KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEIIEHME 3A THPTOBUS Ne 0022-3190

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Robexera 5 mg Tabnerku 3a ApBUYEHE 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika TaOneTka 3a IbBUCHE ChABPIKA!

AKTHBHO BellleCTBO:
Robenacoxib 5 mg

ITomoirHHu BemecTBa:

KauyecTBeH chCTaB Ha MOMOIIHHUTE
BeEIECTBA M IPYTUTE CbCTABKHU

Cellulose, microcrystalline

Povidone

Crospovidone

Yeast powder

Meat flavour

Silica, colloidal anhydrous

Magnesium stearate

CBC’I‘J’IOKa(l)HBI/I, KpbIJIH, ﬂBOﬁHOHBHLKHaHH TaOJIETKH C TI0-CBETIIN M IO-THMHH TOYKH U C Haammc Tl
OT €HaTa CTpaHa Ha TabmeTKara.

3. KIIMHUNYHA UTHOOPMALUA
3.1 Bunose :xnBOTHH, 32 KOMTO e npegHasHadeH BJIII
Kyuera.

3.2 Iloxa3zanus 3a ynorpeda 3a BceKH BH/I ’)KHBOTHH, 32 KOITO e MpeJHA3HAYEH MPOAYKTHT

3a neuenue Ha OONKa U BB3IAJICHUEC, CBbP3aHN C XPOHUYCH OCTCOAPTPHUT.
3a nmeuenue Ha OONKa U BB3IIAJICHUEC, CBbP3aHU C ONICpallui Ha MCKHUTC ThbKaHH.

33 IMpoTuBonmOKa3aHus

Ja He ce M3MOI3BA MPH Kydyera, cTpajallyd OT TaCTPOMHTECTHHAJHA YIIEpalus WX YepHOAPOOHHU
3a00MIABaHMUS.

Jla He ce wu3MON3Ba EOHOBPEMEHHO C  KOPTUKOCTEPOWIW WM  JPYTM  HECTEPOUTHH
nporuBoBb3nanuTentu cpeacrsa (HCIIBC).

Jla He ce um3MoON3Ba MpPH CBPBXUYBCTBUTEIHOCT KBbM AKTHBHOTO BEIIECTBO WJIM KBbM HSIKOE OT
MTOMOIIIHUTE BEIIECTBA.

Ja He ce n3non3Ba npu OpeMeHHN U KbPMELIN )KUBOTHH (BUXKTE TOUuKa 3.7).

3.4 CrnenmnajiHu npeaynpeskIeHus
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[Ipu KTUHUYHY POYYBAHUS NIPH KydeTa C OCTEOAPTPHUT, HE3AAOBOIUTEICH PE3YATAT OT JICUCHUETO Ce
HaOmonasa ipu 10 - 15 % ot xyuerara.

3.5 Crnenmna/iHu NpeAnasHu MePKH IIPH yoTpeda

Crenuaiady npeanasHy MeEpKHU 3a Oe3onacHa ynorpeda Ipy BUAOBETE YKUBOTHH, 34 KOUTO €
npendasHauen BJIIT:

BezomacHocTTa Ha TO3M BETEpHHAPEH JIEKAPCTBEH MPOAYKT HE € YCTAHOBEHA NP KydeTa, TeKallu Io-
MaJnko ot 2,5 kg wim Ha BB3pacT mop 3 mMecena.

[Ipu meaTOCpOYHA Tepamus, clienBa Ja C€ MpOoCieIsBaT HHBAaTa Ha YCPHOJAPOOHUTE CH3UMH B
HAaYaJIoTO Ha JICYCHHETO, HarpumMep ciien 2, 4 u 8 cenmunu. [IpenopruntenHo e ciex ToBa Te 1a ObaaT
MPOCIICISIBAaHU PEAOBHO, HAIIpUMep Ha BCeku 3 - 6 Mmecena. Tepanusra ciensa aa Oblie MpeKpaTeHa,
aKO aKTHBHOCTTA Ha 4YEPHOAPOOHWUTE €H3MMU C€ IIOKa4Yd YyBCTBUTEIHO WJIH TPU Ky4dero ce
HaOJIFO/IaBaT CUMIITOMH KaTO aHOPEKCHS, amlaThs WU MOBPBIINAHE, CHIIPOBOJCHH C TOKayBaHE Ha
HUBaTa Ha YePHOAPOOHUTE CH3UMH.

VYnotpebaTa npu Kydera ¢ HapylleHa cbpAedHa win Ob0pedHa QpyHKIHS, KaKTO M IPU Kydera, KOUTO
ca NeXuApaTHpaHd, XUIOBOJIEMHUYHH WM XHIIOTOHHYHH, MOXKE Ja € CBbp3aHa C JOMbIHUTETHH
pHUCcKoBe. AKO yroTrpebaTa He MOXKe Jla ce U30€erHe, Te3n Ky4yeTra U3MCKBAT BHUMATEITHO POCie/sIBaHe.

[Ipunaraiite TO31 NPOAYKT CaMO MO CTPOT KOHTPOJ OT CTpaHa Ha BETEpUHApPEH JIeKap IpU KydeTa ¢
PHCK OT TaCTPOMHTECTHHAJHH S3BH, KAKTO U MIPU Ky4yeTa ¢ MPEAXOJHH MPOSBU Ha HEMOHOCHMOCT KbM
npyru HCIIBC.

Tabnerkure ca OBKYCCHH. C eI H30srBaHe Ha cnyqaﬁﬂo IOrJIbIIaHe, TaOJIETKUTE Aa CC ChbXpaHABAT
Ha MACTO, HCAOCTBIIHO 3a )KMBOTHH.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JuiiaTa, mpujaraimy BETCPpUHAPHHUA JCKAPpCTBCH IMPOAYKT HaA
ZKHMBOTHHUTC!

[Tpu OpemeHHH KeHU, 0OCOOCHO TE3H, IMTPU KOUTO HAOIIKaBa TEPMUHA, MPOIBDKUTETHUAT KOHTAKT Ha
NPOJYKTa C KOXKaTa BOJM O TOBHIICH PUCK OT MPEXKICBPEMEHHO 3aTBapsHE HAa apTEepUaHUS IPOTOK
(ductus arteriosus) npu TI0aA.

BpemenHuTe J)KeHU TpsOBa a 00bPHAT CIICIMAIHO BHUMAHHUE 32 J1a M30erHaT ClydaifHa eKCIIO3HIHSL.

[Tpu manku gena, cy4aifHOTO MOTTBIIAHE YBETNYABa PUCKA OT HEOIAronpHUATHU PEaKUK CBbP3aHU C
HCIIBC. Tps6Ba na ce BHUMaBa J1a ce n30erue ciyyaifHo morinpiiane ot nena. C uen npenna3BaHe Ha
JeraTta OT KOHTAaKT ¢ MPOAYKTa, He U3BaXKAaiTe TabJaeTKuTe OoT OnucTepa JOKATO HAMA TOTOBHOCT 3a
Mpujarafe Ha >KUBOTHOTO. TaOneTkure TpsiOBa f1a ObJaT NpuiIaraHd U ChXpaHsABaHM (B OpUTHHAIIHATA
OIIaKOBKa) Ha MACTO JlaJied OT MOrjlesla M Ha HeIOCTBITHMU 3a JIella MecTa.

[Ipu cnyuaiiHOo mormbllaHe, He3a0aBHO Ja c€ MOTHPCH MENWIMHCKH CBHBET, KaTo Ha JeKaps ce
MIPENOCTaBHU JMCTOBKATa MM €THKETa Ha MPOAYKTa.

W3zmuiite PBLCTE CU CJICA MPUJIAraHCTO Ha TO3U BCTCPUHAPCH JICKAPCTBCH MMPOAYKT.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 34 3allliTa Ha OKOJIHAaTa cpcaa.

He e npunoxumo.
3.6 Heo0saronpusiTHu peakuuu

Kyuera:

MHoro yectn ['aCTpOMHTECTHHAIHHN HEOIArOMPUATHY PEAKITUH. |
(moBeue ot 1 Ha 10 Tpetupanu xusotHH): | [ToBpBIIaHE, MEKH H3IPAKHEHHS.
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Yectun [TOHMKEH ameTuT.'

(1 no 10 ma 100 TpeTupaHu KUBOTHH): Jnapus.'

TIOBHMILICHN YePHOPOOHH CH3UMHL
Heuectn KpbB B H3MPaKHEHHUATA', TOBPbILAHE .
(1 mo 10 va 1 000 TpeTHpaHu KMBOTHH): | AHOPEKCHS, allaTHs.
MHoro penku Jleraprus.

(mo-manko ot 1 Ha 10 000 TpeTupanu
KUBOTHH, BKITIOUUTEIHO U30JIHPAHU
ChOOIICHNS):

1B MOBCUCTO CJIydau Ca JICKU U OT3ByUaBaT 0e3 Ja CC HaJlara OOIMMbJIHUTCIIHA TCPpAIIUsl.

2 HpI/I Ky4dcTa, JICKYBaHU [0 2 ceaMuiu HE € Ha6J'IIOZ[aBaH0 IIOBHIIIaBaHC Ha AaKTHBHOCTTa Ha
‘-IepHOZ[p06HI/ITe CH3MMMU. HpI/I NPOABJKUTCIIHO IMPUIIOKCHUEC HA MNPOAYKTA, IMOBHUIIABAHCTO Ha
AKTUBHOCTTA Ha ‘-IepHOZ[p06HI/ITe €H3UMH ¢ 4ecTo. B 1moBeueTo Cllydan HC CC Ha6moz[aBa KIMHHUYHa
CUMIITOMAaTHKa M HHBAaTa Ha ‘-IepHOZ[p06HI/ITe CH3HMMHU CC CTa6I/IJ'II/IBI/IpaT niIn HaMaJIsiBaT B XOJ4a Ha
JICUCHUCTO.

3 IloBuimaBane akTUBHOCTTA Ha ‘-IepHOZ[p06HI/ITe CH3MMH, CHIIPOBOACHO C KIIMHUYHU IIPU3HAIIU.

C"LO6H_IaBaHeT0 Ha He6HaFOHpI/IHTHI/I pcaKuuu € BaxxHO. ToBa no3BonsaBa HCPCKBCHAT MOHUTOPUHT HAa
0e30IMacHOCTTa Ha BCTCpHUHAPHUA JICKAPDCTBCH MPOAYKT. C’LO6H_ICHI/I$IT3 TpSI6Ba Ha CC wu3Iipamiart, 3a
npeArnoYUuTaHe 4pe3 BETCPUHAPCH JICKAP, WJIN Ha NPUTCKATCIIA HAa Pa3pClICHUCTO 3a ThbproBUA WX Ha
MCCTHH MY NPCACTABUTCI, NUJIW HAa HAIUOHAJIHUA KOMIICTCHTCH OpraH 4pe3 HAllMOHAJIHATA CUCTEMaA 34
C"b06H_IaBaHe. 3a ChOTBETHUTE JaHHU 3a BPpb3Ka BUKTC CHII0 TOYKA 16 ot nIHCTOBKATA.

3.7 Ynorpeda mo Bpeme Ha OPEeMEHHOCT, JAKTALUS UJIH sIiilleHOCEHe

besonacHoctTa Ha BCTCpHUHAPHUA JICKAPCTBCH IMPOAYKT HC € OKa3aHa 110 BpEMC Ha 6peMeHHOCT n
JJaKTanus.

BDCMCHHOCT W JaKTalusi:
He ce npujiara mo BpeMe Ha 6peMeHHOCT W JaKTalys.

3amIoaaeMocCT:
Ja He ce u3M0a3Ba NpHU KUBOTHU 32 PA3ILIO.

3.8 B3aumoneiicTBHe ¢ APYTrY BeTePpUHAPHH JIeKAPCTBEeHH NMPOAYKTH U APYTH (POPMH Ha
B3aMMO/IelicTBHE

Robenacoxib He Tps6Ba ma ce mpuiara exHoBpemeHHO ¢ apyru HCIIBC wim rimoKOKOPTHKOHIM.
[Ipenxoxxaaio JedeHne ¢ APyru NpOTUBOBB3MAIUTETHH CPEACTBA MOXKE /1a JOBEE 10 TOMBIHUTETHI
WM 3aCHUJICHU HEONaronpusATHH PEakiHH, IOpaanu KOeTo € HeoOXOOuM TepHo OT IoHe 24 Yaca cien
MpEeKpaTsBaHeTO Ha MpUeMa Ha TaKWBa BElecTBA MPEIH Ja ce 3all0YHe TpeTHpaHeTo ¢ robenacoxib.
To3u nepuox cien npekpaTsBaHe MpHeMa Ha APYTUTE NPOTUBOBB3MAIUTEIHU CPEACTBA CIENBa Ja €
cboOpaseH ¢ papMaKOKHUHETHIHUTE CBOMCTBA Ha M3MOI3BAHUS IPOAYKT.

EnnoBpemennata ymorpeba ¢ MpOIYKTH, BIMSCIIN BbPXY ObOpeUHUS MOTOK, HAMp. JUYPETULH WIN
WHXUOUTOPH Ha aHruoTeH3uH koHBepTupamusi eHsuM (ACE), TpsOBa nma Obxe M3BBpIIBaHA MOL
KIMHUYHO HaOmoxenue. [Ipu 37paBu Kydera, TpeTupaHu ¢ WM 0e3 AWypeTuka Qypo3emmu,
€IHOBPEMEHHOTO TpuiokeHne Ha robenacoxib ¢ ACE unxuOutopa Oenazenpuia 3a 7 AHU HE €
CBBP3aHO C HUKAaKBH HEraTWBHH €(eKTH BBPXY KOHICHTPALMWUTE Ha alJO0CTepOH B YypHUHATa,
IUIa3MeHaTa PEeHWHOBAa aKTHBHOCT WJIM CKOPOCTTA Ha TioMmepynHaTta ¢uiarpauus. Hsama manHum 3a
0e30macHOCTTa NpPU JKUBOTHUTE, 32 KOUTO € NpEAHa3HaueH W 3a e(UKacHOCTTa KaTo IsU1o, MpH
KOMOMHHpPAaHO JieueHne ¢ robenacoxib u 6eHazenpui.

EnnoBpemenHata ynorpeda ¢ MOTEHUMATHO HE(PPOTOKCHYHM MPOAYKTH ClieZBa Aa ce u30sArBa, Thi
KaTo € Bb3MOYKHO /14 CE YBEJIMYH PUCKA OT HEPPOTOKCHIHOCT.
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EnnoBpemenHaTa ynorpeda ¢ Ipyrd akKTUBHH BEILECTBA, KOUTO UMAaT BHCOKA CTEIEH Ha CBBP3BaHE C
MPOTEMHHUTE, MOXE Jia ce KOHKypupa ¢ robenacoxib 3a ToBa CBBbp3BaHE M Ja JOBEAE 10 TOKCHYHU
edexrn.

3.9 Hauun Ha npuitoskeHHne H 103MPOBKA

3a nepopaaHoO IPHUIIOKEHHE.

Jla He ce mpuiara 3aeqHO C XpaHa, ThH KaTo KIMHUYHUTE IMPOYYBAHUS IMOKa3BaT II0-BHUCOKA
eduxacHocT Ha robenacoxib Mpu OCTEOAPTPHUT, KOraTo ce mpujara Ha rIaaHo win none 30 MUHYTH
MIpeIN WU CIIEN XpaHEHe.

Tabnerkure ca OBKYCCHH. Tabnerkurte He OMBa Aa CC ACIIAT WA YYIIAT.

OcTeoapTpuT: npenopbyuTeENHaTa 103a robenacoxib e 1 mg/kg Tenecna maca ¢ nuanaszon 1-2 mg/kg.
[Ipunara ce BegHBX THEBHO B €AWH M CBIIl Yac Ha JICHA, CHITIACHO MPHIIOKEHAaTa Mo-10y Tabiuua.

Bpoii TadneTkn B 3aBHCHMOCT OT KOHIEHTPAIUATA M TeJeCHATAa MACA MPH 0CTE0APTPUT

Tesecna maca (kg) Bpoii TabaeTkH B 3aBHCHMOCT OT KOHICHTPAIUATA
5 mg 10 mg 20 mg 40 mg
25m0<5 1 Tabnerka
5m0<10 1 Tabnerka
10 no <20 1 Tabnerka
20 no <40 1 Tabnerka
40 no 80 2 TabneTku

O6I/IKHOBCHO, KIIMHAYCH OTrOBOp OT JICUCHUCTO CC Ha6moz[aBa B PAaMKUTC Ha CIHa CcIMHUIIA.
JleueHuero CJICABA Ia CIpce ClIcq 10 JHH, aKO HE CC Ha6moz[aBa KINMHHUYHO HO)_'[06peHI/Ie.

3a ABArOCpoOUYHa Tepammus, CieA KaTo ce HaOMoaaBa KIMHHUYEH OTrOBOp, jJ03aTa Ha robenacoxib ce
KOpUTHpa 10 Hal-HHCKaTa BB3MOXKHA ePeKTHBAa HHIMBHIyadHA 1033, KATO CE UMa MPEIABHI, Ye
CTereHTa Ha 0ONKaTa W BBH3MAJICHHETO, CBBP3aHM C XPOHHYHHS OCTCOAPTPHUT, MOXKE Ja Bapupa C
Bpemero. HeoOxoaumo e peioBHO HAaONIOICHUE OT BETEPUHAPEH JIeKap.

Onepanuu HAa MeKHTe THKAHU: MpPENoOpbUYMTENHATA J03a robenacoxib e 2 mg/kg TemecHa maca c
nuanazoH 2 - 4 mg/kg. [lpunara ce Kato €JHOKPAaTHO MEPOPAIHO TPETHpaHE Mpeau omepamus Ha
MEKHUTE ThKaHH.

Tabnerkata(ute) TpsiOBa ma ce mpumara(t) 0e3 xpaHa, Haii-maiako 30 MHHYTH TpeAd ollepanusTa.
Cren onepanusita, TpETUPAHETO MOXKE Aa MPOABIDKU A0 OLIE JBa IHHU, KaTo ce MNpuiiara BeJHBXK
JTHEBHO.

BpOﬁ Ta0JIeTKH B 3aBHCHMOCT OT KOHICHTPpaAUuATAa U TeJIeCHATa Maca Ipu onepauusa Ha MEKUTE
TbKAaHHU

Tesecna maca (kg) Bpoii TadieTkn B 3aBHCHMOCT OT KOHIEHTPALUATA
5 mg 10 mg 20 mg 40 mg
2,5 1 Tabnerka

>25m0<5 1 Tabierka

510<10 1 Tabnerka

10 o <20 1 Tabnerka
20 mo < 40 2 TabaeTKu
40 mo < 60 3 Tabnerku

60 no 80 4 TabneTku
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3.10 CumnToMH Ha NpeAO3MpaHe (M KOraTo e NPHJI0KMMO — NMPOLeAyPH Ha JAeiicTBHe IPH
CHELIHH CIy4al U AHTHIO0TH)

[Ipu 3apaBu Mmaam Kydera Ha Bb3pacT 5 - 6 Mecelna, IepopaTHOTO NMPHIOKEHNE Ha robenacoxib BbB
Brucokd cBpbxno3u (4, 6 mwmm 10 mg/kg/nen 3a mepwom or 6 Mecela) He NMpEnU3BHKAa HUKAKBU
CHUMIITOMH Ha MHTOKCHKALUS, BKIIOUYUTENHO JIUTICBAT U MPHU3HALM 32 TaCTPOMHTECTHHATIHA, ObOpeuHa
WIH YepHOApOoOHA TOKCHYHOCT, KaKTO M NMPOMEHH BBB BPEMETO Ha KbpBeHe. He ca HaOmomaBaHu
HeOmaronpusaTHH epeKTH BbPXY XPYLLUIUTE U CTABUTE IIPH MIPUIIaraHeTo Ha robenacoxib.

Kaxro npu Bcnukun HCIIBC, npeno3upanero Moxe 1a MPUYHHU TaCTPOUHTECTHHANIHA, ObOpeuHa Win
YepHOAPOOHAa TOKCHYHOCT IPH NPEIpaslofioKeHH WIH KOMIPOMETHpaHH Kydera. He chblecTByBa
cnequduyueH aHTUAOT. [IpenoppyBa ce CHMNTOMAaTHYHA, TOATbPKAIIA TEPAus, KOSTO CE ChbCTOU B
NPUIIOKEHHETO Ha TMPOTEKTHBHU NPOAYKTH 3a TacTPOMHTECTUHANHHUS TPakT W HH(QY3us Ha
M30TOHUYEH Pa3TBOpP.

ITpunaranero Ha robenacoxib TaONEeTKH MPH HEUYUCTOKPHBHU KydeTa MpH MPEAO3UpaHe 10 3 MbTH
MakcuMalHata mnpenopbuntenHa gosza (2,0; 4,0 u 6,0 mmoc 4,0; 8,0 u 12,0 mg robenacoxib/kg
MEpOpaTHO), BOJM J0 Bh3MAICHHE, KOHTSCTHS MM XEMOPArus B IBAHA/ICCETONPHCTHUKA, HEIOHYMa U
cnsanoto uepBo. He ca HaOMOAaBaHu 3HAUYUMH €EKTH BHPXY TEleCHaTa Maca, BPEMETO Ha KbpBEHE
WM JIoKa3aTeNncTRa 3a ObOpeYHa WITH YepHOAPOOHA TOKCUIHOCT.

3.11 Chnenuajanu OrpaHUYeHHs 32 YNoTpeda M CTeNMAJHH yCJIOBHS 3a ynoTpeoda,
BKJIIOYHTETHO OTPAHUYEHHS 32 YIIOTpedaTa HA AHTUMMKPOOHHN M IPOTHBONAPA3ZMTHH
BeTePHHAPHU JIEKAPCTBEHH MPOAYKTH, € IeJI Aa ce OTPAHMYH PUCKBT OT pa3BUTHE HA
PE3HCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH cpoKoBe

He e npunoxumo.

4. OAPMAKOJOTNYHA HHOOPMALIUSA

4.1 Betepunapen jiekapcTBeH aHaToMo-TepaneBTH4eH ko (ATCvet Code):
QMO1AH91.
4.2 dapMakoIMHAMHKA

Robenacoxib e necrepoumno nporuBopb3nanutenHo cpeacrso (HCIIBC) or kimaca Ha KOKcHOHWTE.
Toii mpencTarisiBa MOIICH W CEJICKTUBEH MHXUOUTOP Ha €H3MMa IMKIookcurenasa tun 2 (COX-2).
Enmsumbt nukinookcurenasza (COX) cpinectByBa B 18e popmu. COX-1 e ocHoBHaTa (opma Ha eH3UMa
U WMa TpeanasHu (QyHKIUU, HAmp. B TacTPOMHTECTHHANHMS TpakT u ObOpenure. COX-2 ¢
uHaynupyemarta ¢opMa Ha CH3MMa, KOSTO € OTTrOBOPHA 3a TPOMYLIHPAHETO Ha MEIUaTOPH
BrumrountenHo PGE,, koiito npean3BukBa 0onka, Bb3MAJICHUE UK TPECKA.

[pu in vitro n3cnenBaHe Ha UsjIa KPbB IpHU KydeTa, robenacoxib mokassa npubmusurento 140 mbTi
no-sucoka cenektuHocT crpsamo COX-2 (ICs, 0,04 uM) B cpaBrenne ¢ COX-1 (ICs, 7,9 uM).

Robenacoxib na Tabmerkm B mo3a 0,5 - 4 mg/kg npenms3BUKBa 3HAYWTETHO HHXHOWMpaHE Ha
aktuBHOcTTa Ha COX-2 mpu kydera W HAMa edekT Bbpxy akrtuBHocTTa Ha COX-1. Tabnerkute
robenacoxib B mpenopbYBaHUTE 03U MPH Kyuera 3ana3sat aktuBHocTTa Ha COX-1. Robenacoxib nma
aHaNTeTHYeH U NMPOTHBOBB3MAINTENCH ePEeKT B eKCIIEepUMEHTaICH MOJIe] Ha Bb3MajeHUe IpU KydeTa
C eAHOKpaTHH 103H, Bapupaum ot 0,5 mo 8 mg/kg, ¢ IDsy 0,8 mg/kg u 6Bp30 Havyano Ha edekra (0,5
yaca). B xoga Ha KIMHWYHM TPOY4YBaHUS MpH KydeTa € HaOIIomaBaHO, 4e robenacoxib HamansBa
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KynoTrata U BB3IAJICHUCTO, CBbP3aHU C XPOHUYCH OCTCOAPTPHUT, KAKTO U 60J'IKaTa, BB3MNAJICHUCTO U
HCO6XOZ[I/IMOCTT3 OT KMBOTOCHACABAIIO JICUHCHUC ITPU Ky4dCTa CJIC/ Oornepannd Ha MCKUTC ThKaHU.

4.3 PGapMaKOKHHETHKA

Crnen mepopaiHO MPHIOKEHHWE Ha OBKYCEHH robenacoxib TaONeTKU MpU J103a MPUOIUZUTENHO 1-
2 mg/kg Ha TTIaIHO, MAKCUMAITHUTE TJIa3MEHHN KOHIIEHTPAIUU ce JOCTUTaT O0bp30 ¢ Tya OT 0,75 daca,
Cinax 2180ng/ml u AUC; 2007 ngyac/ml. EnHOBpeMEeHHOTO TpHIOXKEHHE Ha robenacoxib
HEOBKYCEHU TaOJICTKU C XpaHa He MPEIU3BHKBA 3aKhCHEHWUE HA JOCTHTaHETO Ha T .., HO UMa Io-
Hucka Cp,x 1 AUC. CucremHaTa OMOHATMYHOCT Ha TaOJIeTKu robenacoxib mpu kydera e Owmia 62 %
IIpH TIPHEM 3a€AHO C XpaHa U 84 % npu npueM Ha TIaaHo.

Robenacoxib nma cpaBHuUTENHO Manbk o0eM Ha pasmpeaencHue (Vss 240 ml’kg) u B 3HaunMTenHa
CTETICH € CBBP3aH C Iua3MeHuTe npoteuHu (> 99 %).

Robenacoxib ce Merabonu3upa B 3HaUMTENHA CTENEH B YepHUS Ipol mpu Kydera. C M3KIIOYEHUE Ha
eIMH JIJaKTaMeH MeTa0OoJINT, CTPYKTYypaTa Ha OCTaHAJIMTE METa0OIUTH IIPU KydeTa He € sICHA.

Robenacoxib 6vp30 ce ouncra ot kpbBTa (CL 0,81 L/kg/uac) m uMa nepuoa Ha enTMMUHUpaHE t,,, 0,7
Jaca Clie[] MHTPaBEHO3HO npuiokeHue. Cien mepopaiHo MPUIOKEHUE oA (popmara Ha TaOJICTKH,
TUTa3MEHUAT MOy XUBOT Ha npoaykTa e 0,91 yaca. Robenacoxib nmepcuctupa mo-geiro BpeMe u B Mo-
BUCOKH KOHIICHTPAIMU B MSACTOTO Ha BB3IMaJICHUE, OTKOJIKOTO B KpbBTa. Robenacoxib ce ekckperupa
NPEIMMHO T10 KJIb4YeH mbT (~65 %) U B ocTaHanaTa cu 4acT npe3 ObOpenute. [IpoabIKUTEHOTO
nepopaiHo MpuJIoKeHHe Ha robenacoxib mpu kyuera B nozupoBku 2 - 10 mg/kg 3a mepuoa ot 6
Mecella He BOJIM JIO IPOMsIHA B KPBBHUTE KOHLICHTPAIMH, C JIUIICA HA TPOSBU Ha OMOAKyMYyJIallus HIIH

CH3MMHA MHAYKIU. BI/IOEIKYMYHEILII/IHTEI Ha METa0OIUTUTE HE € npoy4dcHa. q)apMaKOKI/IHeTI/IKaTa Ha
robenacoxib He ce pasiindaBa IMPU MBXKXKHUTC U KCHCKUTC Ky4d€Ta U € JIMHEHHA B Juaria3oHa 0,5 -

8 mg/kg.

5. DPAPMALEBTUYHU JAHHU

5.1 OCHOBHHM HeCHBMECTHMOCTH

He e npunoxumo.

5.2 Cpoxk Ha romHocT

Cpok Ha TOAHOCT Ha KpaiHUS BETEpUHAPEH JIEKapCTBEH NPOAYKT: 2 TOIUHH.
5.3 Crenma/iHu yCJIOBHUSI 32 CbXpaHeHHe

Ma He ce cpxpansaBa npu TeMmneparypa Haza 30 °C. [la ce cbXpaHsiBa B OpUTMHAIHATA ONAaKOBKA C LIEN
Mpeana3BaHe OT Biara.

5.4 Bua u cbeTaB Ha MBPBHYHATA ONTAKOBKA

OPA/Al/PVC/Anymunuii nepdopupan onmcrep, chabpxant 10 Tadmerku: 10 x 1, 30 x 1 mmm 60 x 1
Ta0JIeTKa 3a JbBUCHE B epopHupaH eTHO030B ONHCTEp, B KAPTOHCHA KYTHSI.

He Bcnukn pasMCpu Ha OIMAKOBKAaTa Morart Ja 6’LZ[aT npeajiaranv Ha 1ma3apa.
5.5 CnenuajaHn MEPKH 3a YHUIIO0KABAHEC HA HEU3MOJA3BAHU MMPOAYKTH HJIM OCTATHIHU OT THAX

Ber CPUHAPHUTC JICKAPCTBCHU IMPOAYKTHU HE TpSI6Ba Ja 6’LZ[aT HU3XBBPJIAHU UpE3 OTIHaJHU BOAU WA
OUTOBU OoTHnagbIiy.
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H3non3Baiite nporpaMmM 3a BpPBIIAHC IIPpU YHHUIOXABAHCTO HA HCUIIOI3BAHU BCTCPUHAPHU
JICKapCTBCHU MNPOAYKTH HIIN OCTATbIU OT TAX B CBOTBCTCTBHUC C M3HMCKBAHHATA Ha MCECTHOTO
3aKOHOAJATCIICTBO M C BCHYKHM HAIIMOHAJIHHM CHCTEMH 3a c1,61/1paHe, MNPpUIOKUMU 34 CHOTBCTHHA
BCTCPHUHAPCH JICKAPCTBCH MPOAYKT.

6. UME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A THPTOBUA

KRKA, d.d., Novo mesto

7. HOMEP HA PABPEHIEHUETO 3A TBPTOBUSA

Ne 0022-3190

8. JATA HA ITBPBOTO U3JABAHE HA PASPEIIEHUETO 3A THPT'OBUSA

JlaTta Ha TBPBOTO M3AaBaHE Ha pa3perieHnero 3a Teprosus: 21/06/2023.

9. JATA HA TIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHKA HA
HNPOAYKTA

06/2023

10. KIIACU®PUKALIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU TPOAYKTHU
Jla ce oTmycka caMo 10 JIeKapcKo IpeaICcCaHue.

IMoapobHa nHpopMaIKs 3a TO3M BETEPHHAPEH JICKAPCTBEH MPOIYKT MOXE J]a HAMEpUTe B 0azata
nanan Ha Chro3a orHocHO npoxaykrute (https://medicines.health.europa.eu/veterinary).

JI-P AHTOHUO PAJIOEB
3AMECTHHUK U3ITBJIHUTEJIEH /[UPEKTOP
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