHIMSI(M)

Mernokcukam: 5 mg/ml
Ethanol (96 %): 159.8 mg/ml
‘ 3. ChJABPKAHUE OTHOCHO MACA, OGEM WJIM PO HA EJMHUYHUTE JIO31 |
10 ml
20 ml

4, HAYYH HA ITPNJIOKEHUE

Kydera: #HTpaBEHO3HO WJIH ITOIKOKHO.
KoTkn: moakoxHO.

| 5.  KAPEHTEH CPOKOBE |

| 6. MAPTUJEH HOMEP |

ITapTunen aomep: {HOMEp}

7. CPOK HA I'OJHOCT

Tonen mo: {Mecew/roauHa}
CpoK Ha TOTHOCT CJIeM ITHPBO OTBApSHE Ha IMbPBUYHATA OITAKOBKA: 28 THHU.
Crnen mbpBO OTBapsHE Ja C€ U3IMOJ3BA JIO.......

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”™

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTp€6a.
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NHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BBbHIIIHATA OITAKOBKA

{KapTtoHeHna kyTus 3a 6yTHika }

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Rheumocam 5 mg/ml umkeKkroHeH pa3TBOP 3a TOBEIA M CBUHE

MenokcukaM
‘ 2. CbABPKAHUE HA AKTUBHATAMTE) CYBCTAHLMSI(N)
MeokcuKam 5 mg/mi

Ethanol (96%) 159.8 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

HHxeKIMoHeH pa3TBop

4. PABMEP HA OITAKOBKATA

20 ml
50 mli
100 ml

‘ 5. BUJOBE )KUBOTHH, 3A KOUTO E NIPEJHA3ZHAYEH BMII

T'oBena (Tenera u MIaau roBeIa) U CBUHE.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

T'oBena:

Ocrtpa pecriupaTopHa HHEKLHS.
Juapus rmpu TeneTa Ha Bb3pacT HaJ elHa CeIMMIA U MIIaJIH, HEJIAaKTHPAIIX TOBEe/a.

CeuHe:
Hesapasuu aBurateTHu HapyIICHIS.

CHe,Z[OHepaTI/IBHa 60J'IKa, CB’LpBaHa C MaJIKa XI/IpprI/ILIHa onepaum[ Ha MEKUTE ThKAHU, KaTO
KaCTPHPAHE.

7. METO/A 1 HAYUH HA ITPUJIOKEHUE

T'oBena:

EnHOKpATHO S.C. WITH 1.V HHXKEKTUPaHE.
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Csumne:

EnHokpartHO I.M. HHKEKTHpaHe. AKO € He00X0IMMO, TIOBTOPHO MPHJIaraHe MOXe J1a ce
HampasH cief] 24 Jaca.

EnHOKpaTHO .M. HHXKEKTHPaHe TPEAN OTEPALIUSL.

OO0bpHETE BHIMaHKUE HA TOYHOTO J03UPaHE, H3MOI3BANTE NOAXOAAIIO JO3MPAIIO YCTPOHCTBO 1
M3YHCIIETE TEIECHATA Maca.

[Ipenu ymoTrpeba mpoveT INCTOBKATA.

8. KAPEHTEH CPOKOBE

Kapenren cpok:
I'oBena: Meco u BpTpeuIHu oprauu: 15 nuu.
CBuHe: MECO U BbTPELIHN OpPraHu: S JHH.

9. CHELOUAJIHU HNPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

[Ipenun ynotpeba mpoyeTn TUCTOBKATA.

10. CPOK HATOJHOCT

T'onen no {mecern/roauna}
Cpok 3a ynorpe0a Ha oTBOopeHHs (iakoH: 28 qHu
Criest mbpBO OTBApPSIHE J1a CE U3MOJI3BA JI0.......

11. CHELHUAJIHU YCJIOBHUSA 3A CbXPAHEHHUE

[Mpenu ynoTpeda mpoyeTH JTUCTOBKATA.

12. CIIEHUAJIHU MEPKH 3A YHUIIIOKABAHE HA HEU3MIOJI3BAH ITPOAYKT
NJIN OCTATHIHU OT HEI'O, AKO UMA TAKUBA

[Ipenu ynotpeba mpoyeTu TUCTOBKATA.

13. HAANUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMUHCKA YIIOTPEBA” 1
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKHUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yoTpeda. [la ce oTiycka caMo 1o JIEKapcKo Mpe/rcaHue.

14. HAINHUCDHT “IJA CE CbXPAHSABA JAJIEY OT IOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1[a MECTaA.
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15. HUME U ITOCTOSHEH AJPEC HA IIPUTEXATEJIA HA IMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Upnanawus.

‘ 16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

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

‘ 17. TAPTHJAEH HOMEP

[Maptuna Ne {HOMEp}
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NHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BBbHIIIHATA OITAKOBKA

{ETuker 3a 6yruiakure ot 100 ml}

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Rheumocam 5 mg/ml umkeKkroHeH pa3TBOP 3a TOBEIA M CBUHE

MenokcukaM
‘ 2. CbABPKAHUE HA AKTUBHATAMTE) CYBCTAHLMSI(N)
MeokcuKam 5 mg/mi

Ethanol (96%) 159.8 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

HHxeKuoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

100 ml

‘ 5. BUJOBE )KUBOTHH, 3A KOUTO E NIPEJHA3ZHAYEH

loBena (T€nETA M MM TOBEA) U CBUHE.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

7. METOJA 1 HAYUH HA TPUJIOKEHUE

TI'oBena:

SC unu 1V unxexnus
CBune:

Nuxexnms i.m.

[Ipenu ynotpeba mpoyeTu TUCTOBKATA.

8. KAPEHTEH CPOKOBE

KapenTen cpok:
TI'oBena: Meco u BBTpEIIHN OopraHu: 15 aawM.
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CBuHe: MeCO ¥ BBTPCITHU OPTaHU: 5 JTHH.

9. CIIEIMAJIHU TPEAYIIPEXKJIEHUSA, AKO E HEOBXO/IUMO

[Ipenu ynotpeba mpoyeTu TUCTOBKATA.

10. CPOK HATOJHOCT

Tonen no: {mecen/ronuna}
Crnieq1 mbpBO OTBApsIHE [1a CE U3II0JI3BA JI0.......

11. CHELHAJIHHU YCJIOBUSA 3A CbXPAHEHHUE

12. CIIEIMAJIHU MEPKH 3A YHUIIIOKABAHE HA HEM3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

[Ipenu ynoTpeda mpoyeTy JTUCTOBKATA.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA” U
YCJOBUATA NJIX OTPAHUYEHUATA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E TPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPCATIUCaHUC.

14. HAJINHUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJJOCTBITHA
3A TEIJA MECTA”

I[a CC€ ChbXpaHsBa JaJji€d OT IIorjieaa U Ha HEAOCTBITHU 3a A€1a MECTA.

‘ 15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMLEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Upnanawus.

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/07/078/020 100 ml

‘ 17. TAPTHUJIAEH HOMEP HA ITPOU3BOJIUTEJISA

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKMU BMII, KOUTO CbABPKAT EAUHUYHA TO3A

{ETuker 3a 6yruaka ¢ ooem 20 ml, 50 ml}

‘ 1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULMWHCKUA ITPOAYKT

Rheumocam 5 mg/ml umkeKroHeH pa3TBOP 3a TOBEIA M CBUHE
Menokcukam

| 2. CBJBPKAHUE HA AKTUBHATA(MTE) CYBCTAHIMSI(M)

Menokcukam 5 mg/ml
Ethanol (96%) 159.8 mg/ml

‘ 3. CHJIBPXKAHUE OTHOCHO MACA, OGEM WA BPOM HA EIJUHUYHHUTE JIO3HU |

20 ml
50 ml

4, HAYUHU HA ITPUJIOKEHUE

ToBena:
S.C. WIIH I.V. HHXEKIUA
CBune:

.M. MHXEKIUA

5. KAPEHTEH CPOKOBE

KapenTen cpok:
T'oBena: Meco u BBTpEIIHN OopraHu: 15 qHwM.
CBuHe: MECO U BbTPELIHN OpPraHu: S5 JHH.

‘ 6. IHAPTUJEH HOMEP

Lot {Homep}

| 7. CPOK HA TOJIHOCT

Tonen no: {mecen/roquna}
Crient MbpBO OTBApSIHE 4 CE M3ION3BA [I0.......
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‘ 8. HAJAIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIMIIMHCKA yIIOTpeda.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kyrust

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Rheumocam 330 mg, rpanyiu 3a KOHe.
MEJOKCUKaM.

2. CBABPKAHUE HA AKTUBHATAMTE) CYBCTAHIIUA(N)

Enun yanra ceabpika: 330 My MEJIOKCHKAM.

3. DOAPMAINIEBTUYHA ®OPMA

I'panynu B camera.

4, PASMEP HA OITAKOBKATA

100 yanTa.

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3HAYEH BMII

Komne.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

W3nonssaiite ¢ xpaHa.
[Ipenu ynotpeda npoyeTy JUCTOBKATA.

8. KAPEHTEH CPOKOBE

Kapenren cpok:
Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.

He ce pa3pemaga 3a ynorpe0a rnpu )KHBOTHH, YHETO MIISIKO € MIPEAHAa3HAYCHO 32 YOBEIIKa
KOHCyMaIlusl.

9. CIHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

Besiko carire chrbppika enHa qo3a 3a Ko ¢ teriao mexay 500 - 600 kg u mo3ara He TpsOBa 1a ce
paszens Ha MO-MaJKH JJO3U.
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10. CPOK HATOJHOCT

lonen mo {meceryroaunna}.

11. CHEINHMAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CIHIEHUAJIHU MEPKH 3A YHUIILOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHe: Hpezm yrIOTpe6a MpoOYCTH JIUCTOBKAT.

13. HAAINUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA” 1
YCJIOBUATA NN OTPAHUYEHUATA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKHUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapCKo Mpe/rcaHue.

14. HAIINUCDHT “IJA CE CbXPAHSBA JAJIEY OT NOIVIEJA U HA HEAOCTBIIHA
3A JEIIA MECTA”

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

‘ 15. HUME U IMIOCTOSHEH AJPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

‘ 16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA HA BMII

EU/2/07/078/021
EU/2/07/078/026

‘ 17. TAPTHUJIEH HOMEP

[Maptuna Ne {HOMEp}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

yaHTa

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUSA ITPOAYKT

Rheumocam 330 mg, rpanyiu 3a KOHe.
METOKCUKAM.

2.  CBIAbPKAHUE HA AKTUBHATAMTE) CYBCTAHIIMSI(M)

Menokcukam 330 mg.

‘ 3. CBABP)KAHUE OTHOCHO MACA, OBEM WM BPOW HA EJIMHUYHUTE 103U |

| 4. HAYMH HA MPUJIOKEHUE |

W3nonssaiite ¢ xpaHa.

5. KAPEHTEH CPOKOBE

KapenTen cpok:
Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.

He ce pa3pemaga 3a ynorpeba rnpu )KHBOTHH, YHETO MIISIKO € MIPEHA3HAYECHO 32 YOBEIIKa
KOHCyMaIusl.

| 6. TAPTUJEH HOMEP

Lot {nomep}.

| 7. CPOK HA TOJIHOCT

lomen no: {mecen/roguna}.

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yrIOTpe6a.
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIITHATA OITAKOBKA

Kapronena kyrus 3a 6yruika ¢ odem 3 ml, 5 ml, 10 ml wau 15 ml

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Rheumocam 0,5 mg/ml nepopainsa cycreHsus 3a KOTKH.
meloxicam

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUAN)

Meloxicam 0,5 mg/ml

3. DPAPMANEBTUYHA ®OPMA

ITepopanna cycneH3us

4. PABMEP HA OITAKOBKATA

3ml
5 ml
10 mi
15 mi

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kotkmn.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

Ja ce paskiama qodpe npeau yrnorpeoda.
IlepopanHo npunioxeHue.
[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

‘ 8. KAPEHTEH CPOKOBE

‘ 9. CIHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

[Ipenu ynoTpeda mpoyeTH TUCTOBKATA
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10 CPOKHATOIHOCT

Tlonen mo {meceryroanna}

3ml: Crnen oTBapsiHE M3MOI3Ball B paMKHUTE Ha 14 qHMU.
5 ml: Ciien oTBapsiHE M3MOJI3Bal B paMKUTe Ha 14 mHU.
10 ml: Cpoxk 3a yrmoTrpeba Ha OTBOpeHara OyTwika: 6 Mecena
15 ml: Cpoxk 3a ymoTpeba Ha OTBOpeHaTa OyTwika: 6 Mecena

11 CHEINHMAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHELIUAJIHU MEPKHU 3A YHUILIOKXABAHE HA HEU3IIOJ3BAH NTPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

yHI/IH.[O)KaBaHeZ MpoYCTH JIMCTOBKATA.

13. HAIIIUCDHT “CAMO 3A BETEPUHAPHOME/IMIIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PABITIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 10 JIEKapcKo Mpe/IrcaHue.

14. HAAIUCHT “JA CE CbXPAHSABA JAJIEY OT MMOTIJVIEJA U HA HEAOCTBIIHU

3A JEIIA MECTA”

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

15. HUME U ITIOCTOSAHEH AJIPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

16. HOMEPA HA JIMHEH3A 3A YIIOTPEBA HA BMII

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

17. TAPTHJAEH HOMEP

ITaptuga Ne {Homep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

Etuker 3a 6yruiaka ¢ o6em 3 ml, 5ml, 10 ml, 15 ml

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULMWHCKUA ITPOAYKT

Rheumocam 0,5 mg/ml nepopainua cycreHsus 3a KOTKH.
meloxicam

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA(M)

Meloxicam 0,5 mg/ml

3. CBIBPXKAHHUE CIIPSIMO MACA, OBEM WX PO HA EJJMHUYHUTE 103U

3ml
5 ml
10 mi
15 ml

4, HAYYH HA ITPNJIOKEHUE

3a mepopaHa IPIIOKECHHE.

‘ 5. KAPEHTEH CPOKOBE

‘ 6. NAPTUJAEH HOMEP

IMaprumen Ne {HOMep}

7. CPOK HA I'OJHOCT

T'omen no {mecen/rommna}

‘ 8. HAJAIIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.
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B. JUCTOBKA
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JIMCTOBKA :
Rheumocam 1,5 mg/ml nepopaisa cycrieHsust 3a Kydera

1. HUME U IIOCTOSSHEH AJIPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJI Ha JIMIICH3a 3a VnomeGa U IIPOU3BOAUTEI OTTOBOPECH 3a 0CBO60)KI[aBaHe Ha rmaprujgara
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Rheumocam 1,5 mg/ml nepopaina cycrnen3us 3a Ky4era.

3. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA N EKCHHUIIMEHTUTE

Enua ml ceappika: 1,5 mg meloxicam
5 mg HatpueB OeH30aT

4. TEPAIIEBTUYHHU ITIOKA3AHUA

OO0iekuaBaHe Ha BH3MAICHUETO U HAMaJIsIBAaHE Ha 0OJIKaTa KaKTO MPU OCTPH, TaKa U IPU XPOHUYHHU
MYCKYJTHO-CKEJIETH! HapyIIEHU MPH Ky4eTa.

5. INPOTUBOIIOKA3AHUA

Jla He ce u3noa3Ba NpU OPEMEHHH U JIAKTUPAIIY )KUBOTHH.

[a He ce n3Moa3Ba NpY )KMUBOTHH, CTPAJAIIX OT TACTOMHTECTHHAIHY CMYIIIEHHUS KaTO Bh3MAICHUE U
XeMOparus, HapyIieHa 4epHoApoOHa, ChpAcYHa Wi 0B0pedHa QYHKITHSI U XeMOparudHy HapyIIeHHs.
Jla He ce M3Moa3Ba NPU CBPHXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS WM HIKOHU OT
EKCIUITUCHTHTE.

Ja He ce m3mo3Ba MpH KydeTa Ha Bb3pacT Mo 6 CEIMUIIH.

6. HEBJIATOIIPUATHU PEAKIIMN

[Tonsikora ce cho0IIaBa 32 HEOIATONPUATHU PEAKIIUU, TUITUYHU 332 HECTCPOUTHI
MIPOTHUBOBB3MAIUTEIHN CPEICTBA, KAaTO 3ary0a Ha alleTUT, MOBPbIIaHe, AHApHs, CKPUTO OTIENISTHE Ha
KPBB B H3NPAKHEHUATA, JIETAPTUi U ObOpedHa HEAOCTATHYHOCT. B MHOTO penKu ciydan ce choOiana
3a XeMOparuyHa Juapusi, XxemareMesa, CTOMAIIHO-UYPEBHA A3Ba U TIOBUIIICHH YEPHOIPOOHH SH3UMHU.

Te3n H66HaFOHpI/I$ITHI/I PpCaKknum CC sABABaT OOMKHOBEHO IIpe3 IMbpBaTa CCAMUIIA HA JICHCHUE U B
IMMOBCYCTO CJIydau Ca NPEXOJHHU U U3UC3BAT CJIC/] NPUKIHOYBAHC HA JICHCHUCTO, HO B MHOI'O PCJIKH
ClIy4dau Morat aga 6’I>}_IaT CCPHUO3HU HUIIN (baTaJ'IHI/I.

AKo 3a0€e1e)KNTE HAKAKBH He6HaI‘OHpI/I$[THI/I pC€aKnnu, BKIIFOYUTCIIHO U TaKHMBa, KOUTO HE Ca OITMCAaHU B
Ta3W JIMCTOBKA UJIU MUCJINTE, Y€ BETCPUHAPHOMECAUIIUHCKUA IIPOAYKT HE pa6OTI/I, MOJIA Aa YBEAOMUTE
Bamms BCTCPUHAPCH JICKAP.
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UYecroTaTa Ha HEOJIAroONPUATHUTE PEAKIMU CE ONPEeIIsl Upe3 cileJHaTa Kilacu(pukaus:

- MHOTO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu )KUBOTHH, MIPOSBSIBAILY HEOIATONPHUATHI PEAKIINN))
- yectH (moBedye ot 1, HO mo-Manko oT 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He gecTH (moBeue ot 1, Ho mo-Manko ot 10 xuBoTHN Ha 1000 TpeTHpaHu )KUBOTHH)

- peaxu (toBede oT 1 HO mo-maiko ot 10 xuBoTHH Ha 10 000 TpeTHpanu KUBOTHH)

- MHOTO peaku (1o Maiko oT 1 xuBotHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUYUTETHO U30JIUPAHU
CHOOIIICHHU).

AKo 3a0enexuTe HIKaKBU HEOIArONMPUATHU PEaKIUH, BKIIFOUUTEITHO M TAKWBa, KOUTO HE Ca ONUCAHU B
Ta3W JINCTOBKA WIIK MUCIIUTE, Y€ BETEPHHAPHOMEAUIIMHCKUS IPOAYKT HEe pabOTH, MOJIS 1a YBEIIOMHUTE
Bamua Betepunapen jekap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKHU BUJI ’KUBOTHO, METOJ 1 HAYUH HA TPUJIAT'AHE

Ja ce paskiama no6pe npeau ynotpeba. Jla ce mpunara cMeceH ¢ XpaHa.

Jla ce u30sTBa 3aMBpCsIBaHEe MO BpEMeE Ha yrmoTpeoa.

[IspBOHAYATTHO ce pMIIara euHIUYHa 1032 oT 0,2 Mg Menokcukam/Kg TeecHa Maca npe3 mbpBUs
JICH.

JledenueTo ce mpoabiKaBa €AMH BT JHEBHO Upe3 IEPOPaATHO Ipuiiarane (Ha 24 4acoBU WHTEPBAIIH)
Ha moabprKaina 1o3a ot 0,1 mg menokcukam/kg TenecHa maca.

Cycnen3usTa MOXe Ja ce 1aJie C MepHUTEIHaTa CIIPUHIIOBKA, TIOCTaBeHA B OlakoBkata. CIpHHIIOBKAaTa
HnMa CKajia, KOJATO CbOTBETCTBA HA N3MCKBAHUA obem.

Crnennara Tabnuia 3a J03UpaHe MoKa3Ba KakbB 00eM TpsOBa J1a Ce MPUIIOKH B 3aBUCUMOCT OT

MacaTa Ha KydeTo.

Teaecna maca (kg) HMoaabp:xama g03a (ml)
7.5 0.5

15 1

22.5 15

30 2

37.5 2.5

45 3

52.5 3.5

60 4

3a 3amovBaHe Ha TepanusTa Npe3 MbPBUS JICH ¢ He00X0AUMa JiBa ITbTH MO IbpiKaIaTa J103a.
KimaudeH oTroBop 0OMKHOBEHO ce HaOmro/1aBa B paMkute Ha 3 10 4 aau. Jleuenuero TpsaOBa 1a ce
MpeKpaTH Ha-KbCcHO ciien 10 qHuM, ako JUIICBA SBHO KIMHHUYHO TOI00peHue.

89



Crpika 1. [Ipenu na usnonssare
Rheumocam 3a mbpBu IBT
yBepeTe ce, 4e nMaTe OyTHiIKaTa,
nIacTMacoBa Kpbria Bioxka® u
CIIPUHIIOBKA

Mous, cieaBaiiTe Te3H CTHIKH.

Crerka 20, TTocTaBere
IJIaCTMACOBaTa KPbIJla BIOXKKA
B I'bPJIOTO Ha OyTHIIKATA
HATUCHETE HAZO0IIy, T0KATO
BIIE3€ Ha MACTO. BeqHbxk
IIOCTaBeHa, He € HeO0OXOIHUMO
Jla c€ OTCTPaHsBA.

Croika 3. ITocraBeTe KanaukaTa
Ha OyTHIIKaTa U g pa3KiaTeTe
nmobpe. CBarnere Karmaykara u
[IPUKAYeTe CIPUHIIOBKATA KbM
(hmaxoHa KaTO BHUMATEITHO
MIPUTUCHETE Kpas B JIyIIKaTa.

e,

Crprka 4. O0bpHETE OyTHIIKATA
C TIOMOIIITa Ha CITPUHIIOBKA Ha
00paTHO 1 0aBHO M3TETIIETE
OyTasoTo, JIOKaTO MOTydUTe
HEO0XOMMOTO KOJIMYECTBO.

Crprka 5. O0bpHETE OyTHIIKATA
/ CIpHHIIOBKATA MPABUITHHS
HAYWH U C BLPTENNBO JBIKCHHE
OTJIeNieTe CIIPUHIIOBKATA OT
OyTuiKaTa.

Crpika 6. Hatucuere
OyTasoTO, TOKATO ISIOTO
ChAbPIKAHUE HA CIPUHIIOBKATA
IIOITaIHE B

XpaHara

(1) He e mpunoxmumo , ako TIacTMacoBa KPbIJia BIOXKKA BEU€ € HHCTAINPaH.
9. CBBET 3A ITPABUJIHO INPUJIOKEHHUE

Ocobeno TpH6Ba Jla C€ BHMMaBa 3a TOYHOCTTA Ha JO3UPAHC. MOJ'IH, BHHUMATCIHO CJ'IG,Z[BEII;'ITC
HWHCTPYKIOHUUTC HAa BETCPUHAPHUS JICKAP.

100 KAPEHTEH CPOKOBE

He e npunoxumo.

11. CIEHNUWAJIHM YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

I[a Cce C’BXpaHHBa aajicyd OT nmorjeaa 1 Ha HEAJOCTHIIHMU 3a J€11a MECTa.

TO3I/I BeTepHHapHOMCZ{I/IHI/IHCKI/I HpOZ[YKT HC N3NCKBA HUKAKBH CIICIIUAJTHU YCJIOBI/ISI 3a C'bXpaHeHI/Ie.
I[a Cce C’LXpaHHBa Ha HEAOCTBHIIHU 3a A€la MECTa.

I[a HE C€ U3II0JI3Ba CJICO U3THYaHa chKa Ha rogHoOCT, ITIOCOYCH Bpry KYTI/ISITa nu 6yTI/IHKaTa CJIC
TOJIEH JIO/EXP.

12, CIHIELUWAJIHA DPEAYINPEXJIEHUS

CrenyaaHy Ipe/a3Hid MEPKH 33 )KUBOTHHUTE [PH yIioTpedara Ha MPOIYKTa:

B ciyyaii Ha HeOIArONPHUATHH PEaKIMH JEYSHHUETO TPsAOBa J1a Ce MPEKPATH U Ja CE TIOThPCH CHBET OT
BETEPHHAPHHUS JIEKap.

Jla ce u3bsrBa yrnorpebara npu JIeXUIpaTHPAHU, XUITOBOJIEMUIHH WK XUIIOTCH3UBHHU XMBOTHH, Tl
KaTO ChIIECTBYBA MOTCHIIMAJIEH PUCK OT IMOBHIIIEHA PEHATHA TOKCHYIHOCT.

To3u MpoayKT 3a KydeTa He TpsAOBa Ja ce U3I0JI3Ba PH KOTKH, Thil KATO HE € MOIXO/IAII 33 YIOoTpeda
IIpY TO3HW BHI KUBOTHH. IIpu KOTKH TpsOBa 1a ce uanonssa Rheumocam 0,5 mg/ml mepopanna
CYCIIEH3HS 38 KOTKH.
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CnegnanHH npeanasiy MCpPKU 3a Jinara, npujaaraiii BETCPpUHAPHOMEIUITMHCKYA IIPOJAYKT Ha
KHUBOTHHUTC!

Xopa C YCTaHOBCHA CBPBbXYYBCTBUTCIIHOCT KbM HCCTCPOUIHU NPOTUBOBB3NAJIUTCIHU CPCACTBA
Tp$16Ba Ja M305IBaT KOHTAKT C BCTCPUHAPHOMCIUTTUHCKHA IPOAYKT.

IIpu cirygaitono moripiane, He3a0aBHO /1a ¢€ TOTHPCH MEIUIIMHCKH CHBET, KATO Ha JICKaps ce
MPEIOCTaBU JINCTOBKATA UM €TUKETA HA MPOIYKTA.

Ynorpeba 1o BpeMe Ha OpPeMEHHOCT U JIaKTallys:
Bux 1. 5 IIpoTHBONIOKa3aHMs.

BzamMmoeiicTBre ¢ TH BETCPUHAPHOMCIUITMHCKH IPOIYKTH 1 TH (DOpPMHU Ha B3aMMOJICHCTBHE:
Hpyru HeCTepOuaAHN NPOTUBOBB3NANUTEIHU CPENICTBA, AUYPETUIN, AHTUKOATYJIaHTH,
aMUHOTJIMKO3UTHN aHTUOMOTHIIY U BEIIECTBA C ToJIsiMa CTETICH Ha CBhP3BaHE HA MPOTEUHUTE MOTAT
Jla TOBEJAT 10 CBhP3BaHe, a CIEIOBATEHO U 10 TOKCHYHHU peakiuu. Rheumocam ue tps6Ba na ce
MpHJIara € THOBPEMEHHO C IPYTH HECTCPOUIHH IMPOTHBOBB3NAIATEIIHN CPEICTBA WITH
TTIOKOKOPTUKOCTEPOUIH.

[IpenmecTBaio TpeTupaHe ¢ MPOTUBOBB3MAIUTEIHN BEIIECTBA MOKE /1a IPUIMHH JOIIBIHATEITHN
WIY TIOBUILIEHH HEOIaronpusaTHA Peakuuy U cboOpa3Ho ¢ ToBa TPsOBa 1a ce cra3u Nepuo, CBOOOeH
OT IPWJIATaHETO Ha TAKMBA BETEPHUHAPHOMEIUIIMHCKH MTPOAYKTH, Hali-MaJKo 24 yaca npeau
3aII0YBaHE Ha JICUCHUETO.

[Ipu nepuoza, cBOOOAEH OT TpeTUpaHe, TPsOBa Aa ce B3eMaT NMpeaBua (HapMaKoJIOrMYHUTE CBOMCTBA
Ha BETEpPUHAPHOMEINLIMHCKUTE MPOAYKTH, U3MOI3BaHU NPEAH TOBA.

HpegosnpaHe (CHMMIITOMH, COETITHA MEPKU, aHTUJIOTH).

B cnyqaﬁ Ha Opeao3nupaHe Tpﬂ6Ba Ja C€ 3all0YHC CUMIITOMAaTHU4YHO JICYCHUC.

13. CHELUWAJIHM NPEAITA3HU MEPKMU ITPU YHUIIO)KABAHE HA HEU3IIOJI3BAH
HPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

BMII He Tpsi6Ba na 6b1aT U3XBBPISHU C OMTOBH OTHAIBIIN WM OTHAAHH Boau. [lonuratite Bamms
BETEpUHAPEH JICKAap KaKBO J1a IpaBUTe ¢ HeHyxHute BMIL.
Te3u MepkH 11Ie MOMOTHAT 3a Olla3BaHEe Ha OKOJIHATA Cpejia.

14, JATATA HA NOCJIEAHATA PEJAKIUSA HA TEKCTA

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC HA UHTCPHCT CTpaHULIATA
na EBpomneiickata Arenius mo Jlekapcrsata (http://www.ema.europa.eu).

15. JOI'BJHUTEIHA NTHO®OPMALIUA

[la ce oTmycka caMo 1o JIEKapcKo MpeIIUCcCaHte.
Bytunka ot 15, 42, 100 wm 200 ml ¢ MepuTenHa COPUHIIOBKA C BE MEPHUTEIHH CIIPUHIIOBKH.

He Bcuukn PpasMEpu Ha OIMTaKOBKATa MOrat Ja 6’B,Z[aT npeajlaranv Ha masapa.

3a BcsKa I/IH(I)OpMaHI/ISI OTHOCHO TO3W BETCPUHAPHOMCACIIUHCKU ITPOIAYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATIHUA MPEACTABUTEII HA ITPUTECKATEIIA HA JIMIICH3Aa 3a yHOTpe6a.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T:+32 378063 90

E: info.vet@kela.health

Peny06smmka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumiinster
Deutschland

Eesti

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

E)\AGdo

KANAHAIAH AE

Aewo. Koung & HAéktpag 4
15122 Mapovot, Attikn, EALGSa
TnA.: +30 210 6910311

e-mail: info@candilagro.gr

Espaiia

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

Lietuva

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: +32 37806390

E: info.vet@kela.health

Magyarorszag
Tolnagro Allatgy6gyéaszati Kft.
7100 Szekszard, Rakoczi u. 142-146.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T:+32 37806390

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788
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France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Teknofarma S.r.l.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvnpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Cyprus

Latvija

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106
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Portugal

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

Rua Henrigue Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal

Romania

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

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Slovenska republika

Miestny zastupca drzitel'a rozhodnutia o
registrécii:

Orion Pharma s.r.o.
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

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

Co. Galway

Tel: + 35391 841788
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JINCTOBKA:
Rheumocam 1 mg tabieTku 3a JHBYEHE 3a KydeTa.
Rheumocam 2,5 mg Tabnetku 3a IpBYEHE 32 KydeTa.

1. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A
YIIOTPEBA U HA ITPOU3BOJAUTEJISL, AKO TE CA PA3JIMYHU

Hpme;xaTen Ha JIMIICH3a 3a Vnome6a 1 IIPOU3BOAUTEII OTTOBOPECH 3a 0CBO60)KI[aBaHe Ha nmapTuaara
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITMHCKHUSA ITPOAYKT

Rheumocam 1 mg tabieTku 3a JHBYEHE 3a KyJeTa.
Rheumocam 2,5 mg tabieTku 3a IBUEHE 3a KyUeTa.

3. CbABP KAHUE HA AKTUBHATA CYBCTAHIUA U EKCHUIIMEHTUTE
Enun Tabnetka 3a I5BYEHE CHABPKA!

AKTHBHA cy0CTaHLHUSA:
Menokcukam 1mg
Memnokcukam 2,5mg

4, TEPAIIEBTUYHU ITOKA3AHUA

Ob6nexkyaBaHe Ha BH3MAICHUETO U HAMAJISIBaHE Ha OOJIKaTa KaKTO IPU OCTPH, TaKa M MPH XPOHUYHHU
MYCKYJTHO-CKEJICTHU HapyIIESHUS MPH KydeTa.

5. MPOTUBOITOKA3AHUSA

[la He ce u3non3Ba pyu OpEeMEHHU U JIAKTHPAIY )KUBOTHH.

[la He ce u3noa3Ba NpHy )KMBOTHM, CTPaJalllid OT TaCTOMHECTHHAIIHU CMYILEHUS KaTO Bh3NAaJICHUE U
XeMoparus, HapylieHa Y4epHOAPOOHa, ChpieuHa Wik ObOpedHa QPyHKIHS U XeMOpParuyHu HapyIeHHUsI.
Jla He ce U3M0II3Ba IPU CBPBXUYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIIMS MIIH HAKOH OT
€KCLIUIUEHTHUTE.

Jla He ce M3MoII3Ba K Ky4eTa Ha Bb3pacT 1Mo 6 ceAMUNMa Bb3PacT wiu nox 4 Kg renecna maca.

6. HEBJATONPUATHU PEAKIIMHN

ITonsikora ce cp001IaBa 3a HEOIATONIPUATHH PEAKIINH, TUITHIHH 32 HECTCPOUTHI
MPOTHUBOBB3MAIUTEIIHU CPEICTBA KaTo 3ary0a Ha aneTHT, IOBPbBINAHE, TUAPHUs, CKPUTO OTIEIISIHE Ha
KPBB B M3NPAKHECHUATA, JICTAPTH U OLOPEYHA HEAOCTATHYHOCT. B MHOTO peiku ciayyan ce choOiana
3a XeMOoparndHa auapesi, XeMareMesa, CTOMAITHO-IPEBHA S3Ba U IOBUIIICHH YEPHOAPOOHH CH3UMHU.
Tesn HeOMArONPHUSITHA PEAKIIUU CE SABSIBAT OOMKHOBEHO TIpe3 ITbpBaTa CEAMHUIIA HA JICUCHIE U B
MOBEYETO CIIy4yau ca MPEeXOJHU U U34e3BaT Cje/l MPUKIIOYBAHE HA JICUEHUETO, HO B MHOI'O PEAKU
ClIydad MOraT Jia ObJaT CepUO3HU WU (paTalHU.

94



B cnyuait Ha HeOmaronpusATHH peakiuy, JeYeHNEeTO TPSAOBa J1a Ce MPEKpaTH U J1a € MOTHPCH CHBET OT
BETEPHUHAPEH JIeKap.

YecToTara Ha HEOIArONMPUATHATE PEaKIMU CE OTIPEeNis upe3 cileqHaTa Kiacu(pukamus:

- MHOTO YecTH (moBeue ot 1 Ha 10 TpeTupanu )KUBOTHH, MPOSBIBAIINA HEOIArONPUATHA PEAKIIHHN))
- gectu (moBede oT 1, HO mo-Manko ot 10 xuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHK Ha 1000 TpeTupaHHu KUBOTHN)

- penku (oseue oT 1 HO mo-manko ot 10 >xuBoTHHU Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xuBotHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIIFOUYUTEITHO N30JIUPAHH
CHOOIIICHHU).

Axko 3a0enexxnTe HIKaKBO CEPHO3HO BH3/ICHCTBHE WU JpyTH ehekTH, BCIeCTBHE OT yroTpedaTa Ha
to3u BMII, konto He ca onucaHu B Ta3u JIMCTOBKA 3a yIOTpeOa, MOJIs He3a0aBHO J1a YBEAOMHTE
Bamusg Betepunapen jekap.

7. BUJOBE )KUBOTHU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKH BU/JI ZKUBOTHO, METO/Jl 1 HAYUH HA IIPUJIAT'AHE

ITbpBOHAYATHO ce Mpuiiara eauHuYHa g03a ot 0,2 mg menokcukam/Kg TerecHa Maca rmpes3 mbpBust
JIeH.

JledenueTo TpsOBa a CE MPOIBIIKK SIUH ITHT THEBHO Ype3 MEPOPaTHO mpuiarane (Ha 24 yacoBu
WHTEPBAJIN) Ha Mo uIbpkaria qo3a ot 0,1 mg menokcukam/KQ TemecHa maca.

Bcska Tabnerka 3a ApBUEHE Chabpxka 1 mg wiu 2,5 Mg MenokcukaM, KOETO OTroBapst Ha AHEBHATA
nojTbKaNa 103a 3a Ky4ue ¢ maca Ch0TBeTHO 10 Kg u kyue ¢ maca 25 Kg.

Bcesika Tabnerka 3a JpBUEHE MOXKE J1a Ce Pasienu C e A03uPaHe CrOPe MHANBHAYITHATA TEJIECHA
Maca Ha )KUBOTHOTO. Rheumocam tabnerku 3a ApBUEHE MOTraT Aa Ce mpuiarar C wim 6e3 XpaHa, e ca
apOMATH3UPAHU U Ce IPUeMAT JOOPOBOIHO OT KyderTara..

Cxema Ha n03upane Ha MO TBPKAIIATA 103!

TemecHa maca Bpou TabmeTku 3a apBueHe | mg/kg
(kg) 1mg 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 1Y 0.15-0.1
35.1-50.0 2 0.14-0.1

Moxe na ce momucin 3a yrnorpeba Ha Rheumocam niepopaina cycrnieH3us 3a Ky4era 3a OIlle 1Mo-
Npenr3Ho Jo3upaHe. 3a KydeTa, TeXallu No-Majko ot 4 kg, ce npenopbuBa ynotpedara Ha
Rheumocam nepopanna cycnensus 3a Kydera.

KinHudeH oTroBop 0OMKHOBEHO ce Ha0Jr01aBa B paMKuTe Ha 3—4 nHu. JleueHueTo TpssOBa aa ce
MpeKpaTy Hal-KbCHO cien 10 qHu, ako TMTICBA IBHO KIMHUYHO NO100peHue.
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9. CBBET 3A ITIPABUJIHO INTPUJIOKEHHUE

3a 1a ce ocUrypH NpaBUIIHO AO3UpPaHe, TeJleCHaTa Maca TpAOBa Jia ce Onpeaed Bb3MOXKHO Hal-TOYHO,
3a 7ia ce u30erHe MpusaraHe Ha Mo-HUCKa J103a WM [IPEo3UpaHe.

10. KAPEHTEH CPOKOBE

He e npunoxxumo.

11. CIHIELHUAJIHU YCJOBUSA3A CbXPAHEHHUE HA TPOAYKTA

I[a CC ChbXpaHsBa JaJji€d OT IIorjieaa U Ha HCAOCTHITHU 3a A€1a MECTA.
To3u BETCPUHAPHOMEIUITUHCKHA ITPOAYKT HE N3MCKBAa HUKAKBH CIICIIUAJIHA YCIIOBHUA 3a CbXPaHCHUC.

12. CIEHOUAJIHA NPEAYHNPEXIEHUS

CrielmaiHy Ipena3Hi MEPKH 3a SKMBOTHUTE MPH YIIOTpedaTa Ha MPOTyKTa:

B cnyuait Ha HeOMaronpusATHE PeakIuy JIEUEHUETO TPAOBA /1a ce MPEKPATH U JIa CE MOTHPCH CHBET OT
BETEPUHAPHHUS JIEKap.

Jla ce u30sTBa ynorpedara mpu BCAKO ASXUAPATUPAHO, XUTTOBOJIEMHYHO WIH XUIIOTCH3UBHO )KUBOTHO,
THH KaTO CHIECTBYBA MOTEHIIMAJICH PUCK OT MOBHIIIEHA PEHATHA TOKCUIHOCT.

CrelMaiHy TpeANa3Hu MEpPKH 33 JIUIAaTa, NPWIATalld BETEPUHAPHOMENWIIMHCKUS TPOIYKT Ha
’KHBOTHUTE:

Xopa ¢ ycTaHOBEHA CBPBXYYBCTBUTEITHOCT KbM HECTEPOUTHH MPOTUBOBHINAINTEIHN CPEACTBA
Tps0Ba J]a M30ATBAT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHS MTPOIYKT.

[Ipu cnyuaiioHo moribpiaHe, He3a0aBHO J1a Ce TTOTHPCH METUITMHCKHU ChBET, KAaTO Ha JICKaps ce
MIPEIOCTAaBH JINCTOBKATA 3a yHnoTpeOa MM eTHKeTa Ha MPOTyKTa.

Ynorpeba 1o BpeMe Ha OPEMEHHOCT M JTaKTAIIHS:
Bux 1. 5 TIpoTuBomnokaszaHusi.

Bs3aumoneiicTBre ¢ Ipyru BeTePUHAPHOMETUITMHCKY MPOAYKTH U IPYTH POpPMU Ha B3aUMOJICHCTBHE:
Hpyru HECTepOuAHN NPOTUBOBB3NANIUTEIIHU CPEIICTBA, AUYPETUIN, AHTUKOATYJIaHTH,
aMUHOTJINKO3WTHN aHTUOMOTHIIM U BEIIECTBA C TOJIsiMa CTETNEH Ha CBhP3BaHE HA MPOTEUHUTE MOTaT
Jia TOBEJIAT IO CBhP3BAHE, a CIIEIOBATEIIHO U 10 TOKcHyHU edektr. Rheumocam we tpsoBa na ce
Mpuiiara eIHOBPEMEHHO C IPYTy HECTEPOUIHH MPOTUBOBB3NAIUTEIHU CPECTBA WIH
TITFOKOKOPTHKOCTEPOU/IH.

[IpenmectBaio TpeTupaHe ¢ MPOTUBOBB3MAIUTEIHA BEIIECTBA MOXKE J1a IPUYUHH JOITBIHUTEITHA
WJIHM TTOBUILIEHU HEOIAroNpHUsITHU PEaKIMK U ChOOpa3HO ¢ TOBA TPsOBa J1a ce Cla3u Mepuo, CBO0OICH
OT MPHUJIaraHeTO Ha TaKMBa BETEPHUHAPHOMEANIIMHCKH IPOAYKTH, Hali-MalIko 24 Jaca npeau
3amoy4BaHe Ha Jiedenueto. [lpu neprona, cBOOOJIEH OT METUKaMEHTH, TPSIOBa J1a Ce B3eMaT MPEIBH/T
(hapMaKOJIOTUYHUTE CBOMCTBA HAa BETEPUHAPHOMEIUIIMHCKUTE MPOYKTH, U3IOJI3BAHU TIPEIU TOBA.

Hpez[ompaHe (CI/IMHTOMI/I, CIICIIIHU MCPKH, aHTI/I,Z[OTI/I):
B cnyqaﬁ Ha Opeao3nupaHe Tpﬂ6Ba Ja C€ 3all0OYHC CUMIITOMAaTHU4YHO JICYCHUC.
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s CIIEIIMAJIHU ITPEJAITA3ZHU MEPKHU I1PU YHUIILO’KABAHE HA
HEM3IOJ3BAH ITPOAYKT NN OCTATHBIU OT HET'O, AKO UMA TAKHUBA

BMII He Tps6Ba na ObaaT U3XBBPIASHU C OMTOBU OTIAIBIU WU OTHaaHU Boau. [lonuralite Bamms

BETEpUHAPEH JIEKap KaKBO Ja MpaBuTe ¢ HeHyxHute BMII.
Te3u MepkH 1€ MOMOTHAT 3a Olla3BaHEe Ha OKOJIHATA Cpejia.

14, JATATA HA IOCJIEAHATA PEJAKIUA HA TEKCTA

IToxpo6Ha wH(pOopMaNKs 3a TO3H MIPOAYKT MOKE JIa HAMEPUTE Ha MHTEPHET CTPAHMIATa Ha
Esponetickata Areniust o Jlekapcrsata (http://www.ema.europa.eu).

15. JOI'BJHUTEJIHA NTHO®OPMALIUA

20 TabneTku
100 TabneTkun

He Bcuukn PpasMEpu Ha OITAaKOBKATa MOrat Ja 6’B,I[aT npeajlaranv Ha mnasapa

3a Bcska I/IH(l)OpMaLII/IH OTHOCHO TO3U BETCPUHAPHOMCACIHUHCKU ITPOAYKT, MOJISI CBBPIKETC CC C
TCPUTOPUATIHUA MPCACTABUTECII HA MTPUTCIKATECIIA HA JIMLICH3a 3a yHOTpe6a.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T: 43237806390

E: info.vet@kela.health

Bbbarapus

ASKLEP-PHARMA LIMITED,
ShopNo 3 & 4

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

Ceska republika

Mistni zastupce drZitele rozhodnuti
0 registraci:

Orion Pharmas.r.o.
orion@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumunster
Deutschland

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

EA0LGoa

KANAHAIAH AE

Aewo. Kbounc & Hiéktpag 4
15122 Mapovet, Attikn, EAAGOa
TnA.: +30 210 6910311

e-mail: info@candilagro.gr

Espafia

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
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Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: +32 3780 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

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

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/fax: +48 22 833 31 77, +48 22 832 10 36

Portugal

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

Rua Henrique Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal


mailto:orion@orionpharma.cz

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Italia

Teknofarma S.r.l.

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
Tel: + 353 91 841788

99

Romania

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

Slovenija
Predstavnik:
IRIS d.o.o.

1000 Ljubljana
Cesta v Gorice 8

Slovenska republika

Miestny zéstupca drzitel’a rozhodnutia o registracii:
Orion Pharma s.r.o.

orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

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

Co. Galway

Tel: + 353 91 841788


mailto:orion@orionpharma.sk

JIMCTOBKA:
Rheumocam 15 mg/ml mepopanna cycrensus 3a KOHe.

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJIS HA JIMINEH3A 3A YIIOTPEBA
N HA TPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha JMIICH34a 3a VHOTDC6a 1 IITPOU3BOAUTET OTTOBOPECH 3a OCBO60)KI[aBaHC Ha nmapTtujaara
Chanelle Pharmaceuticals Manufacturing Ltd

Loughrea

Co. Galway

Ireland

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUSA ITPOAYKT

Rheumocam 15 mg/ml mepopainta cycrieH3us 3a KOHe.
Menokcukam

3. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA U EKCIHUIIMEHTUTE

Enua Mumamatep chabppxka:; 15 Mg Meaokcukam
5 mg HatpueB OeH30aT

4. TEPAIIEBTUYHHU ITIOKA3AHUA

OO0iekuaBaHe Ha BH3MAICHUETO U HAMAJISIBAHE HA OOJIKaTa KaKTO MPU OCTPH, TaKa U IPU XPOHHUYHHU
MYCKYJTHO-CKEJIETHU HapyIIEHHs IIPH KOHE.

5. INPOTUBOIIOKA3AHUA

Jla He ce mpwiara npu OPeMEHHU U JaKTUPAIIH KOOWITH.

Jla He ce M3MOII3Ba MPU KOHE, CTPAJAIH OT TACTPOUHTECTHHAIIHNA CMYIIEHHS KaTO Bh3MAJICHUE U
XeMOparus, HapyIieHa 4epHoApoOHa, ChpAcYHa Wi 0BOpedHa GYHKITAS U XeMOpParudHu HapyIIeHUs.
Jla He ce u3Moa3Ba MPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS W HIKOH OT
EKCIUITUCHTHTE.

Ja He ce M3M0II3Ba MPU KOHE HA BB3PACT MOJ| 6 CEIMHUIIH.

6. HEBJIATOIIPUATHU PEAKIIMN

B ximHWYHY W3MUTBAHUS ca HAOIOJaBaHU U30JIMPaHU CIydYan Ha HEOIAroNMpUsSTHH PEAKIMH TUITUIHO
aCOITMUPAHM C HECTEPOUIHH MpoTHBOBB3NanuTeHA cpeactsa (HCIIBC) (neka ypTukapus, guapus).
CumnToMute ca oOpaTUMH.

B MHOTO PEAKH CiIydau ce C’LO6H_IaBa 3a 3ary6a Ha afneTuT, JICTaprus, CTOMallHnu OOJIKU U KOJIUT.
B muOTO PEAKHU Cliydan MOXKE 1a Bb3HUKHAT aHa(i)I/UIaKTOI/IZIHI/I PCaKumn, KOUTO Morat Jja C€ OKaxaT
CCPUO3HU (BKJ'IIO‘II/ITCJ'IHO " BOACIIHU 10O CM’LpT), KaTto TC Tpﬂ6Ba Ja 6’I>,Z[aT JICKYBAaHHU CUMIITOMATHUYHO.

B ciy4aii Ha HeOJIaronpUsATHU peakIyi, JICYSHUETO TPSAOBa Jia ce MPEKPATH U JIa ce TIOTHPCU CHBET OT
BETEPHUHAPEH JIEKap.

YecTtoTara Ha HEOIArONPUATHUTE PEAKIMU CE OTIPEIeIIs upe3 cileqHaTa Kiacu(pukamus:
- MHOTO yecTH (roBeue oT 1 Ha 10 TpeTupaHu >KMBOTHH, TIPOSBABALIN HEOIATONIPUATHU PEAKIINN))

- yectu (oBeye oT 1, Ho mo-manko ot 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)
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- He JecTH (moBeue ot 1, Ho mo-Manko ot 10 xxuBoTHN Ha 1000 TpeTupaHu )KUBOTHH)

- peaxu (roBede oT 1 HO mo-maiko ot 10 sxuBoTHH Ha 10 000 TpeTHpaHw KUBOTHH)

- MHOTO peakH (1o Maiko oT 1 sxuBotHO Ha 10 000 TpeTupaHy KUBOTHH, BKIIOUYUTEITHO U30JIUPAHU
CHOOIICHHS).

AKo 3a0enexuTe HIKaKBO CEpUO3HO B3/IEHCTBHE WIH APYTU €EKTH, BCISACTBUE OT YIIOTpedara Ha
to3u BMII, xonTo He ca omucaHu B Ta3W JIMCTOBKA 3a yrmoTpebda, MoJis He3abaBHO Ja YBEIOMUTE
Bamusg Betepunapen jekap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kome.

8. JO3UPOBKA 3A BCEKHU BUJI ’KUBOTHO, METOJ 1 HAYUH HA TPUJIAT'AHE.

IlepopanHa cycrensus nprmioxena B go3a ot 0,6 mg/kg tenecHa mMaca, €IMH BT JHEBHO, 10 14 aHU.

Toga ce paBusia Ha 1 Ml or Rheumocam na 25 kg ot TenecnaTta maca Ha koHs. Hanpumep, equH KoH
¢ maca 400 kg me nomyuun 16 ml Rheumocam, xon ¢ maca 500 kg mie momygyasa 20 ml Rheumocam, u
KOH ¢ Maca 600 kg mre moyuasa 24 ml Rheumocam.

Ja ce paszkiama no6pe npenu ynotpebda. [la ce npuiara cMeceH ¢ MajJKo KOJMYECTBO XpaHa Mpean
XpaHeHe WM HAIIPaBo B ycTaTa.

CycnensusiTa Tps0Ba Ja ce 1aJie ¢ MepUTeIHaTa CIIPUHIIOBKA, TIOCTABEHA B OITAKOBKATA.
CrnpuHIIOBKaTa ce ciara Ha OyTuikara u uMa marad 2ml.

I[a ce u30srBa BBBCIK/IAHC HA 3aMBbPCABAHC 110 BPEMC Ha yHOTpe6a.

MoJia, caeaBaiiTe Te3H CTHIKH.

Crerka 1. Ilpenu ga m3noisBaTe Crerika 2. [TocTaBete
Rheumocam 3a mepBH BT MIaCTMACcOBaTa KPbIjia BIOXKKA
yBepeTe ce, 4ye umare OyTuikara, & ]j’ B I'bPJIOTO Ha OyTHIIKATa U w
MIACTMACOBA KPBIJIa BIIOYKKA H = HATHCHETE HaJIONY, IOKATO =
CIPUHIIOBKA BJIe3e Ha MACTO. Bemubx -
IIOCTaBEHA, HE € HEOOXOIUMO
Jla ce OTCTPaHsBa
Crerka 3. IlocTtaBeTe kamadkaTa Creiika 4. O6bpHETE OyTHIIKATA
Ha OyTHJIKaTa U 5 pa3kiaTeTe ; C TIOMOIIITa Ha CIIPHUHIIOBKA Ha ¢
noope. Cajere kanaykara u £ o0paTHO 1 GaBHO H3TETrJIeTe B
MpUKaYeTe CIPUHIIOBKATA KbM N OyTaNoTO, JIOKATO MOJyYUTe LN
(hmakoHa KaTO BHUMATEITHO ' HEOOXOIMMOTO KOJTMYECTBO

MPUTUCHETC Kpas B AyIIKaTa.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHUE

[Ipenu ynoTtpeba npoyeTH JIUCTOBKATA.

10. KAPEHTEH CPOKOBE

Meco u BBTpPCITHU OPTaHH: 3 JTHH.
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He ce pa3pemaga 3a ynorpeba npu )KHBOTHHU, YUETO MIISIKO € ITPETHA3HAYCHO 32 YOBEIIKa
KOHCYyMaIlusl.

11. CIENUAJIHM YCJIOBUA3A CBXPAHEHUE HA ITPOJAYKTA

Jla ce chxpaHsiBa Jjajied OT MOTJIe/ia U Ha HEAOCTHITHY 3a Jiella MecTa.

To3u BeTeprHAPHOMEAMIIMHCKH MTPOAYKT HE M3UCKBA HUKAKBU CICIIMAIHM YCIOBHS 3a ChbXPaHCHHE,
Cren mpuiarane Ha J€KapCTBOTO 3aTBOpPETe OyTHUIIKaTa, KaTO MOCTABUTE OTHOBO KalayKaTa, H3MUHTE
MEpHTEIHATA CIIPUHIIOBKA C TOILIA BOJIA U 51 OCTABETE JIa M3CHXHE.

Cpok Ha TOJHOCT CIie/l MbPBOTO OTBAPSTHE HA OMMAKOBKATa: 3 Mecela.

Jla He ce W3M013Ba Clie]] M3TUYaHe Ha CPOKa Ha MOJIHOCT, TIOCOYCH BbPXY KYTHATA U OyTHIIKATa ClIe]
T'onen no/EXP.

12. CIEHOWAJIHA NPEAYINPEXIEHUS

CrienmanHy IpeIna3Hu MEPKH 3a )KMBOTHHUTE MPHU YIOTpedara Ha MPOTyKTa:

B cnyuaii Ha HeOIaronpusATHE PEakIuy JIEUEHHUETO TPAOBA /1a Ce MPEKPATH U JIa CE MOTHPCH CHBET OT
BETEpUHAPEH JIeKap.

Jla ce u30sTBa ynorpebara mpu BCSIKO ASXUAPATHPAHO, XUTTOBOJIEMHYHO WM XUIIOTCH3UBHO
JKUBOTHO, Thil KaTO ChIIIECTBYBa MOTEHIMAJIEH PUCK OT PEHATHA TOKCHYHOCT.

CrenuaigHy OpeAna3Hu MEPKH 3a JINIATa, MpUaraiiyd BeTepUHAPHOMEIUITMHCKHS TPOIYKT Ha
KUBOTHUTE!

Xopa ¢ ycTaHOBEHA CBPBbXIYBCTBUTEIIHOCT KbM HECTEPOUHH IIPOTHBOBB3NAIUTEIIHI CPEICTBA
(HCIIBC) Tpsi6Ba na n30srBaT KOHTAKT C BETEPUHAPHOMEAUIMHCKUS TIPOIYKT.

[Ipu ciryuyaiioHo noribLIane, He3a0aBHO Ja ce MOTHPCH MEIUIIMHCKH CHBET, KAaTO HA JIEKaps ce
IPEIOCTaBU JINCTOBKATA 3a yIIoTpeOa WM €TUKETa Ha POJYKTa.

Ynorpeba 1o BpeMe Ha OpEMEHHOCT U JaKTaIIHSL:
Bwx 1. 5 ,,IIpoTBomniokazanus’”’.

BsaumoneiicTBre ¢ IPYry BETEPUHAPHOMEIUIIMHCKH MPOAYKTH U IPYTH popMH Ha B3aUMOJICHCTBHE:
Jla He ce mpuara eTHOBPEMEHHO C TITIOKOKOPTHKOUIH, PYTH HECTEPOUIHH ITPOTHBOBB3MAIUTEIHN
CpEJICTBA VT aHTUKOATyJIaHTH.

IIpenosupane (CUMITOMH, CIEIIHA MEPKH, AHTUIOTH):
B cayuait Ha mpego3upane TpsOBa Ja ce 3alouHe CUMIITOMATHYHO JICUCHHE.

13. CIIEHUAJIHA MEPKH 3A YHUIIIO)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

BMII He Tpsi6Ba na 6b1aT U3XBBPISHU C OMTOBH OTHAIBIIN WM OTHAAHK Boau. [lonuratite Bamus

BETEpUHAPEH JIEKap KaKBO Ja mpaBuTe ¢ HeHyxHute BMII.
Te3u MepkH Lie TOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpeaa.

14, JATATA HA HOCJIEAHATA PEJAKIUSA HA TEKCTA

IToxpo6Ha wH(MOpMAaIHS 32 TO3H IIPOAYKT MOKE J1a HAMEPUTE Ha MHTEPHET CTPAHUIATA
Ha EBpomneiickata Arenius o Jlekapcrsata (http://www.ema.europa.eu).

15, JOI'BbJHUTEJHA NH®OPMALUA
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Jla ce oTmycka camMo ¢ BeTepUHapHa perenTa.

Bytunka ¢ o6em 100 mmm 250 ml.

He Bcuuku pa3mepu Ha OMakoBKaTa Morar jia ObJar npejJiaraiy Ha masapa.

3a Bcsika MHGOpMALUsE OTHOCHO TO3U BETEPUHAPHOMEICIIMHCKH MIPOJYKT, MOJISI CBBPIKETE Ce C
TEPUTOPUATHUS IPEICTABUTEI HA IPUTEKATEIIS Ha JIMIIEH3a 3a yrnoTpeoa..
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T:+32 37806390

E: info.vet@kela.health

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

E\LGoo

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Espaiia

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

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: +32 378063 90

E: info.vet@kela.health

Magyarorszag
Alpha-Vet

1194 Budapest,
Hofherr A. u. 42.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

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/fax: +48 22 833 31 77, +48 22 832 10 36
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France

Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Kvnpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Romania

Distribuit de

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

Tel: +40 31845 1646

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

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

Sverige

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

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

Co. Galway

Tel: + 353 91 841788
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JIMCTOBKA:
Rheumocam 20 mg/ml umkeknpuoHeH pa3TBOp 3a TOBEIA, CBUHE U KOHE.

1. HUME U IIOCTOSSHEH AJIPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJI Ha JIMIICH3a 3a Vnome6a:
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnauaus.

HDOI/IBBOI[I/ITCJL OTTOBOPCH 3a 0CB060>KZ[aBaHe Ha napTyjaara.
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnauaus.

u
Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, Xomxanmust.
u

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

2. HAUMEHOBAHUWE HA BETEPUHAPHOME/IUIIUHCKUSA ITPOJAYKT
Rheumocam 20 mg/ml nmkexumoneH pa3TBop 3a roBea, CBUHE U KOHE.

Menokcukam

3. CbAbPKAHUE HA AKTUBHATA CYBCTAHIUSA U EKCHUIIMEHTUTE
Enun ml ceappika:

Memnoxkcukam 20 mg
Eranon (96%) 159.8 mg

buctbp xbAT pa3TBOp.

4, TEPAITIEBTHYHMU TOKA3AHUS
T'oBena:

3a ynorpeba mpu OCTPU PECIIMPATOPHU MHPEKIUH ¢ OIXOMIA aHTHOMOTHIHA TePaIIus 3a
HaMaJIIBaHE Ha KIIMHUYHUTE MPU3HAIY IPU TOBEJIA.

3a ynorpeba npu quapus B KOMOHHAIUS ¢ TIEpOpaiHa PeXHIpaTHpalla Teparus 3a HamalsiBaHe Ha
KJIMHUYHUTE MPU3HAIM [P TEJIeTa Ha Bb3PACT HAJl €IHA CEAMUIIA U MITaId HEJIAaKTUPAIIY FOBE/Ia.
Karo nompnHuUTENHA TEpanus Npy JICYeHHE HAa OCThP MAaCTUT B KOMOWHAIIVS ¢ aHTHOMOTHYHA
Tepanusl.

CeBuHe:
3a ynorpeba npu He3apa3HU JABUTaTCIIHU HAPYIICHHS 32 HaMaJIsIBAHE HAa CUMIITOMUTE Ha KyII0Ta U
BB3IIAJICHHE.

Karo AOIBJIHUTCIIHA TCPAIWS IIPH JICHCHUC Ha IMyeprcpaiHa CCOTULCMUA U TOKCCMU (CI/IH,Z[pOM Ha
MaCTI/IT-MeTpI/IT-aFaﬂaKCHH) C Ioaxoasiina AHTHOMOTHYHA TCpamnus.
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Komne:

3a ynorpeba npu o0JieKuaBaHEe Ha BH3MAJICHUETO U HAMAJIIBaHE HA 0OJIKaTa KaKTO MPH OCTPH, Taka U
MPU XPOHUYHU MYCKYJIHO-CKEJICTHU HAPYIICHHUS.
HamansBane Ha 60mka cBbp3aHa ¢ KOJIHKA ITPH KOHE.

5. ITPOTUBOIIOKA3AHUS

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

[a He ce npuara npu OpeMEHHH U JIaKTUPAIIA KOOWIIH.

Jla He ce M3MO3Ba MPU )KUBOTHH, CTPAJIAIlY OT HapyIlIeHa YepHOAPOOHa, ChplieuHa Wik Ob0pedHa
(yHKIMS 1 XeMOparu4Hy HapyLICHUs WIHM KBbAETO MMa JaHHHM 32 YJILEePOreHHH IraCTPOMHTECTUHATHH
MOpaKEeHUSI.

[a He ce U3M0II3Ba MPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHITUS WM HSIKOU OT
eKCLUITUEHTHUTE.

IIpu nedyeHne Ha quapus NpyU TOBEAA, 1A HE CE U3IIOJI3BA HA BB3pacT MO/ €1HA CEIMUIIA.

6. HEBJATONIPUATHU PEAKIIMH

IIpu roeena u CBUHE, NOJKOXKHO, HHTPAMYCKYJIHO, KAKTO U HHTPAaBEHO3HO MpUJIaraHe ce MoHacs
no0pe; npu mo-manko oT 10% oT TpeTupaHuTe B KIMHUYHY NPOYYBaHUS rOBeJa € HaOI0JaBaHO caMo
c1ab0 BPEMEHHO MOyBaHe HA MSICTOTO HAa MH)KEKTHUPAHE CJIe]] MOAKOXKHO MpUilaraHe.

IIpu xoHE MOXKeE ja HACTBIIM BPEMEHHO MOJAYBaHE HA MACTOTO HAa HHXEKTUPAHE, KOETO

npeMrHaBa 6€3 MHTEPBEHIINS.

B MHOrOo peaku ciydau Moe J1a ce OSBAT aHapUIaKTOUIHU peakiuy, KOUTo TpsiOBa aa Obaat
JIEKyBaHU CUMITOMATHYHO.

B MHOTrO0 pejiku cirydan MOKe Jia ce oSBT aHAQMIAKTOUIHU Peakiiui, KOUTO MOTaT Jia ObJiaT
CEpUO3HH (BKIIIOYUTEIHO U ¢ (aTajeH Kpail), KOUTO TpAOBa fa ObJaT JEKyBaHH CUMIITOMATHYHO.

UecroraTa Ha HEOMATONIPUATHHUTE PEAKIMN CE OTIPEJIEIIs Upe3 cieqHaTa Kiachu(puKaius:

- MHOTO yecTH (roBeue oT 1 Ha 10 TpeTupaHu )KMBOTHH, TIPOSBABALIN HEOIATONIPUATHU PEAKIINN))

- yectH (oBeue ot 1, Ho mo-manko oT 10 xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He "ecTH (rmoBeue ot 1, Ho mo-Manko oT 10 xuBoTHH Ha 1000 TpeTHpaHu KUBOTHH)

- penku (oseue oT 1 HO mo-manko ot 10 sxuBoTHH Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xxuBotHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIFOUHUTEITHO N30JIHPAHH

- MHOTO peakH (rmo-Manko ot 1 xxuBotHO Ha 10,000 KUBOTHH, BKIIFOUNTEITHO H30JIMPAHU CHOOIIICHHUS)

AKo 3a0enexuTe HIKaKBO CEpUO3HO BB3IEHCTBHE WIH APYTU eEKTH, BCIEACTBUE OT YIIoTpedara Ha
to3u BMII, kouTo He ca ommcaHu B Ta3W JUCTOBKA 3a yIOTpeda, MO He3a0aBHO /1a yBEIOMHTE
Bamus BerepuHapeH Jiekap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

T'oBena, cBUHE 1 KOHE.

8. JO3UPOBKA 3A BCEKH BU/J1 "/KUBOTHO, METO 1 HAYHWH HA IIPUJIATAHE
T'oBena:

EnHOKpaTHO, MOAKOXKHO MJIM MHTPABEHO3HO MHXKEKTHUpaHe Ha j03a ot 0,5 mg menokcukam/Kg TenecHa
maca (T.e. 2,5 ml/100 kg TenecHa maca) B KOMOMHAIMS C aHTUOMOTUYHA TEPAITHSI WITH C TIEpOpaHa

pexuparupalia Teparus, Cliope]l cirydasl.
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Csune:

EfHOKpaTHO MHTPaMYCKYJTHO HHXKEKTHpaHe Ha 703a ot 0,4 mg menokcukam/Kg TerecHa maca (t.e. 2,0
ml/100 kg TenecHa Maca) B KOMOMHAIHS € TIOAXOSIA AHTHOHOTHYHA Tepanus. AKO ¢ He0OX0IUMO,
MOBTOPHO TpHUJIaraHe Ha MEJIOKCUKaM MOJKE Jla ce HaIlpaBu clies 24 yaca.

Komne:

EMHOKpaTHO HHTPAaBEHO3HO MHXKEKTHpaHe Ha 103a oT 0,6 Mg menokcukam/Kg tenecHa maca (t.e. 3,0
ml/100 kg tenecHa maca).

3a ynorpeba npu o0ekyaBaHe Ha Bh3NAJICHUETO U HaMaJsiBaHe Ha OOJIKaTa KakTo MPH OCTPH, TaKa U
NPY XPOHUYHHU MYCKYJIHO-CKEJIETHH HapyIICHUs, 32 IPO/IbJDKaBaHe Ha JICYEHHETO MOXKeE Jla ce
mnon3sa Metacam 15 mg/ml nepopanna cycnensus B 1o3a ot 0,6 mg menokcukam/Kg TeiecHa mMaca,
24 yaca cneq MHXKEKTUPAHETO.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

Ja ce n30sTBa KOHTAMHUHAITHS TI0 BpeMe Ha yroTpeoa.
MakcumasneH Opoii mpobokaanus ¢ 14 3a 3amymanka Ha ¢aakon ot 20 ml, 50 ml u 100 ml u 20 3a
3amymranka Ha ¢uakoH ot 250 ml.

100 KAPEHTEH CPOKOBE

T'oBexa: Meco v BETPEIIHY OpPraHu: 15 qTHU; MILIKO: 5 JHH.

CBuHe: MECO U BHTPEILIHU OPTaHu: 5 THU.

Kone: Meco ¥ BbTpEUTHU OPTaHU: 5 THHU.

He ce pa3pemaBa 3a ynoTtpeba mpu )HUBOTHH, YUETO MIIAKO € TPEAHAa3HAYEHO 32 YOBEIIKa
KOHCyMaIusl.

11. CIENUAJIHM YCJIOBUA3A CBXPAHEHUE HA ITPOJAYKTA

Jla ce chxpaHsiBa Jajied OT MOIJieaa U Ha HEAOCTHIIHY 3a JIella MeCTa.

To3u BeTeprHAPHOMEAMIIMHCKH MTPOAYKT HE M3UCKBA HUKAKBU CICIIMAIHM YCIOBHS 3a ChbXPaHCHHE,
Cpok Ha TOJHOCT CIIe/T TbPBOTO OTBAPSTHE HA OIMaKOBKaTa: 28 JHU.

Jla He ce u3Mo3Ba Clie]] U3TUYaHE Ha CPOKA Ha TOJTHOCT, TIOCOYCH BHPXY KyTHUsATa U (hIaKOHA ClIe]]
Tonen no/EXP.

12. CIEHOUAJIHU NPEAYINPEXIEHUS

CrielmaiHy Ipena3Hu MEPKH 3a )KMBOTHHUTE IPU YIIOTPeOaTa Ha MPOIYKTA:

B cnyuait Ha HEOIaronpusATHE PEakIuy JICYEHUETO TPAOBA /1a ce MPEKPATH U JIa CE MOTHPCH CHBET OT
BETEPHUHAPEH JIeKap.

Jla ce u30sTBa ynorpebdara mpu MHOTO CHITHO JCXUIPATUPAHU, XHITIOBOJIEMUYHU WM XUTTOTCH3UBHH
>KMBOTHH, KOUTO M3UCKBAT MapeHTEepaIHa peXuapaTaus, Thii KaTo ChIIECTBYBA MOTCHIIMAICH PUCK OT
peHasHa TOKCUYIHOCT.

B cnyuaii Ha He3a10BOJIUTEITHO HaMaJIsIBaHe Ha OOJIKaTa IpH JICUSHUETO Ha KOJIMKA IIPU KOHE, TPsOBa
Jla ce HAaIpaBW BHUMATEITHA MMPEOIIEHKA Ha IMAarHO3aTa, Thil KAaTO TOBa MOXe J1a ObJe MHIMKAIIHS 32
HEOOXOAMMOCTTa OT XUPypPrudHa HHTEPBEHIINA.
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CnegnanHH npeanasiy MCpPKU 3a Jinara, npujaaraiii BETCPpUHAPHOMEIUITMHCKYA IIPOJAYKT Ha
JKUBOTHHUTE:

WHimaenTHO caMOMHKEKTHpaHe MOKe Ja peAn3BHKa 0onka. Xopa ¢ ycTaHOBEHa
CBPBXUYYBCTBUTEIHOCT KbM HECTEPOUIHU MpoTHBOBB3ManuTennu cpenctsa (HCIIBC) tpabsa na
M305TBAT KOHTAKT C BETEPHHAPHOMEANIIMHCKUS IPOAYKT.

[Ipu cnyuaitHO caMOMH)XEeKTHpaHe, He3a0aBHO /1a C€ TOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
NpEeOCTaBU JIUCTOBKATA 32 YIoTpeOa Wik €THKETa Ha IPOIYKTa.

Ynorpeba 1o BpeMe Ha OPEMEHHOCT M JIaKTaIUs:
l'oBena u cBuHe: Moxke 1a ce mpuiara 1o BpemMe Ha OpeMEHHOCT U JIAKTaIusl.
Kone: Bux 1. 5 ,,IIpoTuBonokazanus’”.

BBaI/IMOZ[Cf/’ICTBI/Ie C APYIHM BETCPUHAPHOMCAUITMHCKH MPOAYKTH U JPYTHU d)ODMI/I Ha B3aHMOHeﬁCTBHCZ
I[a HE CC pujiara CbBMCECTHO C TJIIOKOKOPTUKOCTCPOUAU, APYTU HECTCPOUIHU NTPOTUBOBBIIAIUTCIIHA
Cp€AcTBa WIN aHTUKOAr'yJIaHTH.

IIpenosupane (CUMITOMH, CIEIIHA MEPKH, AHTUIOTH):
B ciyuait Ha mpego3upane TpsOBa Ja ce 3alouyHe CUMITOMATHYHO JICUCHHE.

13. MNEOUAJHU MEPKMU 3A YHUIINOKABAHE HA HEU3TIOJI3BAH MTPOAYKT NN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII He Tps6Ba na ObaaT U3XBBPIASHU C OUTOBU OTHAIBIU WU OTHaaHU Boau. [lonuratite Bamms

BETEpUHAPEH JIEKap KaKBO Ja MpaBuTe ¢ HeHyxHute BMII.
Te3u MepkH 111e MOMOTHAT 3a Olla3BaHE Ha OKOJIHATA Cpejia.

14, JATATA HA IOCJIEAHATA PEJAKIIUA HA TEKCTA

[ToapoOHa nHOPMaLIKs 3a TO3H MIPOAYKT MOXKE J1a HAMEPUTE Ha HHTEPHET CTPaHUIATa
na Espomneiickata Arenus mo Jlekapcrsata (http://www.ema.europa.eu).

15. ONI'bJIHUTEJIHA HHO®OPMAIIUA

Kapronena kyTtus ¢ 1 6e3uBeren/u crbkieH/u ¢uakon/a 3a umkekimu ot 20 ml, 50 ml, 100 ml v 250
ml.

He Bcuukn pasMECpu Ha OITaKOBKATa MOrat Ja 6’B,I[aT npeajlaranv Ha masapa.

3a Bcska I/IH(i)OpMaHI/ISI OTHOCHO TO3U BETCPUHAPHOMCIUIIUHCKH ITPOAYKT, MOJISA CBBPIKETE CE C
TCPUTOPUATIHUA NPCACTABUTECII HA MTPUTCIKATECIIA HA JIMIICH3a 3a yHOTpe6a.
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Belgié/Belgique/Belgien
Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Deutschland
Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

E\Lado

KANAHAIAH A.E.

Aeoe. Kbung &

H\éxtpag 4P

15122 Mapovot, Attikn, EAAGSa
TnA.: +30 210 6910311

Espafa

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

28031 — Madrid

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Magyarorszag
Magyarorszagi képviselet:
Orion Pharma Kft,

1139 Budapest,

Pap Kéroly u. 4-6

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Nederland

Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Norge

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

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/fax: +48 22 833 31 77, +48 22 832 10 36
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France

Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

island
Icepharma hf,
Lynghélsi 13,
110 Reykjavik
Iceland

Italia

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

20054 Segrate (M)

Kvbmpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

Portugal

NePhar - Farma, Lda

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

Roméania

Distribuit de

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

Tel: +40 31845 1646

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Slovenska republika

Miestny zastupca drzitel'a rozhodnutia o
registracii:

Orion Pharma s.r.o.
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

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

Co. Galway

Tel: + 353 91 841788
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1.

JIMCTOBKA:
Rheumocam 5 mg/ml umkeKIMoHeH pa3TBOp 3a KydeTa U KOTKH

HUME U ITIOCTOSHEH AJIPEC HA IPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

IIpuTexxaTen Ha IUIICH3A 33 VHOTD€6aZ

Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnanaus

IIpousBoauTes, OTTOBOPEH 3a 0CB060)K}IaBaHe Ha napTuaarta.

Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnanaus

)44

Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, Xonauaus

"

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

2.

HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUSA ITPOAYKT

Rheumocam 5 mg/ml umxekmoHeH pa3TBop 3a Kydeta U KOTKH
Menokcrukam

3.

CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA U EKCHHUIIMEHTUTE

Enua ml ceappika:

Menoxkcukam 5 mg
Eranon (96%) 159.8 mg

buctep KbaT pazTBoOp.

4.

TEPAIIEBTUYHU ITOKA3AHUA

Kyuera:
OO0IiekuaBaHe Ha BH3MAICHUETO U O0JIKaTa, KAKTO MPH OCTPH, TaKa U TIPU XPOHUYHH MYCKYJTHO-

CKeJIeTHU HapyleHus. HamansgBaHe Ha ciiejjorepaTrBHaTa 00JIKa U Bh3MAJICHUE B PE3yJITaT HA
OpTOTIEIUYHA XUPYPTHUS U XUPYPTUS HA MEKUTE ThKaHU.

Kotku:
Hawmanssane Ha cinenornepaTiuBHaTa 60JIKa CIIeT OBAPHOXUCTEPEKTOMUS U TTO-JIeKa XUPYPrys Ha
MEKHUTE THKaHU.

5.

INPOTUBOIIOKA3AHUA

Jla He ce W3Mo3Ba NpU )KUBOTHH, CTPAJIAIy OT TACTPOMHTECTUHAIIHN CMYIIICHUS KaTO Bh3IAJICHHE U
XeMOparus, HapyIIeHa 4epHOApoOHa, ChpAcYHa Wi 0BOpedHa QYHKITAS U XeMOpParudHy HapyIIeHUs.
Jla He ce M3MO03Ba MPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHITUS WM HSIKOW OT
EKCIUTUCHTHTE.

Jla He ce U3MOoJ3Ba MPHU KUBOTHH O] 6 CEAMUYHA BH3PACT U MPU KOTKH ¢ Maca mo-Majko ot 2 Kg.
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6. HEBJIATOIIPUATHU PEAKIIMN

[lonsikora ce cpoOIIaBa 3a TUITUYHU HEOIArONPHUITHU PEAKIIMN Ha HECTEPOUTHH
npotuBoBb3nanutentu cpeacrsa (HCIIBC) kato 3ary0a Ha aneTuT, HOBpbIIaHe, AUAPHS, TOSIBA HA
KPbB B U3NPAKHEHUTA, JIeTaprusi u ObOpeuHa HenocTaThYHOCT. B MHOTO pefku ciaydau ce cboOliaBa
32 OBHUIIIEHU YEPHOAPOOHH €H3UMHU.

IIpu xyueTa, B MHOTO PEJIKHU CIIy4aH, C€ ChOOIIaBa 3a XeMOparniHa Auapus, XeMaTemMes3a u
racTpOMHTECTHUHAJIHA yJILepalys.

[Ipu xyuerta, Te3u HEOIATONPUSTHNA PEAKLUH CE SIBSIBAT OOMKHOBEHO Mpe3 MbpBaTa CeAMHULA Ha
JICYEHHUE U B [TOBEYETO CIIy4aH ca MPEXOAHH U U34e3BaT ciell IPUKIIOYBAaHE Ha JIEYEHUETO, HO B
MHOTO PE/IKH CIIyYal MOraT Ja ObJaT CEpUO3HU WK (haTaTHH.

B ciyyaii Ha HeOIArONPUSTHH PEaKIMH, JICYSHHETO TPsIOBa a ce MPEKPaTH U Ja Ce TIOThPCH CHBET OT
BETEPHHAPEH JIeKap.

YecToTara Ha HEOIArONPUATHUTE PEAKIMU CE OTIPENeIis Upe3 cileqHaTa Kiacu(pukamus:

- MHOTO yecTH (roBeue oT 1 Ha 10 TpeTupaHu )KMBOTHH, TPOSBABALIN HEOIATONIPUATHU PEAKIINN))

- yectu (ioBeye oT 1, HO mo-manko oT 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He YecTH (roBede ot 1, Ho mo-Manko ot 10 xxuBoTHU Ha 1000 TpeTUpaHU )KUBOTHH)

- penku (oeue oT 1 HO mo-maunko ot 10 sxuBoTHHU Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO pekH (1o Maiko ot 1 kuBoTHO Ha 10 000 TpeTupaHu >KMBOTHH, BKIIFOUYUTEITHO N30JIUPaHH

- MHOTO peakH (mo-Manko ot 1 xxuBotHO Ha 10,000 KUBOTHH, BKIIFOUNTEITHO H30JIMPAHU CHOOIIICHNS)

AKo 3a0eNeXuTe HIKAKBO CEPUO3HO BB3JEHCTBUE WM IpYyTH e()eKTH, BCIEACTBUE OT yrmoTpedara Ha
to3u BMII, xouTo He ca orrcaHu B Ta3u JIUCTOBKA, MOJIsI He3a0aBHO Jia yBegoMuTe Barms BeTepuHapex
JeKap.

7. BUJOBE )KUBOTHMH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kyuera u koTkH.

8. JO3UPOBKA 3A BCEKH BUJ] "/KUBOTHO, METOJ 1 HAUHWH HA ITPUJIATAHE
Jlo3upaHe 3a BceKH B/ KUBOTHO

Kyuera: 0,2 mg memokcukam/Kg tenecua maca (t.e. 0,4 ml/10 kg).
Kotku: 0,3 mg menokcukam/kg Tenecna maca (t.€. 0,06 ml/kg).

MeToa ¥ HAYMH HA npujarame

Kyuera:
MycKyTHO-CKEJIETHH HapyIICHSI: ¢THOKPATHO ITOAKOKHO HMHKCKTHPAHE.

Rheumocam 1,5 mg/ml nepopanua cycnensus 3a Kydera wid Rheumocam 1 mg u 2,5 mg tabierku 3a
JIbBUCHE 32 KydyeTa MOT'aT Jia Ce U3MOJ3BaT 3a JieueHue B 103a ot 0,1 mg menokcukam/Kg TerecHa Maca
24 gaca cieq npuiiaraHe Ha WHXKEKIIHATA.

Hawmansasane Ha cnenornepaTuBHaTa 601Ka (3a iepuo Hax 24 gaca): eTHOKPaTHO HHTPABESHO3HO HITH
MOJIKOXKHO MHXKEKTUPAHE TIPEIN XUPYPrisl, HalpuMep [0 BpeMe Ha BhBEXK/IaHE B aHECTE3HI.

Korkmn:

Hawmanssane Ha ciaeporneparuBHaTa 00JIKa CIIeT OBAPHOXUCTEPEKTOMUS U TTO-MaJIKa JieKa ThKaHHa
XUPYypruuecka HaMmeca: eJHOKPATHO MOJIKOKHO HHXKEKTHPAHEe MPEeAU XUPYPrus, HallpuMep Mo Bpeme
Ha BBBE)KJAHE B aHECTE3HS.
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9. CBBET 3A IIPABUJIHO ITPUJIOKEHHUE

OcobeHo TpsOBa J1a ce BHUMAaBa 3a TOYHOCTTA Ha JIO3UpaHe.
Jla ce u30sATBa KOHTAMHHAIHS IO BpeMe Ha yrmoTpeoa.
MakcuMaHHAT Opoit mpoOoXkaaHus ¢ 42 32 BCUYKHU MPE3CHTALIHH.

10. KAPEHTEH CPOKOBE

He e npunoxxumo.

11. CIHIELHUAJIHU YCJOBUSA3A CbXPAHEHHUE HA TPOAYKTA

Jla ce cpxpaHsiBa jiajied OT MorJie[a U Ha HeJJOCTHITHH 3a Jiella MecTa.

CopxpansBaiite dakoHa B KAPTOHECHATA OITAKOBKA.

Cpok Ha TOJHOCT CIIe/T MbPBOTO OTBAPSTHE HA OIMaKOBKaTa: 28 JHU.

Jla He ce M3MOII3Ba Clie]] U3THYAHE HA CPOKa Ha TOJHOCT, IOCOYEH BHPXY KyTHATA U (IIAKOHA CIIe]T
TNonen mo/EXP.

12. CIEHOUAJIHA NPEAYHNPEXIEHUS

CrenyagHy OpeAna3Hu MEPKH 3a )KUBOTHUTE NPU yHNoTpebara Ha NPOIYKTa:

B cnydaii Ha HEGUIarONpUsTHU peakivy, JICUeHUETOo TpsOBa Jja ce MPEKpaTH U Jia ce IOThPCU ChBET OT
BETEPUHAPEH JIEKap.

[Ha ce n30srBa ynorpedaTa Npu BCIAKO ASXUAPATHPAHO, XUITOBOJIEMHUYHO WIIM XUTIOTEH3UBHO XKHBOTHO,
TBH KaTo CHIIECTBYBA MOTEHIMAJIEH PUCK OT PEHATHA TOKCUYHOCT.

Karo cTrannapTHa npakTHKa IIpy aHeCTe3us1, TpsAOBa Ja ce cuuTaT HabJII0AEHUETO U IPUIAaraHeTo Ha
TE€YHOCTH.

HuxkakBa opanna nocneaBaiia Tepanus ¢ u3mnoyis3Bane Ha Menokcrukam win apyra HCIIBC we TpsiOBa
Jla ce mpuJjiara mpy KOTKH, Thil KaTo HEe ca YCTAHOBEHH TOJXOISIIN T030BH PEXXUMH 32 TIOJOOHU
IOCJIEIBAILY JICUCHHUS.

CnegnanHH npeanasHiy MCpPKU 3a Jinfara, npujaaraiii BETCPpUHAPHOMEIUITUHCKYA IIPOJAYKT Ha
JKUBOTHHUTEC:

WMHIMaeHTHOTO caMOMHKEKTHpaHe MOXe Jia MpeAu3BHKa 0oIKa. Xopa ¢ yCTaHOBEeHa
CBPBXUYYBCTBUTEIHOCT KbM HECTEPOUIHU MpoTHBOBB3ManuTennu cpenctsa (HCIIBC) tpabsa na
n305rBaT KOHTAKT C BETEPUHAPHOMEAUIIMHCKUS IPOIYKT.

[Ipu ciryuyaiiHo camouH)XeKTHUpaHe, He3a0aBHO /1a ce MOTHPCH MEIULMHCKU ChBET, KaTO Ha JeKaps ce
NpEeOCTaBU JIUCTOBKATA 32 yIoTpeOa Mk €THKETa Ha IPOIYKTa.

Yiorpeba mo Bpeme Ha OpEMEHHOCT M JIAKTALIHS:
Jla He ce mputara npu OPEeMEHHU ¥ JTaKTUPAIIH XKUBOTHHU.

BzaunmogeiicTBue ¢ 'Y BETEPUHAPHOMENUIIMHCKY OPOAYKTH U Ty (OpMH Ha B3aMMOJICHCTBUE:
Hpyru HCIIBC, auypeTuin, aHTHKOAryJaHTH, aMUHOTIIMKO3UIHA aHTUOMOTUIN U BEILIECTBA C
rojsiMa CTETNeH Ha CBbP3BaHE HAa MPOTEMHHUTE MOTAT Ja JOBEJAT 10 CBBP3BaHE, a CISA0BATEIHO U /10
tokcuuan edexTr. Rheumocam ue tpss6Ba ma ce npuiara egHoBpeMerso ¢ apyru HCIIBC wmu
TIIIOKOKOpTHKOCTepouan. TpsOBa a ce n304rea eAHOBPEMEHHOTO MIPUJIaraHe C MOTEHIIMATHO
HEPPOTOKCHYHH NMPOAYKTH. [IpH KUBOTHH B aHECTETHYEH PHUCK (T.€ BH3PAaCTHU KUBOTHH), TpsiOBa 12
ce MMa NpeJIBU/I HHTPABEHO3HA WU ITOAKOKHA (QIIyHaHa Tepanus 1o BpemMe Ha aHecresus. Korato ce
npunarat exHoBpemenHo anectesus 1 HCIIBC, He moxe ia ce m3KiIroun puck 3a 0p0pedHaTa
dhyHKIHS.

[IpenmecTBamio TpeTupane ¢ NPOTUBOBB3NAIUTEIHHI BELIECTBA MOKE J1a IPUYUHU JTOITBIHUTEITHH
WJIH TTOBHILIEHU HEOIAroNpUsITHYA PEaKIMK 1, ChoOpa3HO C TOBa, TPSOBA J1a Ce CIa3u MEePHO/I,

CBO60).'[€H OT MMPUWJIaraHeToO Ha TaAKWBAa BCTCPUHAPHOMCAUIIMHCKHU IIPOAYKTH, Haii-majko 24 Jaca npeau
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3amouyBaHe Ha jedeHreTo. [Ipu neprosaa, cBOOOICH OT METUKAMEHTH, TPSIOBA Aa ce B3eMaT MPEIBU/T
(hapMaKoJIOTHYHUTE CBOMCTBA Ha IPOAYKTUTE, U3IMOJI3BAHM ITPEIU TOBA.

IIpenosupane (CUMITOMH, CIEIIHA MEPKH, AHTUIOTH):
B cayuait Ha ipego3upane, TpssOBa Ja ce 3al0YHe CUMIITOMATUYHO JICUCHHE.

13. CIIEHUAJIHA MEPKH 3A YHUIIIO)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

BMII He Tps6Ba na ObaaT N3XBBPIASHU C OMTOBU OTIAIBIU WU OTHaHU Boau. [lonuratite Bamms

BETEpUHAPEH JIEKap KaKBO Ja MpaBuTe ¢ HeHyxHute BMII.
Te3u MepkH 1e TOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpeaa.

14, JATATA HA IOCJIEAHATA PEJAKIIUA HA TEKCTA

ITompo6Ha wH(MOpMAaIKs 3a TO3HM IIPOAYKT MOKE 1a HAMEPUTE Ha MHTEPHET CTPAHUIATA
Ha EBpomneiickata Areniust o Jlekapcrsata (http://www.ema.europa.eu/).

15. JONBJHMTEJIHA UHO®OPMAIIUSA
Kapronena xytus ¢ enuH 6e3rBeTeH cThKiIeH (iakon 3a umkeknun oT 10 ml, 20 ml wmm 100 ml.
Bceku (h1akoH € 3aTBOpEH ¢ T'yMEHa 3aImyIiaika i IUIOMOUpaH ¢ aTlyMHHHEBO Karade.

He Bcuukm pasMepu Ha ommakoBKaTa Morar Ja Ob/aT IMpeAsiaraHy Ha masapa.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

Penyb6smka bearapus
ASKLEP-PHARMA LIMITED,
ShopNo3 &4

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

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumdinster
Deutschland

Eesti

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

EA\rada

KANAHAIAH AE

Aew. Koung & Hiéktpag 4B
15122 Mapovot, Attikn, EAAGSa
TnA.: +30 210 6910311

e-mail: info@candilagro.gr

Espaia

Ecuphar Veterinaria S.L.U.

C/Cerdanya, 10-12 Planta 6°

08173 Sant Cugat del Vallés, Barcelona (Esparia)

France

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Lietuva

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

Luxembourg/Luxemburg
Kela Veterinaria nv/sa
T:+32 37806390

E: info.vet@kela.health

Magyarorszag
Alpha-Vet

1194 Budapest,
Hofherr A. u. 42.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Nederland

Kela Veterinaria nv/sa
T:+32 37806390

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

Tel: + 353 91 841788

Portugal

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

Rua Henrigue Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal
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Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Teknofarma S.r.l.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvnpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Latvija

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106
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Romaénia

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

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Slovenské republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

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

Co. Galway

Tel: + 353 91 841788



JIUCTOBKA:
Rheumocam 5 mg/ml umkeKkroHeH pa3TBOP 3a TOBEIA M CBUHE

1. UME U ITIOCTOSHEH AJIPEC HA IPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeII Ha JIMIICH3a 3a VHOTD€6aZ
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnanaus

HDOI/ISBOI[I/ITCJ‘I, OTTOBOPCH 3a 0CB060)K}:[aBaHe Ha nmapTuaara.
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, Co. Galway, Upnanaus

u Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, Xomaumus
u

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

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUWHCKUA ITIPOAYKT

Rheumocam 5 mg/ml umkeKkroHeH pa3TBOP 3a TOBE/IA M CBUHE
Menokcukam

3. CBABPKAHUE HA AKTUBHATA CYBCTAHIIMA N EKCIIUIIMEHTHUTE
Enun ml ceappika:

Menokcukam 5mg
Etanon (96%) 159.8 mg

buctsp xbAT pa3TBOp.

4. TEPAIIEBTUYHU ITIOKA3AHUA

TI'oBena:

3a ynorpeba mpu OCTPU PECIIUPATOPHU MHPEKIUH ¢ MOIXOMINA aHTHOMOTHIHA TePaIIus 3a
HaMaJIIBaHE Ha KIIMHUYHUTE MPU3HAIY MPU TOBEJIA.

3a ynorpeba npu auapusi B KOMOMHAIIMS C IIepopaliHa peXHIpaTupaIa Tepamnus 3a HaMaJissBaHe Ha
KJIMHAYHUTE IPU3HAIY [IPU TeJIeTa Ha Bh3PACT HAJI €IHA CEAMHUIIA U MIIQ/IM HEJIAKTUPAIIH TOBE/Ia.

Csumne:

3a ynorpeba npu He3apa3HU JABUTaTSIHUA HAPYIICHHS 32 HaMaJlsIBAHE HA CUMIITOMUTE Ha KyII0Ta U
BB3IAJIEHHUE.

3a 00nexkyaBaHe Ha CIIEAONEpATUBHA O0JKA, CBhp3aHa C MATKA XUPYPrUdHa ONEPAIs] Ha MEKUTE
THKaHHU,

KaTo KaCTPuPaHe.

5. INPOTUBOIIOKA3AHUA

Ja He ce u3MON3Ba PHU )KUBOTHH, CTPaJaIlY OT HapyllIeHa YepHOAPOOHa, ChpieuHa Win ObOpedHa
(yHKUMS 1 XeMOparuyHy HapyLICHUs WIH KBbAETO MMa JaHHH 32 YJILEePOreHHH raCTPOMHTECTUHATHH
HOPaKCHHUS.
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I[a HE CC U3M0JI3Ba ITIPU CBPbXYYBCTBUTCIHOCT KbM aKTUBHATa CY6CTaHI_[I/IH WJIN HAKOH OT
CKCIIUIIMCHTUTC

HpI/I JICUCHUC Ha AWapus Ipyu roBeiad, Ja HEC CC U3II0JI3Ba HAa BB3PACT 10 €JHa CCAMUILIA.
I[a HE CC M3I0JI3Ba NpU MpaCeHId M0- MajaKu OT 2 JHH.

6. HEBJATONNPUATHU PEAKIIMHN

IIpu roBena u CBUHE, OJIKOXHO, MHTPAMYCKYJTHO, KAKTO ¥ MHTPABEHO3HO MpHUJIaraHe ce MOHACs
no0pe; pu mo-manko ot 10% oT TpeTupaHuTe B KIMHUYHY IIPOYYBAHUS TOBE/a ¢ HaOII0gaBaHO caMo
c1ab0 BpEMEHHO TIOJyBaHE Ha MSACTOTO Ha MHXKEKTHPAHE CJIe]T TIOIKOKHO MPHUIIaraHe.

B MHOTO peiku cliydan MOKE Jia ¢€ MOSBST aHa(UITaKTOMIHN PEAKIIMU, KOMTO TPsiOBa 1a ObaatT
JIEKyBaHU CUMIITOMATHYHO.

YecToTaTa Ha HEOIArOMPUATHUTE PEAKIIUH CE ONPEAEIII Upe3 ClIeAHATa KIIaCH(HKALIHL:

- MHOTO uecTH (roBeue ot 1 Ha 10 TpeTnpanu KUBOTHH, IPOABSIBAIIN HEOIATOTPUSATHHA PEAKIIHIH))
- yectH (moBedye ot 1, HO mo-maniko oT 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-Maiko oT 10 xuBoTHU Ha 1000 TpeTupaHu )KUBOTHH)

- penku (roseue oT 1 HO mo-manko ot 10 sxuBoTHH Ha 10 000 TpeTupaHu KUBOTHH)

- MHOTO peak (1o Maiko oT 1 sxuBotHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUYUTEIHO U30JIUPAHU
CHOOIICHUS).

AKo 3a0enexuTe HIKaKBO CEpUO3HO BB3ICHCTBHE WIH APYTU eEKTH, BCIEACTBUE OT YIIOTpedarTa Ha
to3u BMII, kouTo He ca onmcaHu B Ta3W JTUCTOBKA 3a yIoTpeda, MO He3a0aBHO /1a YBEIOMHTE
Bamus BerepunapeH Jiekap.

7. BUJOBE )KUBOTHMH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

l'oBena (Tenera u Miaau roBeja) U CBUHE.

8. JTO3UPOBKA 3A BCEKH BU1 ' KHBOTHO, METO/I 1 HAUHWH HA ITIPUJIAT'AHE
T'oBena:

EnHOKpaTHO MOJKOXKHO WITM HHTPABEHO3HO MH)KEKTHpaHe Ha 1o3a oT 0,5 mg menokcukam/Kg TenecHa
maca (t.e. 10 mI/100 kg Tenecna maca) B KoOMOMHALIUS ¢ aHTHOMOTHUYHA TEPAIUs WU C TIEpOpaIHa
pexupaTHupala Tepamus, Cliope ciy4ast.

CeBuHe:

JIBUTaTeIHU HAPYIIEHUS:

EnHOKpaTHO MHTPaMyCKYITHO HHKEKTHpaHe Ha fo3a ot 0,4 mg menokcukam/Kg Terecua maca (t.e. 2,0
ml/25 kg tenecna maca). AKO € HEOOXOIUMO, IOBTOPHO MpHJIaraHe Ha MEIOKCHKaM MOKE J1a ce
HanpaBH cien 24 Jaca.

HamauisiBane Ha cnenoneparnsHara 00ika:
EfHOKpaTHO MHTPaMYCKYJTHO HHXKEKTHpaHe Ha 703a oT 0,4 mg menokcukam/Kg Terecua maca (t.e. 2,0
ml/25 kg temecna Maca) mpeau onepanus.

Oco6eno BHuMaHue TpsiOBA 1a ce OOBbPHE HAa TOYHOCTTA HA J03UPAHE, BKIIOYHTEIHO J1a Ce M3MOI3Ba
MOAXOIAII0 103UPAII0 YCTPOHCTBO M BHUMATEIHO Ja C€ U3YMC/IM TEJIECHATA Maca.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

Jla ce n30sTBa KOHTAMHUHALIUS TI0 BpEeMe Ha yroTpeoa.
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10. KAPEHTEH CPOK

TI'oBena: Meco u BbTpEIIHU Opranu: 15 nHu.
CBuHe: MECO U BHTPEILIHU OPTaHu: 5 THU.

11. CIHIELUAJIHM YCJOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cpxpaHsiBa iajed OT MorJie/ia U Ha HeJIOCTHITHH 32 JIela MeCTa.

To3u BeTeprHAPHOMEAUIIMHCKH TPOAYKT HE H3MCKBA HUKAKBY CTICIIHAIHH yCIOBHS 32
ChXpaHCHHUE.

CpoK Ha TOTHOCT CJIEI TEPBOTO OTBApSIHE HA OMaKOBKaTa: 28 MHU

Jla He ce W3Mo3Ba Clie]] M3TUYaHE Ha CPOKA Ha TOJTHOCT, TIOCOYCH BHPXY KyTHUsATa U (hJIaKOHA CIIe]]
T'onen mo/EXP.

12, CIHIELUWAJIHA DPEAYINPEXJIEHUS

JleueHneTo Ha MaJIKM TIpaceHIia mpeau kactpuparne ¢ Rheumocam mamassiea mocrormepaTHBHATA
Oonka. B

Cnydait Ha He0OXOAUMOCT OT obJIeKUaBaHe Ha OoJIKaTa Mo BpeMe Ha oreparus, TpsoBa 1a

OB/ IPHUIIOKEH ¥ MTOXOIAI AHECTETHK/CENATHB.

3a 1a Ce mosyun Hai-100pHAT Bb3MOXKEH e(PEKT Ha OONeKUEHHE cliel oneparusaTa, Rheumocam
TPs1OBa Aa Ce mpwioku 30 MUHYTH IIpean XUpyprudHaTa HaMmeca.

[penmna3uu MEpKH 3a )KUBOTHUTE MPH YIOTpeOaTa HA MPOAYKTA

B criydaii Ha HEOIArOMPUSATHU PEaKIMK JICUCHHUETO TPsIOBa J1a ce TMPEKPATH U J1a Ce TIOTHPCH CHBET OT
BETEPUHAPECH JIeKap.

Jla ce u3bsarBa ynorpebara mpu MHOTO CHITHO JICXHUAPATUPAHU, XUITOBOJICMUYHHU HITH

XUIMOTCH3UBHH XKHUBOTHH, KOUTO H3UCKBAT MApEHTEPATHA PEXUPATALIUS, Thil KATO

CHIIECTBYBA MOTEHIIHAICH PUCK OT PEHATHA TOKCUYHOCT.

[penna3uu MEpKH 3a JUIATA, TPUIATAIIH TPOIYKTA

WHIMIEeHTHO CaMOUHXKEKTHPaHe MOXKe Jia IpeAn3BHKa 00ka. Xopa ¢ ycTaHOBEHa
CBPBXUYBCTBUTEITHOCT KbM HeCTepouTHU poTuBOBE3manuTean cpeactea (HCIIBC) tpsbsa ga
M305TBaT KOHTAKT C BETEPHHAPHOMEAUIIMHCKUS IPOAYKT.

[Ipu cnyuaitHO caMOMH)KEKTUpaHe He3a0aBHO, J1a Ce MOTHPCU METUIIMHCKH ChBET, KaTO Ha JICKaps ce
NPEZIOCTABH JINCTOBKATA 3a YIOoTpeda WK eTHKeTa Ha MPOJIYKTa.

Ynorpeba 1o BpeMe Ha OPEMEHHOCT M JaKTaIHs
T'oBema: Moxe nma ce mpuiiara 1mo BpeMe Ha OpeMEHHOCT.
Caune: Moxe Ja ce rmpuJjara 1o BpeMe Ha OpeMEeHHOCT U JIAKTaIHs.

BsaumoneiicTue ¢ TH BETEPUHAPHOMEIUIIMHCKH IIPOAYKTH U TU (popMHU HA B3aUMOJCHCTBUE
Jla He ce mpuiara ChbBMECTHO € TTIOKOKOPTHKOCTEPOUIH, APYTH HECTCPOUIHN MTPOTHBOBH3MAINTEITHI
CpE/CTBA WX aHTUKOATYJIaHTH.

HpegosnpaHe (CHMMIITOMH, COEIITHA MEPKU, aHTUJIOTH).

B cnyqaﬁ Ha Opeao3nupaHe Tpﬂ6Ba Ja C€ 3all0OYHC CUMIITOMAaTHU4YHO JICYCHUC.

13. CIEINUWAJIHU MEPKH 3A YHUIIOXKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

BMII He Tpsi6Ba na 6b1aT U3XBBPISHU C OMTOBH OTHAIBIIN WM OTHAAHK Boau. [lonuratite Bamus

BCTCPUHAPCH JICKAP KAKBO J1a IPABUTC C HCHYXXHUTC BMIL.
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Te3u MCPKH 1IC ITOMOTI'HAT 3a OIIa3BaHC Ha OKOJIHATa Cpeaa.

14, JATA HA NOCJIEJHATA PEJAKI WA HA TEKCTA

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC HA UHTCPHCT CTpaHULIATA
na Espomneiickata Arenius mo Jlekapcrsata (http://www.ema.europa.eu).

15, JOI'BbJHUTEJIHA NHO®OPMALUA

Kapronena kyTtus ¢ 1 6e3uBeren/u crbkieH/n ¢iakon/a 3a umkekimu ot 20 ml, 50 ml wu 100 ml.
He Bcuuku pazmepu Ha omakoBKaTa MOTaT Ja ObJaT MpeAjaraHy Ha masapa.

3a Bcgka HHGOPMAIHS OTHOCHO TO3M BETEPHHAPHOMEIMUIIMHCKH MIPOIYKT, MOJISI CBBPIKETE Ce ¢
TEPUTOPHATHUS MIPEACTABUTEN Ha IPUTEXKATEISI Ha JIMICH3a 3a yrnoTpeda.
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Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Elrada

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Espaiia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788
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Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Magyarorszag

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Norge

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Osterreich

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Portugal

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

Rua Henrigue Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal



Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Kvbmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788
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Roménia

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Slovenské republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

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

Co. Galway

Tel: + 353 91 841788



JIMCTOBKA:
Rheumocam 330 mg, rpanyiu 3a KOHe.

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJIS HA JIMIEH3A 3A
YHOTPEBA U HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha JIMIICH3a 3a VHOTD€6a U IMIPOU3BOAUTEII OTTOBOPEH 3a 0CBO60)KI[aBaH€ Ha napTtuaarta
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUSA ITPOAYKT

Rheumocam 330 mg, rpanyiu 3a KOHe.
MeokcukaM.

3. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA U EKCIHUIIMEHTUTE

Enun yanra ceabpika: 330 My MEJIOKCHKAM.
Biieny s)XBbJITH TpaHyJIH.

4. TEPAIIEBTUYHHU ITIOKA3AHUA

O6ekyaBaHe Ha BB3MAICHUETO U HaMaJIsiBaHe Ha OOJIKaTa KaKTO MPH OCTPH, Taka U MPH XPOHHUIHU
MYCKYJIHO-CKEJIETHH HapyiieHnus npu koHe ¢ terio 500 kg - 600 kg.

5. INPOTUBOIIOKA3AHUA

Jla He ce mpwiara npu OPeMEHHU U JaKTUPAIIH KOOWITH.

Jla He ce M3M0II3Ba MPU KOHE, CTPAJAIIH OT TACTPOUHTECTHHAIIHNA CMYIIIEHHS KaTO Bh3MAJICHUE U
XeMOparus, HapyIieHa 4epHoApoOHa, ChpAcYHAa Wi 0BOpedHa QYHKITHAS U XeMOparudHy HapyIIeHUs.
Jla He ce u3Moa3Ba MPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS W HIKOH OT
EKCIUITUCHTHTE.

Ja He ce u3Mo0I3Ba MpU KOHE 1MoJ1 6 ceIMUYHA Bh3pacT.

6. HEBJIATOIIPUATHU PEAKIIMN

B ximHWYHY W3MUTBAHUS ca HAOIOJaBaHU U30JIMPaHU CIydYan Ha HEOIAroNMpUsSTHH PEAKIMH TUITUIHO
aCOITMUPAHM C HECTEPOUIHH MpoTHBOBB3NanuTeHn cpeactsa (HCIIBC) (neka ypTukapus, guapus).
CumnToMute ca oOpaTUMH.

B MHOTO PEAKH CiIydau ce C’LO6H_IaBa 3a 3ary6a Ha afneTuT, JICTaprus, CTOMallHnu OOJIKU U KOJIUT.
B muOTO PEAKHU Cliydan MOXKE 1a Bb3HUKHAT aHa(i)I/UIaKTOI/IZIHI/I PCaKumn, KOUTO Morat Jja C€ OKaxaT
CCPUO3HU (BKJ'IIO‘II/ITCJ'IHO " BOACIIHU 10O CM’LpT), KaTto TC Tpﬂ6Ba Ja 6’I>,Z[aT JICKYBAaHHU CUMIITOMATHUYHO.

YecToTaTa Ha HEOIArOMPUATHUTE PEAKIIUH CE ONPEAEII Upe3 ClIeAHAaTa KIIaCU(HKALH:

- MHOTO yecTH (roBeue oT 1 Ha 10 TpeTupaHu >KMBOTHH, TIPOSBABAIIN HEOIATONIPUATHU PEAKIINN))
- yectH (moseue ot 1, Ho mo-mainko oT 10 sxuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yectH (moBeye ot 1, Ho mo-Manko ot 10 xuBoTHU Ha 1000 TpeTHpaHu >KUBOTHH)

- penku (moseue oT 1 HO mo-manko ot 10 >xuBoTHH Ha 10 000 TpeTupaHu KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xxuBotHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIFOUUTEITHO N30JIHPAHH
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CHOOIIICHUS).
B ciy4aii Ha HeOJIaronpUsATHU pEakIvH, JICYCHUETO TPSAOBA Jia ce MPEKPATH U JIa ce TIOThPCU CHBET OT
BETEPHUHAPHHUS JICKap.

Axko 3a0enexxnTe HIKaKBO CEPHO3HO BH3/ICHCTBHE WITH JPyTH e(heKTH, BCIEeCTBUE OT yIoTpedaTa Ha
to3u BMII, xonTo He ca onmucaHu B Ta3W JIMCTOBKA 3a yrmoTpebda, Mot He3abaBHO Ja YBEIOMHUTE
Bamus Betepunapen nekap.

7. BUJOBE )KUBOTHUH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Komne.

8. JO3UPOBKA 3A BCEKU BU/JI KUBOTHO, METOJ U HAYHH HA IIPUJIAI'AHE.

W3nonssaiite ¢ xpaHa.

Ja ce mpuiara cMeceH ¢ xpaHara B 103a ot 0,6 mg/kg TejiecHa Maca, €IMH IIbT AHEBHO, 10 14 1HU.
[IpoaykThT TpsiOBa na ce npudaBs KbM 250 T MIOCITH Qypaky, IPEAH XpaHEHE.

Besiko cariie ¢hpprka eiHa 103a 3a KoH ¢ Terio mexay 500 u 600 kg u mo3ara He TpsOBa aa ce
paszens Ha O-MaJIKH JIO3H.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

Ja ce n30sTBA KOHTAMHUHAITHS 110 BpeMe Ha yroTpeoa.

10. KAPEHTEH CPOKOBE

Meco 1 BbTpEIIHN OpTraHu: 3 JHHU.
He ce pa3pemasa 3a ynorpe6a npu »XKMBOTHHU, YUETO MIISIKO € IIPEHA3HAYECHO 32 YOBEIIKA
KOHCyMaLusl.

11. CIENUAJIHM YCJIOBUA3A CBXPAHEHUE HA ITPOJAYKTA

I[a CC ChbXpaHsBa Aajicd OT 1orjieaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.
To3u BETCPUHAPHOMEIUITUHCKHA MIPOAYKT HE N3MCKBAa HUKAKBH CIICIIUAJIHU YCJIOBUA 3a CbXPaHCHUC.
I[a HC CC U3MO0JI3Ba CJICA U3TUYAHC Ha CPOKA Ha 'OJHOCT, [IOCOYCH BbPXY KYTHATA U YaHTA CJICH FO}_ICH

no/EXP.
Cpok Ha TOIHOCT CIIe/l pa3MecBaHe ¢ MIocau (hypaxu: Jla ce M3MMon3Ba BeAHara.

12. CIEHOUAJIHA NPEAYHNPEXIEHUSA

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPOAYKTA:

I[a ce n30srBa yrIOTpe6aTa IIpU BCAKO ACXUAPATUPAHO, XUITOBOJICMHUYHO WX XUITIOTCH3UBHO

KHUBOTHO, Thi KaTO CBIICCTBYBa MOTCHIUAJICH PUCK OT pECHAJIHA TOKCUYHOCT.

C el Ja ¢ce CBEAC 10 MUHUMYM PUCKA OT HCIOHOCHUMOCT, NPOAYKTBT Tpﬂ6Ba Ja c€ CMECBa C MIOCJIN

dhypaxu.
To3u IPOIYKT € MpeaHa3HadeH 3a yrmorpeda camo rmpu KoHe ¢ terio mexay 500 u 600 Kg.

CrielmaiHy Ipena3Hi MEPKH 3a JIMIATa, TPHUIaraiiy BeTePUHAPHOMEIUIIMHCKYS TPOJAYKT Ha
JKUBOTHUTE!
Xopa ¢ ycTaHOBEHA CBPBXYYBCTBUTEITHOCT KbM HECTEPOUIHHU MPOTUBOBHINAINTEIHN CPEACTBA

(HCIIBC) Tpsi6Ba na n30srBaT KOHTAKT C BETEPUHAPHOMEAUIMHCKUS TIPOIYKT.
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IIpu cygaitHo moribImane, He3abaBHO Ja ce MOTHhPCH MEIUITMHCKH CHBET, KaTO Ha JIEKaps ce
MPEIOCTaBH JTUCTOBKATA 3a YIOTpeda Wik eTHKETa Ha MPOIYKTA.

BpemMeHnHoCT 1 nakTarms
Jla He ce mpuiara mpu OpeMEHHH ¥ JTAKTHPAITH KOOWIIH.

BBaHMOZ[CfICTBPIe C APpYIM BETCPUHAPHOMCAUITMHCKH MPOAYKTH U APYTHU d)ODMI/I Ha B3aHMOHeﬁCTBHCZ

Jla He ce mpuara eTHOBPEMEHHO C TITIOKOKOPTHUKOUIH, PYTH HECTEPOUIHH ITPOTHBOBB3MAIUTEIHN
CpEJICTBA VT aHTUKOATyJIaHTH.

IIpenosupane (CUMITOMH, CIEIIHA MEPKH, AHTUIOTH):
B cayuait Ha nmpego3upane TpsOBa Ja ce 3alouHe CUMIITOMATHYHO JICUCHHE.

HecwsBMecTMOCTH
IIpu nurica Ha JaHHYU 332 CHBMECTUMOCT, TO3W BETEPUHAPHOMEIUITMHCKY MTPOIYKT HE TpsIOBa Ja Obie
CMECBaH C JPYTH BETCPUHAPHOMEIUIIMHCKH TPOTYKTH.

13. CIIEHUAJIHA MEPKU 3A YHUIIIO)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

TTonuTtaiiTe Baiius BeTreprHapeH jiekap KakBo J1a npaBute ¢ HeHy:xHuTe BMII. Te3u mepku 1ie
MMOMOTHAT 3a OMa3BaHE HA OKOJIHATA CPE/I.

14, JATATA HA IOCJIEAHATA PEJAKIIUA HA TEKCTA

ITompo6Ha H(MOpMAaIHs 32 TO3HM IIPOAYKT MOKE 1a HAMEPUTE Ha MHTEPHET CTPAHUIATa
Ha EBpomneiickata Arenius o Jlekapctsata (http://www.ema.europa.eu).

15. JOI'BJHUTEIHA NTHO®OPMALIUA

Omnakoska: 100, 10 ganrTa.
He BCUYKKM pasmepu Ha onakoBKaTa moraT Aa 6baaT npedsiaraHn Ha nasapa.

3a Besika wH(pOpMAIUs OTHOCHO TO3U BETEPUHAPHOMEICIIMHCKU TIPOTYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MPECTABUTEI HA IPUTEKATEIS HA JIMIISH3a 3a yIoTpeoa.
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Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Penyb6smka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredenshorg

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

E\rada

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Magyarorszag

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788
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Espafa

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

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

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Kvbmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Romania

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - 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

IE - Ireland

Tel: + 35391 841788
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JIMCTOBKA:
Rheumocam 0,5 mg/m| nepopanna cycnen3usi 3a KOTKH

1. HUME U IIOCTOSSHEH AJIPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJI Ha JIMIICH3a 3a VnomeGa U IIPOU3BOAUTEI OTTOBOPECH 3a 0CBO60)KI[aBaHe Ha rmaprujgara
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Ireland.

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Rheumocam 0,5 mg/ml nepopaiina cycrneH3ust 3a KOTKH.
meloxicam

3. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA N EKCHHUIIMEHTUTE

Enun ml ceappixka:
AKTHBHA cy0OcTaHIMA:
Meloxicam 0,5 mg

Excuunmuenr:
Sodium benzoate 1,5mg
Fnam(a CBCTJIOXKBJITA CyCHeHSI/I}I.

4. TEPAIIEBTUYHHU ITIOKA3AHUA

OO0iekuaBaHe Ha JieKa JI0 yMEPEHO CHITHA CJICJIONIEPATUBHA O0JIKa U BH3MAICHUETO CIIE]] XUPYPTUIHA
WHTEPBEHIIUH MPH KOTKH, HATIP. OPTONEANIHH OTIEPAIIH U XUPYPTHI HA MEKUTE ThKaHMU.
Ob6nexkuaBaHe Ha OOJKaTa U BH3MAICHUETO MIPU OCTPH U XPOHUYIHH MYCKYJTHO-CKEIETHH HapyIIECHUS
P KOTKHU.

5. NPOTUBOITIOKA3AHUSA

[la He ce u3non3Ba pyu OPEeMEHHU U JIAKTHPAILY )KUBOTHH.

Jla He ce U3MO03Ba IPU KOTKHU, CTPAIAIIH OT FACTPOMHTECTUHAIHYU CMYIIEHUS KaTo Bb3IaJCHUE U
XeMoparus, HapylieHa Y4epHOAPOOHa, ChplieuHa Wik ObOpedHa QPyHKIHS U XeMOParuyHu HapyIeHNUS.
Jla He ce U3M0II3Ba IPU CBPBXUYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIMS MM KbM HSKOI OT
€KCLIUIUEHTHUTE.

[la He ce u3noa3Ba Npu KOTKHU Ha Bb3pacT Mo 6 CEAMHUIIN.

6. HEBJATONPUATHU PEAKIIMHN

[Monsikora ce choOIIaBa 3a THITUYHU HEONArONPHUSITHU PEAKIIMN Ha HECTEPOUTHH
npotuBoBb3nasmTenHu cpenactsa (HCIIBC) karo 3aryba Ha anieTT, MOBPHIAHE, THAPHS, OKYJITHA
KPBB B M3NPAXKHEHUATA, JISTAPTHS U ObOpEeYHa HEJOCTATHYHOCT & B MHOTO PEIIKH CITydan
TaCTPOMHTECTHHAIIHA YIIIICPAIHS U TIOBUIIICHH YePHOIPOOHH eH3UMU. Te3n HeOMaronpusTHH peakiiuu
B [IOBEUETO CJTyYau ca MPEXOJHU U M3Ue3BaT CJIe]l NPUKIOYBAHE HA JICYCHUETO, HO B MHOTO PEIIKH

ClIydau Morat aa 6’I>}_IaT CCPHUO3HU HUIIN q)aTaJ'IHI/I.
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B cnyuait Ha HeOIaronpusATHY PEaKIuy JIEUEHHUETO TPAOBA /1a Ce MPEKPATH U JIa CE MOTHPCH CHBET OT
BETEPHUHAPEH JIeKap.

YecToTara Ha HEOIArONMPUATHATE PEaKIMU CE OTIPEeNis upe3 cileqHaTa Kiacu(pukamus:

- MHOTO YecTH (moBeue ot 1 Ha 10 TpeTupanu )KUBOTHH, MPOSBIBAIINA HEOIArONPUATHA PEAKIIHHN))
- gectu (moBede oT 1, HO mo-Manko ot 10 xuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHK Ha 1000 TpeTupaHHu KUBOTHN)

- penku (oseue oT 1 HO mo-manko ot 10 >xuBoTHHU Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (1o Manko ot 1 xuBotHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIIFOUYUTEITHO N30JIUPAHH
CHOOIICHHS).

AKo 3a0€e1e)KUTE HAKAKBU He6JIaI‘OHpI/I$[THI/I pC€aKnnu, BKIIFOYUTCIIHO U TaKMBa, KOUTO HE Ca OITMCAaHU B
Ta3u JIUCTOBKA UK MUCJIUTEC, Y€ BETCPUHAPHOMCAUITUHCKUS IIPOAYKT HE pa6OTH, MOJIA Aa YBEAOMUTC
Bamms BCTCPUHAPCH JICKAP.

7. BUJOBE )KUBOTHUH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kotkmn.

8. JO3UPOBKA 3A BCEKH BU/JI ZKUBOTHO, METO/Jl 1 HAYUH HA IIPUJIAT'AHE

3a mepopaHo MPHIOKEHHE.

CrenoniepatiBHa 00JIKa ¥ Bb3MAJICHHE CIIC/I XUPYPIrHYHHU MPOIIEIYPH:

Cren mepBoHavdanHoTo jiedenne ¢ Rheumocam 5 mg/ml umkekiimonen pa3rBop 3a KOTKH IPOIBIKETE
Jedyenuero 24 yaca mo-kbpcHo ¢ Rheumocam 0,5 mg/ml nepopainta cycrieHsusi 3a KOTKH B JI03HPOBKa
Ha menokcukam ot 0,05 mg/kg Tenecna maca. Ilepopannara mocseBaiia 103a MOKe Jia ce Impuiara
©IIMH BT THEBHO (Ha MHTEPBAIH OT 10 24 yaca) 10 MAaKCUMYM YE€THPH JTHH.

OcCTpy MYCKYJTHO-CKEJIETHU HapYUICHMUSL:

[TbpBOHAYATHOTO JICYCHHE € SJHOKpATHA MepopaiiHa j103a Mesokcukam ot 0,2 mg/kg Tenecna maca
Ha IIbpBUs JieH. JledyeHueTo TpsOBa fa ce NpoIbJDKU BEAHBK JHEBHO Upe3 IEPOPAIHO IPUI0KEHUE
(Ha 24-yacoBu UHTEpBaH) B 032 Menokcukam ot 0,05 mg/Kg tenecHa Maca oToraBa, 10KaTo
IPOIBJDKABAT OCTpaTa OOJIKA U BB3MAIECHUETO.

XPOHUYHH MYCKYJTHO-CKEICTHU HAPYIIICHUSI:

IIspBOHAYATTHO CE TpUIIara nepopanHo eauHuyHa 103a ot 0,1 mg menokcukam/Kg TenecHa Maca mipes
IBpBUS AcH. JIeueHneTo TpsOBa 1a MPOABIKU SIUH ITHT JHEBHO UpEe3 TIEPOPATTHO MPUIIOKeHUE (Ha 24
YacOBHM MHTEPBAIIN) Ha Moaabpikaina 1o3a ot 0,05 mg menokcukam/Kg TenecHa mMaca.

KimaudeH oTroBop 0OMKHOBEHO ce HaOIr0/1aBa B paMKUTE Ha 7 JHU. JICYCHUETO TpsiOBa Ja ce
MpeKpaTH Ha-KbCHO ciien 14 qHuM, ako JUIICBA SBHO KIMHUYHO T0I00peHue.

Hauwn n MeTo Ha IpUITOKEHNE

Ja ce pazkmnama qoope npeau yrnotpeda. Jla ce mpriara mepopaiiHo WA CMECEH C XpaHa, WiTh
HaIlpaBo B ycTara.

CrpuHIIOBKATA CE€ cllara Ha KarmkoMepa Ha OyTHIIKaTa M MMa cKajia 3a TeliecHa Maca B Kg, KosTo
ChOTBETCTBA Ha mo3ata oT 0,05 mg menokcukam/Kg Tenecna maca. Taka 3a 3armoyBaHe Ha JCUCHHUE HA
XPOHUYHU MYCKYJHO-CKEJIETHA HAPYIIESHUS B IHPBUS JICH € HEOOXOIUM JIBA ITHTH TIO B PKAIIIH
obeMm.

3a 3amoyBaHe Ha JEYEHHUETO Ha OCTPU MYCKYJIHO-CKEJIETHU HapyLICHUs B IbPBUS IEH LIE €
HE00X0aMM 4 TBTH MOAMBPIKAIMIUAT 00EM.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

OcobeHo TpsOBa 1a ce BHUMaBa 3a TOYHOCTTA Ha jo3upane. [IpernoprunTennara go3a He TpsOBa ga ce

IMpCBHUILIaBA.
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Monsi, BHUMATEIHO CJICABANTE MHCTPYKIIMUTE HAa BETCPHUHAPHUS JICKap.
Jla ce m30sTBa 3aMBPCABAHE 110 BpeMe Ha yroTpeda.

10. KAPEHTEH CPOK

He e npunoxxumo.

11. CIHIELUAJIHM YCJOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

I[a CC€ ChbXpaHsaBa Oaji€d OT IIorji€aa 1 Ha HEAOCTBITHU 3a A€1a MECTA.
To3u BCTCPUHAPHOMCIUITUHCKHU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHA YCIIOBHA 3a ChbXPAaHCHUC.
I[a HC CC U3MOJI3Ba CJICA U3TUYaHa CpOKa Ha TOAHOCT , IOCOYCH BbPXY KyTHATA U 6YTI/IJ'IKaTa CIICa

T'OJIEH JJO/EXP.

CpoK Ha TOIHOCT ce/ IEPBOTO OTBAPSIHE HA ONAKOBKATA:
3 ml, 5 ml 6ytunka: 14 nuau.

10 ml u 15 ml 6yTrmku: 6 Mecerna.

12, CIHIELUWAJIHA DPEAYINOPEXJIEHUS

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IPpOAYKTA:
I[a ce n30srBa yrIOTpe6aTa npu ACXUApAaTHpPaAHU, XUIMOBOJICMHUYHU WJIN XUIMOTCH3WBHU JXUBOTHU, TBi
KaTO ChbIICCTBYBAa IMOTCHIMAJICH PUCK OT IIOBUIICHA PECHAJIHA TOKCUYHOCT.

CrnenonepatuBHa 00JIka U Bb3NAIICHUE CIIC/ XUPYPTUYHH MPOLIEAYPH:
B cnyuaii ye ce Hanara TOMBIHUTETHO O0JICKUaBaHe Ha OOJKaTa, TpsiOBa Ja ce TIOMUCIIH 32
JOITBTHUTETHA TEPAIUS C IPYT MPOIYKT.

XPOHUYHH MYCKYJTHO-CKEICTHU HAPYIICHUSI:
OTroBopsT Ha ABATOCPOYHA Tepanus TPsIOBa Aa ce MpocieAsiBa Ha PeJOBHA HHTEPBAIH OT
BETEPHUHAPEH JIeKap.

CnegnanHH npeanasiy MCpPKH 3a Jinfara, npujaaraiii BETCPpUHAPHOMEAUITMHCKYA IIPOJAYKT Ha
KHUBOTHUTC!

Xopa C YCTaHOBCHA CBPBbXYYBCTBUTCIIHOCT KbM HCCTCPOUIHU NPOTUBOBB3NAIIUTCIHU CPCACTBA
Tp$16Ba Ja M305IBaT KOHTAKT C BCTCPUHAPHOMCIUTTUHCKHA IPOAYKT.

HpI/I CJ'Iy‘-IafIOHO IOrJIbIIaHe, He3a0aBHO Ja ¢ NOThbpPpCU MECAULIMHCKU CBBET, KATO HA JICKAPS CC
npeaoCTaBu JIMCTOBKATA WJIM CTUKETA HA IPOAYKTaA.

Yiorpeba mo Bpeme Ha OpEMEHHOCT M JIAKTALIHS:
Be3omacHocTTa Ha BeTepHHAPHOMEIUIIMHCKUS IPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OpEMEHHOCT H
naktamust Bk Touka ,, I IpotuBonokazanus’.

BsaunmoneiicTBue ¢ APYru BETEpUHAPHOMETUIIMHCKY IPOAYKTH U APYTH (JOPMH Ha B3aMMOJICHCTBHE:
Hpyru HCIIBC, auypeTuiin, aHTHKOAryJaHTH, aMUHOTIMKO3UIHA aHTUOMOTHIN U BEILIECTBA C
rojsiMa CTEIICH Ha CBbP3BaHE HAa IPOTEMHUTE MOTaT Jja JOBEAT 10 CBbP3BAHE, a CJICA0BATEIHO U /10
TOKCHUYHH peakiu. Rheumocam ue TpsioBa na ce npmiara eqHoBpemenHo ¢ apyru HCIIBC nmm
TIIIOKOKOpTHKOCTepouan. TpsOBa a ce n304rea eAHOBPEMEHHOTO MIPUJIaraHe C MOTEHIIMATHO
HEe()POTOKCHYHN BeTEPHHAPHOMETUIIMHCKHN TIPOTYKTH.

[IpenmecTBaio TpeTupaHe ¢ NPOTHBOBB3MAIUTEIHN CPEACTBA MOXKE Jja MPUUNHU TOMTBIHUTETHH WIH
MOBHUIIIEHU HEOMAronpHusITHU PEaKkIMu 1 ChoOpa3Ho ¢ TOBa TPsOBa Aa ce crasu Mnepuoj, CBOOOIEH OT
MIpUJIaTaHeTO Ha TaKMBa BETEPHUHAPHOMEANIIMHCKY IPOAYKTH, Hali-MaJIKo 24 Jaca rpean 3arouBaHe
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Ha jedyeHneTo. [Ipu neproaa, cBOOOIEH OT TepTHUpaHe, obade, TpssOBa 1a ce B3eMat MPeaBU
(hapMakoJIOTHYHHITE CBONUCTBA Ha MPOJYKTHTE H3IIOJI3BAHU MPEIU TOBA.

H[gegosnpaHe (CHMMIITOMH, COETITHA MEPKU, aHTUJIOTH).

MenokcukaMbT MIMa TECECH JHMAIa30H Ha JICKapCTBeHA 0€30MacHOCT MPU KOTKH U KIMHUYHY [TPU3HAIH
Ha Tpefo3upaHe MOKe Ja ce 3abemnexar Ipy CpaBHUTEIIHO HUCKH HUBA Ha MPEI03NpaHe.

B cnyuait Ha mpeno3upane HeOIaroNpUIATHATE peakiini, 0OSICHEHU B TOUKa ,,Hebmaronpusitou
peakuuu”, ce oyakBa aa ObJIaT MO-CEPUO3HM U TO-4ecTH. B ciayuail Ha npego3upaHne TpsOBa 1a ce
3aI0YHEe CUMITOMATHYHO JICUCHUE.

HecbBmecTumoctu
[Ipu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPHOMEIUITUHCKY MPOYKT HE TPOBa ja Ob/e
CMECBaH C JPYTH BETEPUHAPHOMEIUIINHCKY TIPOTYKTH.

13. CIEINUWAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIN OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

BMII He Tps6Ba na ObaaT U3XBBPIASHU C OMTOBU OTIAIBIU WU OTHaaHU Boau. [lonuralite Bamms
BETEpUHAPEH JIEKap KaKBO Ja MpaBuTe ¢ HeHyxHute BMII.
Te3u MepkH 1e TOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpeaa.

OCHOBHHM HECHEBMECTUMOCTH:
IIpu nurica Ha JaHHYU 332 CHBMECTUMOCT, TO3W BETEPUHAPHOMEIUITMHCKY MTPOIYKT HE TpsIOBa Ja Obie
CMECBaH C JPYTrd BETEPUHAPHOMEIULIUHCKHU MPOAYKTH.

14, JATATA HA HOCJIEAHATA PEJAKIUSA HA TEKCTA

IToxpo6Ha wH(MOpMAIHS 32 TO3HM IIPOAYKT MOKE J1a HAMEPUTE Ha MHTEPHET CTPAHUIATa
Ha EBpomneiickata areniust o Jlekapcrsata (http://www.ema.europa.eu).

15. JONBJHMTEJIHA UHO®OPMAIIUSA
Bbyrwika or: 1 X 3ml, 1 x5 ml, 1 x 10 ml wnu 15 ml 3aegno MepuTenHa CpHHIIOBKA.
He Bcuuku pa3Mepu Ha OMTAKOBKAaTa Morar Jia Ob/Jat npe/jlaraHy Ha masapa.

3a Besika uH(pOpMAIUs OTHOCHO TO3U BETEPUHAPHOMEICIIMHCKU TPOTYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MPEICTABUTEI HAa IPUTEKATENSI HA JIMIIEH3a 3a yIoTpeoa.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

Peny06smka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Ten: +353 91 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumdinster
Deutschland

Eesti

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

EArGoa

KANAHAIAH AE

Aew. Koung & Hiéktpag 4B
15122 Mapovot, Attikn, EAAGSa
TnA.: +30 210 6910311

e-mail: info@candilagro.gr

Espaiia

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

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: +32 3780 63 90

E: info.vet@kela.health

Magyarorszag
Tolnagro Allatgyogyéaszati Kft.
7100 Szekszéard, Rakoczi u. 142-146.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: 43237806390

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

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/fax: +48 22 833 31 77, +48 22 832 10 36


mailto:orion@orionpharma.cz

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

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

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106
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Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Romania

Distribuit de:

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

Tel: +40 31845 1646

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - 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

IE - Ireland

Tel: + 353 91 841788
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