KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKT
KBM PA3PEIHIEHUE 3A TBPIOBHSA Ne 0022-3190

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITIPOJAYKT

Robexera 5 mg Tabnerku 3a ApBUCHE 32 Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika Tabnerka 3a JbBUCHE ChABPKA:

AKTHBHO BellleCTBO:
Robenacoxib 5 mg

ITomo1nHHu BemiecTBa:

KauecTBeH chCTaB Ha MNOMOIIHUTE
BEIECTBA U IPYI'UTE CbCTABKHU

Cellulose, microcrystalline

Povidone

Crospovidone

Yeast powder

Meat flavour

Silica, colloidal anhydrous

Magnesium stearate

CeetiokadsBy, KPbIJIH, TBOMHOU3IIBKHAIN Ta0JIETKH C TIO-CBETIIM U MO-ThMHHU TOYKH U ¢ Haamuc T'1
OT eJlHaTa CTpaHa Ha TabJeTKaTa.

3. KIIMHNYHA THOOPMAIUSA

3.1 BugoBe ;kMBOTHH, 32 KOUTO e npeaHasHayen BJIII
Kyuera.
3.2 Iloka3anus 3a ynorpeda 3a BceKM BUJ ;KUBOTHH, 32 KOWTO € MpeIHA3HAYEH NPOAYKTHT

3a sieueHue Ha 0OJIKa U Bb3MAIEHHE, CBbP3aHU C XPOHUYEH OCTE0apTPHT.
3a neyeHne Ha O0JIKa M Bh3MAJICHHE, CBLP3aHHU C Olepallii HA MEKUTE ThKaHH.

3.3 IIporuBonokazanus

Jla He ce W3MON3Ba MpH KydeTa, CTPajalld OT TaCTPOMHTECTHHAIHA YJIepais WU 4epHOAPOOHHU
3a00JsIBaHUS.

Jla He ce wu3MNON3Ba E€OHOBPEMEHHO C  KOPTUKOCTEPOWIM WM JIPYTH  HECTEPOHIHHU
npotuBoBb3nanuTentu cpeactsa (HCIIBC).

Ja He ce W3MON3Ba MPH CBPBXUYBCTBHTEIHOCT KbM AaKTHBHOTO BEIIECTBO MJHM KbM HSKOE OT
ITOMOIIIHHUTE BEIIECTBA.

Ja He ce u3no3Ba npy OpeMeHHN ¥ KbPMEIIH )KUBOTHH (BHXKTE TOUKa 3.7).

3.4 CrnenmnaJHu npeaynpeRIeHus
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ITpy xIMHUYHY IPOYYBaHUS IIPU KydeTa ¢ OCTEOapTPUT, HE3a10BOIUTEIIEH PE3YIITAT OT JICUSHUETO Ce
Habmonasa ipu 10 - 15 % ot kyuerara.

3.5 CrnenuanaHu nMpeana3Hyu MePKH NpH ynorpeoda

Crenunanny npeana3sHy MEpKH 3a 0e3omacHa ynorpeda Ipy BUIOBETE )KMBOTHH, 34 KOUTO €
npeaHasnaued BJII:

be3omacHocTTa Ha TO3M BETEpUHAPEH JICKApCTBEH MPOIYKT HE € YCTAHOBEHA TPH KydeTa, TeXKaIH Mo-
MaJKko oT 2,5 kg nnm Ha BB3pact mox 3 Mecera.

[Ipu geaTOCpPOYHA Tepamusi, CleiBa Ja Ce NpOCICAsSBaT HUBaTa HAa YCPHOIPOOHHUTE CH3UMHU B
Ha4YaJI0TO HA JICYCHHUETO, HampuMep cien 2, 4 u 8§ cenmunu. [IpenoprunTenHo € ciaex ToBa Te 1a 0baar
MpoclieASsBaHu PEIOBHO, HAaIpUMep Ha Bcekd 3 - 6 Mecena. Tepamusta cieaBa aa Obae IpeKpaTeHa,
AKO AaKTHBHOCTTa Ha YCPHOIPOOHWTE CH3UMH CE€ IOKAaYd YYBCTBUTEIHO WIM TPU KYy4eTO Ce
HAOIOIaBaT CHMIITOMHU KaTO aHOPEKCHs, alaThsl WU TOBPBIIAHE, CHIIPOBOJCHU C MOKAYBaHE Ha
HUBaTa Ha YCPHOAPOOHHUTE CH3UMH.

Ynorpebara nmpu KydeTa ¢ HapyllleHa ChpJeUYHa iU ObOpeyHa (YHKIVsI, KAKTO ¥ IPU Ky4yeTa, KOUTO
ca NeXuApaTHpPaHW, XUTMOBOJCMUYHHA WJIM XHIIOTOHWYHH, MOXKE Ja € CBbp3aHa C JOMBIHUTEIHU
pHucKoBe. AKO ynoTpebara He MOXKe J1a ce u30erHe, Te3u KyueTa N3MCKBAT BHUMATEIHO MPOCIIE/sIBaHE.

[Mpunaraiite TO3M IPOIYKT CaMo IO/ CTPOT KOHTPOJ OT CTpaHa Ha BETEPUHAPEH JIEKap MpH KydeTa ¢
PHCK OT TaCTPOMHTECTUHAIHH S3BH, KAKTO M NIPU Ky4eTa ¢ MPEIXOIHH MPOSIBU Ha HETIOHOCUMOCT KbM
npyru HCIIBC.

Tabnetkute ca oBkyceHu. C men m304rBaHe Ha CIy4ailHO MOTIIBINAHE, TAOJIETKUTE Ja Ce ChXpaHIBaT
Ha MSCTO, HEJJOCTBITHO 33 YKMBOTHH.

Cl'[e]_[I/IaJIHI/I OpearnasHi MCPKHU 3a JIMIiaTa, Ipujaraiy BETCpUuHApHUA JICKAPCTBCH ITPOAYKT Ha
KHUBOTHHUTC!

[Tpu GpemeHHH keHU, 0COOCHO Te3H, MPH KOUTO HaOIMKaBa TEPMUHA, IPOABIDKUTEIHUAT KOHTAKT Ha
MMpOAYKTa € KOXaTa BOAU A0 IMOBUIICH PUCK OT NPEKACBPEMCHHO 3aTBApsAHEC Ha apTCpHUAJIHUA IIPOTOK
(ductus arteriosus) mpwu ioja.

BpeMeHHI/ITe KEHHU Tpr6Ba aa 06’praT CIICIIMaJIHO BHUMAHHUCE 3a Ja n30eruar cnyqaﬁHa CKCITO3UILIH.

[Tpu mManku gemna, crydaifHOTO MOTIBIAHE YBEIMYaBa PUCKa OT HEOIArONPUATHU PEaKIIUU CBBP3aHU C
HCIIBC. Tps6Ba na ce BHUMaBa Jia ce n30erHe ciay4aiHo norirslnane ot Aena. C e npeanasBane Ha
JieraTa OT KOHTaKT C MPOJYKTa, HE U3BAXKIalTe TaOJIETKUTE OT OJMCTEpa JOKATO HAMa FOTOBHOCT 3a
Mpuiarane Ha )KMBOTHOTO. TalOyieTkuTe TpsOBa 1a ObJaT MpUIIaraHu ¥ ChbXPaHsABaHU (B OpUTHHAIHATA
OTIAKOBKA) Ha MACTO JIajied OT IOTJIe[a M Ha HeJIOCTHITHHU 3a Jella MecTa.

[lpu cinyuyaliHO mMoOTJbBIIAHE, HE3a0aBHO Ja C€ IMOTHPCH MEIUIMHCKH CBBET, KaTO Ha JIeKaps ce
MPEAO0CTaBH JTUCTOBKATA WJIM €TUKETA HA IPOTYKTA.

Wzmuiite PBLCTE CHU CJICA MPUJIAraHCTO Ha TO3U BETCPUHAPCH JICKAPCTBCH NPOAYKT.

CHe]_II/IaJIHI/I OpearnasHy MCPKHU 3a 3allMTa Ha OKOJIHATa cpeaa:

He e npuinoxxumo.
3.6 Heo0saronpusaTan peakuun

Kyuera:

Mmuoro dyectu acTpOMHTECTHHAIHK HEOIArONPUATHY Peakiyu., 1

(moseue ot 1 Ha 10 Tperupanu xuBoTHK): | [ToBphINaHe, MEKH M3NPAKHEHHUS. !
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Yectu Iouwmxken ametur.t

(1 mo 10 ma 100 TpeTupaHu )KHBOTHH): Juapus.t

ITOBMIEHN YEPHOAPOOHH EH3UMH.?
Heuectn KpbB B u3npakHeHUATaY, MOBpPHIIAHE:,
(1 mo 10 Ha 1 000 TpeTupaHu XUBOTHH): | AHOpEKCHS, anaThs.’
MHoro penku Jleraprus.

(mo-manko ot 1 Ha 10 000 TpeTnpanu
YKUBOTHH, BKJIFOUHTEITHO N30JTUPAHH
CHOOIICHU):

! B noseuero ciaydau ca neku u oT3BydaBar 6e3 J1a Ce Halara JOIbIHUTEIHA TEPAIIUSL.

2 [lpu Kyuera, JIEeKyBaHH 10 2 CEIMHUIM HE € HaOJNIOJaBaHO IOBMINABAHE HA AKTMBHOCTTA Ha
yepHOApOOHUTE eH3UMHU. [Ipy TPOABIKUTENHO NPHIOKEHHE HA MPOAYKTAa, ITOBUIIABAHETO Ha
AKTUBHOCTTA HA YEPHOJPOOHUTE €H3MMHU € 4ecTo. B moBeueTo ciyuan He ce HaONro[aBa KIMHUYHA
CUMITOMATHKAa ¥ HUBaTa Ha YEPHOAPOOHUTE CH3MMHU CE CTa0WIIM3HMpaT WM HaMaJsiBaT B XoJa Ha
JICYSHUETO.

3 [loBuIIaBaHe aKTMBHOCTTA HA YEPHOAPOOHHUTE EH3UMM, CHIIPOBOICHO C KIMHMYHU OPU3HALIM.

CpoO1aBaneTo Ha HEOIArONPUATHH PEAKINY € BaKHO. TOBa IM03BOJIABA HENPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETEpUWHAPHUS JIEKapCTBEH MpOoAyKT. ChoOIIeHnsATa TpsOBa Ma ce W3Ipaimar, 3a
MpeanovrTaHe Ype3 BETEpUHAPCH JIeKap, WM Ha MIPUTEKATENs Ha pa3pelieHueTo 3a ThProBUs WK Ha
MCCTHHUA MY NIPEACTABUTEII, NJIM Ha HALIUOHAJIIHUA KOMIICTCHTCH OpraH 4Ype€3 HallUOHAJIHATa CUCTEMaA 3a
cboOIaBaHe. 3a ChOTBETHUTE JJAHHH 32 BPb3Ka BIDKTE CBILO TOYKA 16 OT IMCTOBKATA.

3.7 Ynorpeda no Bpeme Ha GPeMEHHOCT, JIAKTAIUS WM SfilleHOCeHe

Be3omnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOJYKT HE € JIOKa3aHa 110 BpeMe Ha OPEeMEHHOCT U
JIaKTaIus.

BpeMeHHOCT M TaKTaIus.
He ce npuiiara o Bpeme Ha OpEMEHHOCT U JIaKTaI¥sl.

3ana0aIeMOCT:
Jla He ce M3M0I3Ba NPHY )KUBOTHH 32 PA3ILIOZ.

3.8 B3aumopgeiicTBHe ¢ APYrd BeTePUHAPHHU JIEKAPCTBEHU MPOAYKTHU M Apyru ¢opMu Ha
B3auMojeiicTBHe

Robenacoxib ne TpsbBa na ce npwiara egHoBpemenHo ¢ Apyrd HCIIBC unm rioKOKOPTHKOWAH.
[Ipenxosxaaiio ie4eHue ¢ APYru NpOTHBOBB3NAIUTEIIHN CPEICTBA MOXKE J1a IOBEE 10 JOIIBIHUTEIHU
WM 3aCHJICHU HEOJIaronpHsATHH PEakIiy, MOopaay KOeTo € HeoOX0IUM TIepHo OT NoHe 24 Yaca cieq
MpeKpaTsBaHeTO Ha MpUeMa Ha TaKWBa BEIECTBA MPE/N Jia ce 3all0vHe TPETUPAHETO ¢ robenacoxib.
To3u nepuop ciex npekparsiBaHe MpUeMa Ha APYTHTe MPOTUBOBBL3MNAIMTEIHHU CPEACTBA Clie/Ba Aa €
cboOpa3eH ¢ papMaKOKMHETUIHUTE CBOWCTBA HA U3MON3BAHUS MIPOIYKT.

EnHoBpemeHHara ynotpeba ¢ MpoayKTH, BIHUSCIIN BbPXY ObOpEUHHs MOTOK, HAINp. AUYPETHIN HIIH
WHXUOUTOPH HAa aHrMOTEeH3WH KoHBeptupamus eH3uM (ACE), TpsabBa na Oble M3BBpLIBAHA MOJ
KIMHUYHO HaOmroneHue. [Ipu 3apaBu Kydera, TpeTUpaHU ¢ WM 0e3 AWypeTHKa (ypo3eMul,
€HOBPEMEHHOTO TpuiioxeHne Ha robenacoxib ¢ ACE unxuOutopa OeHazempwn 3a 7 JHU HE €
CBBP3aHO C HHMKAKBH HETaTUBHH €(QEKTH BBPXY KOHLEHTPALMUTE Ha aJJIOCTEpPOH B ypHUHATa,
IUTa3MeHaTa PEeHWHOBA aKTHBHOCT WJIM CKOPOCTTa Ha TiomepyiHara ¢uirpamus. Hsama manHum 3a
0e30macHOCTTa MPU JKUBOTHUTE, 32 KOUTO € TpeJHa3Ha4eH M 3a eQUKACHOCTTa KaTo IUI0, TPH
KOMOWHHMpaHO JieueHue ¢ robenacoxib u 6eHazenpuil.

EnHoBpemeHHaTa ynorpeba ¢ MOTEHIMATHO HE(PPOTOKCHYHU TPOJYKTH CIeBa Ja ce M304rBa, Thi
KaTo € Bb3MOXKHO /1 C€ YBEJIMYM PUCKA OT HEPPOTOKCUYHOCT.
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EnHoBpeMeHHaTa ymoTpeba ¢ Ipyrd akKTUBHH BEIIECTBA, KOUTO MMAT BUCOKA CTEIMCH Ha CBBP3BAHE C
MIPOTEHHHTE, MOXKE Ja c€ KOHKypHpa ¢ robenacoxib 3a ToBa CBBp3BaHE W Ja NOBEAC MO TOKCHYHHU
eeKTH.

3.9 HauyuH Ha npuiioKeHHe U A03MPOBKA

3a mepopatHO MPHIIOKEHHUE.

Jla He ce mpwiara 3aeJHO C XpaHa, ThH KAaTO KIMHUYHHUTE TNPOYYBAHMS IOKA3BaT IMO-BUCOKA
e(uKacHOCT Ha robenacoxib mpH OCTEOApTPHUT, KOraTo CE MpHUiiara Ha IIagHo win moHe 30 MUHYTH
MPEIH WK CIIE/ XPaHEeHe.

TabneTkure ca oBkyceHu. TabneTkuTe He OUBa Ja ce ACTAT U YYIIAT.

OcTeoapTpuT: NpenopburTeIHaTa 1032 robenacoxib e 1 mg/kg TenecHa maca ¢ quanason 1-2 mg/kg.
[Mpuara ce BeMHBXK THEBHO B €IMH U ChHII| Yac Ha JICHS, ChIIIACHO MPHJIOXKEHATA M0-I0Ty TabIHIa.

Bpoii TadeTKN B 3aBUCMMOCT OT KOHIEHTPANMATA M TeJleCHATAa Maca MPH 0CTe0APTPUT

Tenecna maca (kg) Bpoii Ta0/1eTKH B 3aBUCUMOCT OT KOHIIEHTPALUATA
5mg 10 mg 20 mg 40 mg
25100<5 1 TabneTka
5 n0<10 1 TabneTka
10 1o <20 1 TabneTka
20 no <40 1 Tabnerka
40 no 80 2 TabyeTku

OOMKHOBEHO, KJIMHUYECH OTTOBOP OT JICYCHHETO C€ HaOJI0JaBa B pPaMKHTE Ha €lIHA CEeIMUIIa.
Jleuenueto cienpa na crpe ciex 10 aHM, ako He ce HabJI0/[aBa KIIMHUYHO T0JI00peHueE.

3a IBArocpouYHa Teparms, Cliel KaTto ce HaOojaBa KJIMHHYCH OTTOBOp, Mo3ara Ha robenacoxib ce
KOpHTHpa 10 Hali-HHCKaTa BH3MOXKHA €(pEeKTHBA WHIMBHIyallHa 1033, KaTo Ce MMa MPEABUJ, Y
CTereHTa Ha OOJKaTta W BB3MAICHHETO, CBbP3aHH C XPOHUYHHS OCTCOAPTPHT, MOKE 1a Bapupa C
BpemeTo. HeoOGXxo1uMo e peloBHO HaOII0IeHHE OT BETEPUHAPEH JIeKap.

Omnepanuu Ha MeKHTe THKAHHU: MPEMOPBhUUTENHATA JI03a robenacoxib e 2 mg/kg TenecHa maca c
mranazoH 2 - 4 mg/kg. [lpunara ce KaTo €THOKPAaTHO MEPOPATHO TPETHPaHE MpEIaH Oolepamus Ha
MCEKUTC ThKaHH.

TabnetkaTa(ure) TpsOBa na ce npwuiara(t) 0e3 xpaHa, Haii-Maiko 30 MUHYTH TpEId OIeparusiTa.
Cren omepanmsTa, TPETUPAHETO MOXE Ja MPOABIDKM JO OIIE J(Ba JIHH, KaTo ce NpHiara BEIHBK
JTHEBHO.

BpOﬁ Ta0JIETKH B 3aBUCHUMOCT OT KOHIHCHTPaANUATA U T€JIECHATA MacCa MpPHu onepanusa HA MEKUTE
ThbKaHH

Tenecna maca (kg) Bpoii Ta01eTKH B 3aBUCUMOCT OT KOHIIEHTPAI[UATA
5mg 10 mg 20 mg 40 mg
2,5 1 TabmeTka
>25m0<5 1 Tabnerka
5m0<10 1 TabneTka
10 mo <20 1 TabneTka
20 mo <40 2 TabJIeTKH
40 mo < 60 3 TabneTkn
60 mo 80 4 tabyieTKn
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3.10 CumnromMu Ha mpeao3upaHe (M KOraTo € NMPUJIOKNMO — MPOLEeyPH Ha JelicTBUE IPH
CHEUIHU CJIyYau U AaHTHI0TH)

[Ipu 3apaBu Mitagu Kydera Ha BB3pacT 5 - 6 Mecela, IepopaTHOTO MPUIIOKEHNE Ha robenacoxib BB
BuCcOKH cBpbxao3u (4, 6 wmm 10 mg/kg/nen 3a mepwox oT 6 Mecema) He MpeAN3BHKAa HUKAKBH
CUMIITOMHU Ha WHTOKCHKAIIWS, BKIIFOUUTEITHO JIMTICBAT U MPU3HAIM 32 TaCTPOMHTECTUHAIIHA, ObOpeUHa
WIH YepHOJPOOHA TOKCHUYHOCT, KAKTO W MPOMEHH BBB BpeMETO Ha KbpBeHe. He ca HaOmonaBaHu
HEOJIaronpuaATHN ePeKTH BbPXY XPYIISLUTUTE U CTABUTE MIPH MIpHIIaraHeTo Ha robenacoxib.

Kakro npu Bcrukun HCIIBC, npeao3upaneTo MOXe J1a NPUYMHU TaCTPOUHTECTHHAIHA, ObOpeuHa WU
4epHOAPOOHA TOKCHYHOCT MPH NPEAPA3MOJIOKEHH WM KOMIpOMeTupaHu Kydera. He crimecTByBa
cneunduueH aHTuAOT. [IpernopbuBa ce CUMNTOMAaTUYHA, TOAMbpIKAIIA TEpamusi, KOATO ce ChbCTOH B
NPWIOKEHUETO HA MPOTEKTHBHM TPOAYKTH 32 TacTPOMHTECTHHAIHHUS TPakT W HHQPY3HS Ha
HN30TOHUYEH PA3TBOP.

[Mpunaraneto Ha robenacoxib TabJIeTKH MPHU HEYHUCTOKPHBHHU KydeTa MPU MPEIO3UpaHe 10 3 ObTH
MakcHMalHaTa mpenopbuurenHa nosa (2,0; 4,0 u 6,0 mmoc 4,0; 8,0 u 12,0 mg robenacoxib/kg
HEPOPAIHO), BOIH [0 Bb3IAICHUE, KOHTECTHS WIIM XEMOPArusi B [BAHA/ICCETONPHCTHHKA, HEIOHYMa U
casnoto depBo. He ca HaOmomaBaHu 3HaYMMU eeKTH BbPXY TeJeCHATa Maca, BpeMeTO Ha KbpBEHE
WK I0Ka3aTelcTBa 3a ObOpeyHa Wi 4epHOAPOOHA TOKCHYHOCT.

3.11 Cheuuananu orpaHU4YeHHs 3a ynorpeda u CenMaJIHU YCJIOBHUS 32 ynoTpeoda,
BKJIIOUHTETHO OTPAHUYEHHUS 32 YIIOTPedaTa HA AHTUMHMKPOOHU U MPOTHBONAPA3UTHHU
BeTePHHAPHU JIEKAPCTBEHU MPOLYKTH, C LeJ1 1a ce OTPAHMYH PUCKBT OT pa3BUTHE HA
Pe3MCTEHTHOCT

He e npuinoxxumo.

3.12 KapeHTHH CpOKOBe

He e npunoxxumo.

4. DPAPMAKOJIOI'NYHA UHOOPMALIUA

41 Betepunapen jekapcTBeH aHaToMo-TepaneBTH4eH ko (ATCvet Code):
QMO1AH91.
4.2 dapmakoaAMHAMHUKA

Robenacoxib e necrepongno nporuBopbinanutenHo cpeactso (HCIIBC) ot kimaca Ha KokcuOuTe.
Toil mpe/cTaBiisiBa MOIICH M CEICKTHBEH MHXUOWUTOpP HAa eH3uMa IkiIookcurenasza tum 2 (COX-2).
EnsumbT nukiiookcurenasza (COX) coirectBypa B 1Be popmu. COX-1 e ocHoBHata opma Ha eH3uMa
W uMa TpeAmna3Hu (QyHKIUHW, HAMp. B TacTPOMHTECTHHANHHMS TpakT u OnOpemmre. COX-2 e
uHAynupyemara ¢opmMa Ha €H3MMa, KOSTO € OTFOBOpHA 3a MPOJYIHpPAaHETO Ha MEIUaTopu
BimounTesHo PGE,, koiiTo npeu3BukBa 00j1Ka, Bb3MAJICHUE UM TPECKA.

ITpwm in vitro u3cneaBane Ha IsU1a KPBB MPH KydeTa, robenacoxib mokaspa npubmusutento 140 netu
no-ucoka cenektusHocT crpsimo COX-2 (1Csy 0,04 uM) B cpaBrenne ¢ COX-1 (IC5, 7,9 uM).

Robenacoxib Ha Tabmerku B gno3a 0,5 - 4 mg/kg mnpenu3BUKBa 3HAYWTENHO WHXUOWpaHE Ha
aktuBHOocTTa Ha COX-2 mpu kydera u HAMa edekT Bbpxy akrtuBHocTTa Ha COX-1. Tabmerkurte
robenacoxib B mpenopruBanuTe 103U NpU KydeTa 3amna3pat aktuBHocTTa Ha COX-1. Robenacoxib numa
aHaNTeTHYeH ¥ NPOTUBOBB3NANNTENICH eeKT B EKCIIEPUMEHTAIIEH MOJIENl Ha Bh3MAJICHUE TIPU KydeTa
C eIHOKpaTHHU 103H, Bapupainu ot 0,5 1o 8 mg/kg, ¢ IDsy 0,8 mg/kg u O6bp30 Hauvano Ha edekra (0,5
yaca). B xoga Ha KIMHWYHU NpOy4YBaHWS NPH KydeTa € HaOmoaaBaHoO, e robenacoxib HamansiBa
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KynoTata U BB3MNAJICHUCTO, CBBP3aHU C XPOHHUYCH OCTCOAPTPUT, KAKTO U 6OJ'IKaTa, BB3MNAJICHUCTO U
HCO6XOI[I/IMOCTT8. OT JXUBOTOCIIACABAIIO JICUCHHUE IIPH Ky4d€Ta CJICA onepanns Ha MCKUTC ThbKaHH.

4.3 DapMaKOKHMHETHKA

Crnen mepopaiHO TPHIOKEHHWE HAa OBKYCEHH robenacoxib TabmeTku mpu m03a MPUOTU3WUTENHO -
2 mg/kg Ha IN1aJHO, MAKCUMAITHUTE TUIa3MEHH KOHICHTPAIUH ce JOCTUraT 0b6p30 ¢ Tmax oT 0,75 vaca,
Cmax 2180ng/ml m AUC; 2007 ng-yac/ml. ExHOBpeMeHHOTO mpHilo)KeHHe Ha robenacoxib
HEOBKYCCHU TaOJETKH C XpaHa He MPEAM3BHKBA 3aKbCHEHHE HA JOCTHTaHETO Ha Tmax, HO MMa MO-
HucKa Cmax 1 AUC. CucreMHaTa OMOHAIMYHOCT Ha TaOJIeTKH robenacoxib npu kydera e omna 62 %
IIpH IIPUEM 3aeHO ¢ XpaHa U 84 % npu npuem Ha IIaaHo.

Robenacoxib uma cpaBHuTenno manpk obeMm Ha pasmpenenenue (Vss 240 ml/kg) u B 3HaunTenHa
CTETIeH € CBBP3aH C Iia3MeHuTe npotenan (> 99 %).

Robenacoxib ce Merabonm3upa B 3HaUMTENHA CTENEH B YepHUs Ipod npu Kydeta. C M3KIIOYEHUE Ha
CIIUH JIaKTaMeH MEeTa0O0JIHNT, CTPYKTYpaTa Ha OCTAHAIUTE METa0OIUTH IIPH KydyeTa He € sICHA.

Robenacoxib 65p30 ce ounctsa ot kpbBTa (CL 0,81 L/kg/vac) u uma neproa Ha enuMuHHupane ty, 0,7
Yaca CJiel HHTPaBeHO3HO mpuiiokeHue. Cien mepopanHo MpuiokeHue moj ¢popMaTa Ha TabJIETKH,
TUTa3MEHUSIT MOMYXKUBOT Ha mpoaykTa e 0,91 yaca. Robenacoxib nepcructupa no-asiro BpeMe u B 1O-
BHCOKH KOHIICHTPAIIMU B MSICTOTO Ha BB3MaJICHUE, OTKOJIIKOTO B KpbBTa. Robenacoxib ce exckpernpa
MPeJUMHO TO XTh4YeH mbT (~65 %) W B ocTaHanara cu 4acT mpe3 ObOpenure. [IpoabmKUTETHOTO
MepopaiHO MPHIIOKEHUE Ha robenacoxib mpu kydera B jmo3upoBku 2 - 10 mg/kg 3a mepuon ot 6
Mecela He BOAM 10 IPOMsIHA B KPBHHUTE KOHIIEHTPAIMH, C JIMIICA HA TPOSBU HA OMOAKyMyJIallisl W
eH3MMHA MHAYKIMs. bruoakymymanusara Ha MeraboiuTHTe HE € mpoydeHa. PapMaKOKHMHETHKATa Ha
robenacoxib He ce pa3nuuaBa MPH MBKKHTE W KEHCKUTE KydeTa W € JUHeHHa B auamnazoHa 0,5 -
8 mg/kg.

5. DAPMAIIEBTUYHU JAHHHA

5.1 OCHOBHHU HeCbBMECTHUMOCTH

He e npunoxumo.

5.2 Cpok Ha roIHOCT

Cpok Ha rOZHOCT Ha KpaliHHS BETEPUHAPEH JICKAPCTBEH MPOAYKT: 2 TOANHH.

5.3 Crnenma/IHu yCJIOBUS 32 CbXpPaHEeHHUe

Ja He ce cpxpansBa npu Temmeparypa Haza 30 °C. Jla ce cbxpaHsBa B OpUTHHAIHATA OMAKOBKA C IIeTT
npena3BaHe OT Biara.

54 BI/I}] U CbCTAaB HA MbPBUYHATA OIIAKOBKaA

OPA/Al/PVC/Anymunnii nepdopupan omucrep, cabpxan 10 tabnerku: 10 X 1, 30 X 1 mum 60 X 1
TabJIeTKa 3a JbBUCHE B repopupaH eHO1030B OJIUCTED, B KAPTOHEHA KYTHS.

He Bcuukn pa3sMCpu Ha OIMaKOBKaTa Morart aa 6’LI[aT npeajiaranv Ha masapa.
55 Cnelma.mm MEPKH 32 YHUINOKABAHEC HA HEU3IOJI3BAHU MPOAYKTH UJIN OCTATHIH OT TAX

BetepunapuuTe JIeKapCTBEHH MTPOTYKTH HE TPIOBa /1a ObIaT N3XBBPISHA Upe3 OTHATHU BOIN WU
OHNTOBH OTIAIBIIN.
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H3nomn3saiite nmporpaMm 3a BpPBHIAHC TMPU YHHUIIOXKABAHCTO HA HCHU3IOJI3BAHU BCTCPUHAPHU
JICKApCTBCHU IMPOAYKTU HIIKM OCTATbHOHU OT TAX B CBOTBETCTBUEC C H3HWCKBAaHHWATA Ha MECTHOTO
3aKOHOAATCJICTBO WM C BCHYKHM HAaIlMOHAJIHHM CHUCTCMHU 3a C'I)6I/IpaHC, MMPpUWJIOKUMHU 3a CBOTBCTHUA
BCTCPUHAPCH JICKAPCTBCH NPOAYKT.

6. HNME HA IIPUTEXKXATEJISI HA PASPEHIEHUETO 3A THPI'OBUSA

KRKA, d.d., Novo mesto

7. HOMEP HA PABPEHIEHUETO 3A ThbPT'OBUA

Ne 0022-3190

8. JATA HA ITbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThPI'OBUSA

JlaTta Ha TBPBOTO U3AaBaHE Ha pasperieHueTo 3a Thproeus: 21/06/2023.

9. JATA HA HOCIIEAHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

06/2023

10. KIACUPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
Jla ce oTITycka camo 10 JIEKapcKO MpeAucaHme.

[MoapoOHa nHpOpManus 32 TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B O6azarta
nannau Ha Cpro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

A-P AHTOHHNO PAJTOEB
3AMECTHHUK U3IIBJIHUTEJIEH JIUPEKTOP
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