KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT KbM
PA3PEIIEHUE 3A ThbPITOBUS C BJIIT Ne 0022-3334

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Robentrol 20 mg Tabnerku 3a Kyuyera

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
Bcska Tabierka chabppiKa:
AKTHBHO BellleCTBO:

Robenacoxib 20,0 mg

ITomo1Hu BeniecTnBa:

KauecTBeH chCTaB Ha MNOMOIIHUTE
BelIEeCTBA U IPYIrUTe CHbCTAaBKHU

[Ipax c apomar Ha Mas

Hemnynoza, mukpokpucramsa PH101

Lemnynoza, mukpokpucramHa PH102

Bxkyc Ha rosexno Meco

Hemyno3za, mpaxooOpa3Ha

Iosumon (K-30)

Kpocnosuaon

CunuiueB IBYOKHUC, KOJIOUICH aHXUIPUICH

Marsne3ues creapar

Kpbrnu, neoiiHon3mbKHaIH, 6€X0BH 10 KadsaBu TabneTku ¢ penedHo o3Havyenue ,,C20“ ot eqHara
CTpaHa U INIaJKH OT Apyrara CTpaHa.

3. KJIMHUYHA HH®POPMALIUA

3.1 BwunaoBe :KUBOTHH, 32 KOUTO € npeaHa3Hauyen BJIII

Kyudera (> 5 kg).

3.2 Tloka3anus 3a ynorpeda 3a BCeKH BH/I JKHBOTHH, 32 KOWTO € MpeIHAa3HAYEH MPOAYKTHT
3a jeueHne Ha OOJIKa U Bh3MAJICHHE, CBbP3aHU C XPOHUYEH OCTEOapTPHT.

3a HamansBaHe Ha OOJKa U Bb3MaJICHUE, CBBP3aHU C XUPYPIUYHU

WHTEPBEHLIMU HA MEKUTE ThKaHHU.

3.3 I[IporuBomoka3zanus

Ja He ce U3M0I3Ba NpU Ky4eTa, CTpafalid OT CTOMAIIHO-YPEBHA S3Ba WK YEPHOAPOOHU
3a00IsBaHusI.

Jla He ce M3M013Ba €THOBPEMEHHO C KOPTUKOCTEPOUAN WIIH JPYTH HECTEPOUTHU
npotuBoBb3naiuTennu cpenctea (HCIIBC).
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Ja He ce U3MoI3Ba NPY CBPbXUYBCTBUTEIIHOCT KbM aKTHBHOTO BELIECTBO MIIM KBM HIKOE OT
MOMOIITHUTE BEIECTBA.

Ha He ce u3non3Ba npu OpeMeHHH ¥ KbPMELIH ’KUBOTHHU WJIH MIPU KyueTa, U3II0JI3BaHH 32 Pas3IlIof.
3.4 ChnenmaJiHu mpexynpe:aeHus

[py KIMHUYHYU POYYBAHHS TPU KyUeTa ¢ OCTEOAPTPUT, HE3aI0OBOJIHUTEIICH PE3YIITAT OT JICUSHUETO Ce
Habmronasa npu 10 - 15 % ot kyderara.

3.5 CnenmajHu npeqnazHu MepKH MpH ynorpeoda

Crenuanany npeana3Hyu MEPKH 3a Oe3omacHa ynoTpeba IpH BUIOBETE KUBOTHH, 3a KOUTO €
npenraszHadeH BJIII:

Tabnerkute ca oBKyceHH. 3a 1a ce U30€rHe CIyJaifHO MOTTbIIaHe, ChbXpaHsIBaiiTe TAOJIETKUTE Ha
MSCTO, HEIOCTBITHO 3a YKUBOTHUTE.

be3onacHocTTa Ha TO3U BeTEpPUHAPEH JICKApCTBEH MPOIYKT HE € YCTAHOBEHA IPH Ky4eTa, ¢ TerjIo 10-
MaJnko oT 2,5 kg nim Ha BB3pacT mon 3 Mecena.

[Ipu gpnrocpouna tepamnusi, ClieBa Aa ce MpociaeasBaT HUBaTa Ha YepHOAPOOHHUTE €H3UMHU B
HaYyaJioTO Ha JIeYEeHHEeTo, Hanpumep cien 2, 4 u 8 ceamuuu. [IpenopbunTenHo € ciies ToBa Te Aa
ObIaT MpociensBaHu PeIOBHO, HATPUMEp Ha Bceku 3 - 6 Mecena. Tepanwusita ciensa na Obie
IIpeKpaTeHa, ako aKTUBHOCTTA HAa YEPHOAPOOHUTE €H3UMH CE MTOKaYH YyBCTBUTEIHO WIH IPU KYUIETO
ce HaOJI01aBaT CUMIITOMH KaTO aHOPEKCHSI, allaThsl HJIM MOBPBIIaHe, ChIIPOBOICHH C TIOKaYBaHE Ha
HHUBAaTa Ha I-ICpHOI[pO6HI/ITC CH3UMMU.

Ynorpebara npu KydeTa ¢ HapyllleHa ChpAeyHa Wik ObOpeuHa (QYHKIIHS, KAKTO U IIPHU Ky4eTa, KOUTO
ca IeXHJIpaTUPaHU, XUITOBOJICMHYHH WJIH XUTIOTOHUYHH, MOXKE JIa € CBbpP3aHa C JIOIbJIHUTEITHA
pHUcKoBe. AKO ynoTpebara He MOXKe J1a ce U30erHe, Te3W KyJeTa U3MCKBAT BHUMATEITHO MPOCIIE/ISIBAHE.

[Ipunaraiite T031 BeTEpHUHAPEH JIEKAPCTBEH MPOIYKT CaMO MO/ CTPOT MOHUTOPEH KOHTPOJ OT CTpaHa
Ha BeTEpUHApEH JieKap MPH KydeTa ¢ PUCK OT FraCTPOMHTECTUHAIIHY A3BH, KAKTO U IIPH KydeTa C
MIPEeIXOJHU NMPOSABH Ha HenmoHocuMocT kbM apyru HCIIBC.

CHeHI/IaJIHI/I OpearnasHy MCpPKHU 3a JIMIiaTa, InIpujaraiy BETCPpUHAPHUA JICKAPCTBCH ITPOAYKT Ha
ZKHMBOTHHUTC!

W3muiiTe ppiteTe CU clie]] IpujlaraHeTo Ha TO3HW BETEPUHAPEH JIEKAPCTBEH MPOTYKT.

ITpu GpeMeHHHM KeHH, 0COOCHO TaKHBa HAOJIIKABAIIA TEPMHUHA, IPOIB/DKUTEIHUAT KOHTAKT Ha
MPOAYKTA C KOXKATa BOJH [0 MIOBHIIIEH PHCK OT MPEKICBPEMEHHO 3aTBApSHE HA apTEPHATHHS POTOK
ductus arteriosus npu 1ioaa. bpeMeHHUTE JxeHU TPsAOBaA 1a ObAAT 0COOCHO BHUMATEIIHH, 3a J1a
n30erHaT Ciiy4aiHO M3JaraHe.

[Tpu Majku jaena ciydaliHOTO MOTJIbIIAHE yBEIMYaBa PUCKA OT HEOJIaronpusITHA PEaKIUK, CBbP3aHU
¢ HCIIBC. Tpsa6Ba ia ce BHEMaBa Jja ce U30erHe CIlydaifHO MOTTBIIaHe OT Jera. 3a Ja ce
MPEIOTBPATH IOCTHITHT HA JICNa JI0 MPOIYyKTa, HE M3BAXKIAalHTe TaOJIETKUTE OT OIucTepa, J0KaTo He
CTE TOTOBH J1a TH IIPMUJIOKUTE Ha )KUBOTHOTO. TabmeTkure TpsiOBa na ce mpumiiarat u ChXpaHsBar (B
OpUTHHAJHATA OIAKOBKA) Ha MACTO, HEAOCTHITHO 32 JIella.

HpI/I cnyqaﬁHo IIOTJIbIIAaHC, He3a0aBHO Ja C€ MOThbPCU MEAUITMHCKHU CHBET, KATO Ha JIEKaps C€
npeaocCTaBu JIMCTOBKATA WM €TUKETA HA IPOJYKTa.

CHe]_II/IaJIHI/I OpearnasHy MCPKHU 3a 3alllMTa Ha OKOJIHATa cpeaa:
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He e npunoxumo.

3.6 HeosaronpusiTHA peakuuu

Kyuera:
MHoro yectn Pa3cTpoiicTBO Ha XPaHOCMUJIATETHUS TPAKT?,
(rmoBede ot 1 Ha 10 TpeTupaHu Hwnapus
’KHBOTHH): [ToBpbmIane
Yectu [ToBUIIIEHH YEPHOAPOOHY EH3MMH>
(1 mo 10 Ha 100 TpeTrpanu >KUBOTHH): Hamanen anerur
Heuectn
(1 mo 10 Ha 1 000 TpeTupanu KpbB B u3npaxHenusTra
>KUBOTHH):
MHoro penku
(mo-mainko ot 1 Ha 10 000 TpeTupann Jletaprus
JKUBOTHHM, BKITFOUUTETHO U30JIUPAaHU
CHOOIIICHHUS):

! ToBeuero cnyuan ca GuiK JIEKU U ca Ce Bb3CTAHOBMIIM O€3 JICUEHHE.

2 TIpu Ky4eTa, JIEKyBaHH JI0 2 CEJIMUIIH, HE € HAbJII0IaBaHo TIOBUIIIABAHE HA AKTUBHOCTTA Ha
YepHOApoOHHUTE eH3uMU. [loBUIIIaBaHETO HA YEPHOIPOOHUTE EH3UMHU € ChOOIABAHO MPH
MPOABIDKUTENHO JieueHne. B moBedero ciyvan He ce HaOIr01aBa KIMHNYHA CUMITTOMATHKA U

HHMBaTa Ha YEPHOAPOOHNTE CH3UMH C€ CTAOMIM3MUPAT WIM HAMaJIsIBaT B X0/1a Ha JICYEHHUETO.

[ToBumeHn 4epHOAPOOHH €H3UMH, CHIIPOBOICHH C KIIMHIUYHY TIPH3HAIM Ha aHOPEKCHS, allaTHsI W

HOBPBILAHE, Ca HEUECTH.

CpobmaBaHeTo Ha HEOIArOMPUATHH PEAKLUH € BaKHO. ToBa M03BOJIsIBA HEMPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPUHAPHUSA JIeKapcTBEH NpoAyKT. CrolieHusTa TpsiOBa 1a ce u3npalar, 3a
MpeanovrTaHe Ype3 BeTepUHapEH JIeKap, WIN Ha IpUTekaTelsl Ha pa3pelieHHeTo 3a ThProBys, HIH Ha
HAllMOHAJTHUS KOMIIETEHTEH OPraH upe3 HaI[MOHAIHATa CUCTEeMa 3a ChOOIIaBaHe. 3a CbOTBETHUTE
JTAaHHM 32 KOHTAKT BIJKTE JIMCTOBKATA.

3.7 Ynorpeda mo Bpeme Ha OPeMEHHOCT, JIAKTALUS WU AiilleHOCEeHe
BpeMeHHOCT 1 JaKTaIuys:

be3omacHocTTa Ha BETCpHUHAPHUA JICKAPCTBCH MMPOAYKT HE € I0OKa3daHa 1o BpEME Ha 6peMeHHOCT "
JIaKTaIus. I[a HE C€ U3II0JI3Ba 110 BPEMEC Ha 6p€MeHHOCT " JJaKTalus.

3ana0as1eMoCT:
Be3omnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOJYKT HE € JIOKa3aHa MPHU KydeTa 3a Pa3Iuioj.
Jla He ce M3MoJI3Ba NP KUBOTHH 33 PA3ILIIO/,.

3.8 BzammopneiicTBHE ¢ IPYTd BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH U APYTrH (pOpMH Ha
B3aHMOJEeHCTBHE

To3u BeTeprHAPEH JIEKapCTBEH MPOIYKT He TpsiOBa Jia ce nmpuiara exqHoBpeMerHo ¢ apyra HCIIBC
WK C IIIOKOKOpTUKOocTepouau. [Ipeaxoskaamio jieueHue ¢ Ipyry NpOoTUBOBB3NAIUTEIHU CPEACTBA
MOKE J1a TOBEZIE A0 JOIBIHUTEIIHH WM 3aCHIICHN HEOJIarONPHUATHU PeaKkyH, Opaan KOeTo €
He0OXO0MM TIEpHOJ OT ToHe 24 Jaca ciie]] MpeKpaTsBaHeTO Ha IIpreéMa Ha TaKWBa BEIIECTBA IPean 1a
Cce 3aIl04He JIEYEHHETO C TO3U BeTePHHAPEH JIeKapCTBeH MpoayKT. [leprnoasT 6e3 ieueHne odaue
TpsiOBa 12 B3eMe npeABH] papMaKOKHMHETUYHUTE CBOWCTBA HA MPOAYKTHUTE, U3MOJI3BaHU IIPEIH TOBA.

317



EnHoBpemeHHaTa ymorpeba ¢ IpoyKTH, BIHsIeN BbpXy ObOpeunara nepdy3usi, Hamp. JUypeTHIIN
WM UHXUOUTOPHU Ha aHTMOTEeH3WH KoHBepTupamus ea3uM (ACE), TpsiOBa 1a Oblie U3BbpIIBAHA MO/
KIIMHUYHO HaOmonenue. [Ipu 31paBu KydyeTa, TpeTUpaHu ¢ WiK 0e3 AuypeTruka (ypo3eMu,
€THOBPEMECHHOTO MPUJIOKEHHE Ha BeTepuHapHHUS JekapcTBeH npoaykT ¢ ACE naxuburopa
OeHazenpwi 3a 7 JIHU HE € CBhP3aHO C HUKAKBU HETATUBHU ¢()EKTH BHPXY KOHIICHTPAIMUTE Ha
QIJIOCTEPOH B YPUHATA, IJIa3MeHATa PCHHHOBA aKTUBHOCT MJIM CKOPOCTTA Ha TJIOMEPYJIHATA
¢dwrrpanus. Hama nannu 3a 6e30macHOCTTa MPH )KUBOTHUTE, 32 KOUTO € MpeJHa3HAYCH U 32
e(hrKacHOCTTa KaTo IISUT0, IPH KOMOMHHPAHO JICUCHHE ¢ robenacoxib n OeHazenpui.

EnnoBpemenHaTa ynorpe0a ¢ MOTCHIMAITHO HEPPOTOKCUYHH BEIIECTBA CIIC/BA J1a ce U30ATBa, Thil
KaTo € Bb3MOXKHO JIa C€ YBEITUYH PUCKA OT HEPPOTOKCHIHOCT.

EnnoBpemenHaTa ynorpeba ¢ Apyru akTHBHM BEILIECTBA C BUCOK a()UHHUTET 3a CBBP3BaHE C
TUTA3MEHUTE TIPOTEHHH, MOKE JIa c€ KOHKYpHpa ¢ robenacoxib 3a ToBa CBbp3BaHE U J1a IOBEJIE J10
TOKCHUYHH PEAKIHH.

3.9 Hauyun Ha npuJiokeHue U 103MPOBKA

3a mepopasHo MPUIOKECHHUE.

TabneTkuTe ca OBKyCEeHH U ce ipreMaT JoOpPOBOIIHO OT MOBe4eTo KyueTa. Tabnerkure He OuBa 1a ce
HA4YyIBAT WJIH JEJIAT.

Octeoaptpurt: [IpenoppunTtennaTa qo03a € efHa TadneTka 3a ky4de ¢ terio ot 10 kg mo 20 kg (t.e. 1

mg robenacoxib Ha kg TenecHa Maca ¢ quana3oH ot 1-2 mg robenacoxib Ha kg TenecHa maca).

[Ipunara ce BeIHBX THEBHO B €/IMH U ChIII Yac Ha JCHS, ChIVIACHO MPHIOKEHATA MO-I0JTy Ta0JIuIIa.

Teaecuna maca (kg) Bpoii TadeTkn

10 mo <20 1 Tabmerka

Jla He ce mpuiara 3aeTHO C XpaHa, Thi KaTo KIMHUYHUTE MPOYYBAHUS MTOKA3BaT MO-BUCOKA

e eKTUBHOCT Ha robenacoxib mpu ocTeoapTpuT, KOraTo ce npuiara 6e3 xpaHa wuiu noxe 30 MuUHyTH
TIpEeIu WIN CIIEN XpaHeHE.

OOMKHOBEHO, KIIMHUYEH OTrOBOP KbM JICYCHHETO e HaOJIF0/1aBa B PAMKHUTE Ha €JIHA CeIMHUIIA.
Jleuenunero cnensa na cnpe cien 10 qHU, ako HE ce HaOIO1aBa KIMHUYHO TToI00peHue.

3a apArocpovHa Tepanus, ciiel] KaTo BeJHBXK ObJc HaOIro1aBaH KIMHUYCH OTTOBOP KbM MPOJYKTa,
703aTa Ha BETCPUHAPHUS JIEKaPCTBEH MPOIYKT Ce KOPUTHPA JI0 Hali-HUCKaTa Bb3MOXHA e(heKTHBA
WHIMBHIyalTHA /1033, KaToO Ce MMa MPEBUI, Y€ CTEIICHTa Ha OOJIKaTa M Bb3MAJICHHETO, CBbP3aHH C
XPOHHYHHUS OCTE0APTPUT MOraT Jja Bapupar ¢ Xxoja Ha BpeMeTo. Heobxoaumo e peoBHO HaOutoaeHe
OT BETepHHAPEH JIeKap.

Xupyprus Ha MekuTe ThKanu: IIpenopsuntennara go3a ot robenacoxib e exma tabnaerka 3a Kyde ¢
terio ot 5 kg o 10 kg (t.e. 2 mg robenacoxib Ha kg TenecHa maca ¢ nuana3on ot 2—4 mg/ kg TenecHa
Maca).

[Ipunara ce KaTo €THOKPATHO MEPOPAITHO TPETHPAHE NMPEIH ONEepaIis Ha MEKUTE ThKaH! CHITIACHO
MpUIOKEHaTa M0-10JTy TadnuIa.

Tesecna maca (kg) | Bpoii TaéjeTku

510<10 1 Tabnerka

Tabnerkarta(ute) TpsiOBa na ce npunara(t) 6e3 xpaHa, Hali-maiako 30 MUHYTH PEeIN OTepaLusITa.
Cren onepanusra, TPETHPAHETO MOXKE Jla Ce MpHiiara BeJHbX JTHEBHO B IPOJIBIKEHUE HA JIO JBA
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MOCJIEI0OBATEIHU JTHU.
TabneTkuTe ca OBKyCEHU U Ce IpUeMar JJOOPOBOJHO OT MoBeUYeTo Kydera. TabneTkuTe He TpsOBa na
CE HAYYIBAT WJIH JCIISAT.

3.10 Cumnromu Ha mpeqo3upane (M KOraTo e NPUJIOKAMO — MPOLETYPH HA JielicTBHE NPH
CHEIHY CIyYad U AHTHIO0TH)

[Ipu 3mpaBu Miaam Ky4eTa Ha Bb3pacT 5 - 6 Mecera, mepopaTHOTO MPHIIOKEHHE Ha robenacoxib BbB
BUCOKH CBpBXJ03H (4, 6 mim 10 mg/kg/nen 3a mepuon ot 6 Mecena) He MPEAU3BUKBA HUKAKBU
CHUMIITOMH Ha MHTOKCHKALIMS, BKIIOUUTEIIHO JITICBAT U MIPU3HAIM 33 TACTPOMHTECTHHAIHA, OBbOpeuHa
WJIN 4€PHOAPOOHA TOKCUYHOCT, KAaKTO U IPOMEHH BbB BpeMeTO Ha KbpBeHe. He ca HabmonaBann
HeOnaronpuaTHH eEeKTH BbPXY XPYIISUIUTE U CTaBUTE MPU IPUIIOKEHUETO Ha robenacoxib.

Kaxro npu Becnukn HCIIBC, nipeno3upaneTo Moke Aa MPUINHN TaCTPONHTECTHHAIHA, OhOpeTHa HITH
YepHOAPOOHA TOKCHYHOCT TIPH MPEIpas3oNoKESHU WITH yBpeAeH! Kydera. He chinecTByBa
cnenuduueH anTuA0T. [IpenopbyuBa ce CMMITOMATHYHA, ITOAIbpPKAIIA TePaAIHs, KOSTO C& ChbCTOH B
MPIIOKEHUETO Ha MPOTEKTUBHU MPOYKTH 32 TACTPOMHTECTHUHAIHUS TPAKT U HH(Y3HUS HA
W30TOHHYCH Pa3TBOP.

3.11 CnenmajiHu orpaHuveHus 32 yNoTpeda v CieHAIHH YCJIOBHS 32 YIOTpPeda, BKJIAIYUTETHO
OrpaHHYeHHus 32 ynorpedaTa Ha AHTUMUKPOOHH M MPOTHBONAPA3UTHU BeTePHHAPHHU
JIEKapCTBEHH MPOIYKTH, € LIeJI 1 ce OTPAHMYM PUCKBT OT Pa3BUTHE HA Pe3NCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHH CpOKOBe

He e npunoxumo.

4.  ®APMAKOJIOT'MYHA UH®OPMAILIUSA
4.1 BerepuHapeH jJeKkapcTBeH aHaToMo-TepaneBTH4eH koa (ATCvet Code): QMO01AH91.
4.2 dapmakoguHAMUKA

Robenacoxib e Hectepouano nporusopb3nanutenHo cpeactso (HCIIBC) ot kinaca Ha kokcuOuTe.
Toii npecTaBisiBa MOIICH M CEJICKTUBEH HHXMOMTOP Ha €H3MMa IUKIookcurenasa tum 2 (COX-2).
EnsumbT nuknookcurenasza (COX) cwiiectByBa B 1Be opmu. COX-1 € ocHoBHaTa opma Ha eH3UMa
W ¥IMa TIpe/a3Hu QyHKIMY, HATIp. B TACTPOMHTECTUHATHUS TpakT 1 0b0perure. COX-2 e
uHAynHpyemara ¢popMa Ha €H3MMa, KOATO € OTTOBOPHA 3a MIPOAYLMPAHETO Ha MEAUATOPH
BkiountesHo PGE2, koiito npeau3BukBa 00jka, Bb3najgeHue Win GpedpuinTer.

ITpwm in vitro uscnenBane Ha 1sIa KPbB MPHU Ky4deTa, robenacoxib mokassa npubiausutenHo 140 mbtu
no-ucoka cenektuBHocT crnpsiMmo COX-2 (ICsp 0,04 uM) B cpaBrenne ¢ COX-1 (1Csp 7,9 uM).
Robenacoxib Ha Tabnerku B no3a 0,5 - 4 mg/kg npean3BUKBa 3HAUUTEIIHO HHXUOUPaHE Ha
aktuBHOCTTa Ha COX-2 mpu Ky4era U Hsama eekT Bbpxy aktuBHOCcTTa HA COX-1. TabneTkure
robenacoxib B mpernopb4YBaHHUTE JJO3U MPH KydeTa 3ana3Bat aktuBHocTTa Ha COX-1. Robenacoxib
MMaaHaIreTHYeH U MIPOTHBOBB3MNAINTENCH €(DEKT B eKCIIEPUMEHTAIEH MO/IEN Ha Bh3MAICHUE MIPU
KydeTa ¢ eIHOKpaTHu 103U Bapupamy ot 0,5 1o 8 mg/kg, ¢ IDsp 0,8 mg/kg u 6bp30 Hauano Ha edekTa
(0,5 vaca). B xoa Ha KJIMHUYHY NPOYYBaHUS MPH KydeTa € HaOJltoJaBaHo, 4e robenacoxib HamansiBa
KyLOTaTa 1 Bb3MaJIEHHETO, CBbP3aHN C XPOHUYEH OCTEOAPTPHUT, KAKTO U 0OJIKaTa, Bh3NAICHUETO U
HEOOXOJIMMOCTTa OT JKUBOTOCHACSBAIIO JISYEHHE NIPU Ky4eTa Clie]l XUPYPrHsi HA MEKUTE ThKaHH.

4.3 dapmMakoKHHETHKA
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ITpu kyueTa, cie IepopaTHo NMPUIOKEHHE Ha robenacoxib TabmeTku mpu 103a NPUOIU3UTETHO 4
mg/kg TenecHa Maca 0e3 XpaHa, MAaKCHMATHUTE TUIa3MEHH KOHIICHTPAIHU Ce JOCTUTAT OBP30 € Tmax
ot 0,75 gaca, Cmax 3349 ng/ml u AUC 4725 ng-gyac/ml. ETHOBpeMeHHOTO NpUIOKEHHE Ha
robenacoxib Ta0JIeTKH ¢ XpaHa He MPEAU3BUKBA 3aKhCHEHHE HA JIOCTUTAaHETO Ha Tmax, HO UMa 1o-
HHuCKa Cmax 11 1ek0 3aHmkeHa AUC. CrucrteMHaTa OMOHATHYHOCT Ha TabJIeTKH robenacoxib mpu nprueM
¢ xpana e 62 % u 84 % npu npuem Oe3 xpaHa.

Robenacoxib nma cpaBHuTeTHO MaTEK 00eM Ha pasmnpenenenue (Vss 240 ml/kg) u B 3HaunTenHA
CTETIeH € CBBP3aH C Iia3MeHuTe npotenau (> 99 %).

Robenacoxib ce MeTabonm3upa B 3HaUNTETHA CTETIEH B YepHHUS APoO mpH KydeTa. C H3KIIOUCHHE Ha
eIIMH JIAKTaMEH METa0O0JINT, CTPYKTypaTa Ha OCTAaHAIMTE METAa0OIUTH MPU KydeTa He € SICHA.

Cren mepopaiHo MPHIOKEHHUE Mo popMaTa Ha TaOJIETKH, TNIA3MEHHUSAT MOTY>KUBOT HA MPOIYKTA €
2,11 gaca. Robenacoxib mep3ucTupa mo-apiro BpeMe 1 B TOBHCOKH KOHIICHTPAITUH B MSICTOTO HA
BB3IIAJIEHIE, OTKOJIKOTO B KpbBTa. Robenacoxib ce ekckpernpa mpeInuMHO 110 KiIbueH mbT (~65%)

U B OCTaHaJIaTa cH 4yacT npe3 Ob0pennTte. [IpoabmkuTeTHOTO IEpopaTHO IPUIIOKEHHE Ha Tobenacoxib
npu Ky4eTa B 103upoBkH 2 - 10 mg/kg TenecHo Terio 3a mepuox ot 6 Mecelia He BOAM A0 MPOMSHA B
KPBBHUTE KOHIICHTPAIHH, C JIUTICA HA MPOSBU HA OMOAKYMYJIAIlUs MM CH3UMHA HHIYKIIUS.
Bruoakymynanusta Ha MeTabOIUTUTE He € poydeHa. @apMakOKWHETHKATa Ha robenacoxib He ce
pa3nnyaBa MEKAY )KEHCKHUTE M MBKKUTE KydeTa U € JIuHeiHa B nuanazona 0,5 - 8 mg/kg Tenecna
Maca.

5. OAPMAIEBTUYHHU JAHHU

5.1 OCHOBHH HECHLBMECTHMOCTH

He e npunoxxumo.

5.2 Cpok Ha romHoCcT

CpoK Ha TOJHOCT Ha KpalHUS BETEPUHAPEH JEKAPCTBEH NPOAYKT: 2 TOJUHHU.

5.3 CnenmajiHu ycjI0BHS 3a CbXpaHeHHe

Jla He ce cpxpaHsaBa npu TeMieparypa Hax 25 °C.
Jla ce cbXxpaHsBa B OpUTMHAIHATA ONIAKOBKA.

5.4 Buau cbcTaB HA TBPBUYHATA ONMAKOBKA

brucrepun onakoBku, n3paborenu ot cryaeHodopmoan amuaat ot OPA/ALU/PVC ¢ anymuHneBo
¢hommo, ¢ 6 TabneTkn/O6aUCTEep B KAPTOHEHA Ky THS.

Pasmepu onakoBku:

Kapronena xytus ¢ 6 TabneTku.
Kapronena kytus ¢ 12 TabieTku.
Kapronena kytus ¢ 18 TabieTku.
Kapronena xytus ¢ 24 tabneTku.
Kapronena xytus ¢ 30 TabneTku.
Kapronena xkyTus ¢ 60 TabieTku.

He Bcuukn pa3sMEpu Ha OIMaKOBKaTa Morar Ja 6’LI[aT npeajiaranv Ha masapa.
55 Cl'leIII/IaJ'IHI/l MEPKH 32 YHUIIO0KABAHEC HA HEU3IIOJI3BAHU MPOAYKTH WA OCTATBIUH OT THX

BetepunapuuTe JIekapCTBEHH MTPOTYKTH HE TPSAOBA 1a ObIaT U3XBBPISHA Ipe3 OTHATHI BOIU WITH
OWTOBU OTHAIBIIH.
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W3znomn3Baiite mporpamu 3a BpbIIaHe IPY YHUIIOKABAHETO HA HEU3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOIYKTU WM OCTATHIM OT TSIX B CHOTBETCTBUE C U3UCKBAHUSATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH HAI[MOHATHY CUCTEMH 33 ChOUpaHe, MPUIOKUMH 32 ChOTBETHUS
BETEPHHAPEH JICKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEKATEJIA HA PASPEIIEHHUETO 3A ThPI'OBHUsA

Chanelle Pharmaceuticals Manufacturing Limited

7. HOMEP HA PABPEHIEHHUETO 3A THPT'OBUA
Ne 0022-3334

8. JATA HA IbPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThPT'OBUS

JlaTa Ha MBPBOTO M3/IaBaHE Ha pa3pelieHueTo 3a Thpro.us: 27/10/2025.

9. JATA HA HOCIIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

10. KJIIACU®UKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHHU NIPOAYKTHU

I[a CC OTITYCKa CaMO II0 JICKApPCKO MpEAIrMCcanue.

IMToapo6Ha uHpOpMAIIKs 32 TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOKE J]a HAMEpHTE B Oa3arta JaHHH
Ha Cpro3a otHocHO mpoaykrure (https://medicines.health.europa.eu/veterinary).

22.10.2025 r.

X

[-P KPACUMWP 3/IATKOB
OWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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