NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHUS IEKAPCTBEH NIPOAYKT
ArthriCox 57 mg Tabnetku 3a ApBYCHE 32 Ky4eTa

ArthriCox 227 mg TaGiieTku 3a TbBYCHE 32 Ky4eTra

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcsika TabneTka 3a 1bBUCHE CHIBPIKA!

AKTHBHO BelIeCTBO:

ArthriCox 57 mg TabneTku 3a IbBYEHE
Firocoxib 57 mg

HnIIn

ArthriCox 227 mg TabneTky 3a AbBYCHE
Firocoxib 227 mg

ITomoiHu BemecTBa:

KauecTBeH chCcTaB Ha MOMOIIHUTE BeIIeCTBA U APYIUTE CHbCTAaBKHU

Lactose Monohydrate

Microcrystalline Cellulose

Hickory Smoke Flavour

Hydroxypropylcellulose

Croscarmellose Sodium

Magnesium Stearate

Caramel (E150d)

Silica, colloidal anhydrous

Yellow iron oxide (E172)

Red iron oxide (E172)

JKbnTokahsBu, KpBIIK, M3ITBKHATN TAOJETKY 3a IbBUYEHE C JETUTEIHA YepTa OT €HATa CTpaHa.
TabneTkuTe MOTaT J1a OBJAT pa3jieiicHy Ha 2 PaBHH YaCTH.

3. KINMHUYHA UHOOPMALIUS
3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHa3Hauyen BJIII

Kyuera.

3.2 TIloka3anus 3a ynorpeda 3a BceKH BU/I )KHBOTHH, 32 KOWTO e MpeHA3HAYEeH MPOAYKTHT

3a HaMalsgBaHe Ha OOJIKaTa u BB3MNAJICHUECTO, CBbP3aHN C OCTCOAPTPUTH IIPU KyUCTaA.

3a HaMaJsIBaHE Ha cliefoNepaTUBHATa 00JIKa M BB3MAJICHHETO, CBP3aHH C XUPYPTUIHA HHTEPBEHIINS

Ha MEKHUTE ThKaHH, OPTONIEANYHA U 350HA XUPYPTHsI PU KydeTa.



3.3 IIporuBomokazaHus

[a He ce M3MON3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO WIIM KbM HSIKOE OT
MOMOIIHATE BelecTBa./la He ce u3noi3Ba npu OpeMEHHH U JIAKTUPAILN Ky4eTa.

Jla He ce M3IM0II3Ba IIPH JKUBOTHHU Ha BB3PACT, MO-MaJika oT 10 ceaqMHUIM Wi ¢ TelecHa Maca, 110-
Manka ot 3 kg.

[a He ce U3M0M3Ba MpHU )KUBOTHH, CTPAAAIIN OT CTOMAIIHO-YPEBHH KPHBOU3INBHU, KPHBHA AUCKPA3HS
WITH XeMOParnyH{ HapyIICHUs.

Jla He ce mpuara eIHOBPEMEHHO C KOPTHKOCTEPOUIN WIH C APYTH HECTEPOUTHN
npotuBoBb3naiutennu cpeacrsa (HCIIBC).

3.4 CneuuajHu npexynpe:kaeHus
Hawma.
3.5 CnenuajHu npegnazHu MepKH NpH ynorpeda

CroenmanHy Ipea3Hi MepKH 3a 6e30macHa yrnorpeda Ipu BUIOBETE KUBOTHH, 38 KOUTO €
npenHaszHaueHn BJIIT:

[MpenopbuanaTa n03a, BIXK T. 3.9, He TpsAOBa 1a ObAe NPEBUILIABAHA.

HpnnaraHeTo IIpyU MHOT'O MJIaAX )KUBOTHU WUJIK IIPH )KUBOTHU C OYAaKBAHO WUJIU IIOTBHPACHO
MIOHIDKaBaHe Ha ObOpEeYHHUTE, CHPACUYHUTE WIIH YePHOIPOOHH (DYHKITUN MOXKE J]a TOBEIIE 10
JOI'BJIHUTEIJICH PUCK. Axo IMPUITIOKCHUECTO B TaKKBa ClIydau HEC MOXKE a CC I/I36CFHC, KHUBOTHHUTC
TpsOBa na ObAAT MOJ] BHUMATEIIHO HAOIIOICHUE OT BETCPUHAPEH JISKap.

Ja ce n30sTBa MPUIIAraHETO MPH KUBOTHU C IEXUIPATAIIH, XUIIOBOJIIEMUS MIIH XUTIOTEH3USA, ThI KaTo
MMa MOTEHIIMAJICH PUCK OT IMOBUIIICHa ObOpeYHa TOKCHUHOCT. J]a ce n30sirBa CbBMECTHOTO
MPUJIOKEHUE Ha TTOTCHIIUATHO HE(YPOTOKCHYHU TPOTYKTH.

To3u nmpoaykT TpsiOBa Ja ce M3MOoI3Ba MO/ CTPUKTHO HAOIIOeHIE OT BETEPUHAPEH JIeKap PH PHUCK OT
CTOMAIITHO-YPEBHU KPHBOU3IUBU WM aKO JKUBOTHOTO € ¢ ycTaHOBeHa HermoHocumocT kbM HCIIBC. B
MHOTO PEJIKH CITydau P KydeTa, TPETUPaHH ¢ MpenophyaHara g03a ca HabmoqaBann Ob0peyHn
W/WH YepHOIPOOHH HApYIIeHUs. BB3MOXHO € 4acT OT Te3u ciydau Jja ca UMalld CyOKIMHIIHO
0B0OpeyHO Wi YepHOIPOOHO 3a00IsIBaHe MTpeIu 3arouBaHe Ha TepanusaTa. CiemoBaTelHo ce
MpEenophYBa MPEU U MEPUOJANIHO 110 BpEMe Ha TepamusiTa Ja ce MpaBu MOIXO0IAII0 Jab0opaTOPHO
W3CJIe/IBaHe 3a YCTAHOBSIBAHE HA OCHOBHH OBbOPEYHM MM YEPHOAPOOHN OMOXUMHUYHU ITapaMeTpH.

Tpetupanero TpsiOBa Ja ObJie MPEyCTAaHOBEHO B CIy4all Ha yCTAaHOBSIBAHE HA HSKOH OT CIICHUTE
MIPU3HAIM: TOBTapAIIa ce TUapHsi, HOBPhIIaHe, (DeKannuu, MOKPUTH C KPBB, BHE3aITHO OTCla0BaHe,
aQHOPEKCHS, JIETaprusi, MOHIKAaBaHe Ha ObOPEUHNTE WM YEPHOAPOOHN OMOXMMUYHHU TOKA3aTeIH.

Crenpanany Ipeana3sii MEPKH 34 JIMIATa, IPUJIaraiiyd BETEpUHAPHUS JEKAPCTBEH MPOAYKT Ha
JKMBOTHHTE:

Pruere TpsOBa 1a ce u3MUAT cnex paboTa ¢ MpoIyKTa.

[Ipu ciryqaitHO TOrTBIIaHe, HE3a0aBHO J1a C€ MMOTHPCU MEIUIIMHCKHU CHBET, KATO HA JIEKaps ce
MPEIOCTaBH JIMCTOBKATA UM €TUKETAa Ha MPOAYKTA.

Paznenenute TabneTku TpsAOBa a ce BbPHAT OOpaTHO B OPUTHHAIHATA OMAKOBKA.

CrienmatHy Ipena3Hu MEPKH 3a 3aIlIiTa Ha OKOJIHATA cpefa:
He e npunoxxumo.

3.6 Heb6uaronpusiTHU peakuu

Bunose xxnBoTHH, 3a KouTo € nmpenHazHaueH BJIIL: Kyuera.



Heuectn [Mospbmane?, quapus’
(1 mo 10 Ha 1 000 TpeTupanu

>KUBOTHH):

Penxu PasctpolicTBo Ha HEpBHATa cucTeMa

(1 no 10 ma 10 000 TpeTupanu

>KUBOTHH):

MHoro penku br6peuno Hapymenue, YeproapoOHO HapyIIeHHE

(mo-manko ot 1 ua 10 000 tpetupanu
KMBOTHH, BKJIIOYUTEITHO N30JIUPAHU
CHOOIIECHU):

: OOMKHOBEHO € TIPEXO0JICH XapaKkTep U 00paTUMHU NP CITUpaHE Ha JICUSHHUETO.

[Tpu nosiBa Ha HEOIATONPHUATHU PEaKMK KaTo MOBPBIIaHe, MOBTAPAIIA ce JUapHsi, GeKaluu ¢
OKYJITHA KPbB, BHE3aIIHO OTcIa0BaHe, aHOPEKCHSI, JIeTaprus, IOHKaBaHe Ha ObOPEUHUTE MU
YepHOAPOOHN OMOXUMHUYHH TTOKa3aTeIy TpsiOBa Ja Ob/ie CIPSHO MPIIIOKEHUETO Ha MPOAYKTa U JIa Ce
MOTHPCHU CHBET OT BeTepuHapeH jekap. Kakro npu gpyrure HCIIBC e Bb3MOXHO Ja ce mosiBat
CEpUO3HU HEONATONPHUATHN PEaKM U B MHOTO PE/IKH CIIydal MOTat Jia ObJat araify.

Cro0ImaBaHeTo Ha HEOIAroNMPHUATHH PEAKIUHU € BaKHO. ToBa MMO3BOJISIBA HEMPEKbCHAT MOHUTOPHHT Ha
Oe30macHOCTTa Ha BETEPUHAPHUS JIEKapCTBEH NPpoAyKT. ChoOIeHusTa TpsiOBa 1a ce u3mparar, 3a
NpEANoYnTaHEe Ype3 BETePUHAPEH JIeKap, WM Ha IPUTEXKATENsI Ha Pa3pelieHUeTOo 32 ThPrOBUs WK Ha
HaIlMOHAJHUS KOMIIETEHTEH OpPIaH upe3 HallMOHAJIHATa CUCTEMa 3a ChoOIIaBaHe. 3a CbOTBETHUTE
JTAHHH 3a BpB3Ka BUXKTE CHILO JIMCTOBKATA.

3.7 ¥Ymnorpeda mo BpeMe Ha OPeMEHHOCT, JIAKTAIUS WIH sIiileHOCeHe

He ce npunara Ha 6peMeHHH W JTaKTHpAIU KyJeTa.

JlaboparopHuTte poy4BaHUsI MPH 3aiIIK ca JJOKa3aiy CIydad Ha TOKCHYHOCT 3a MaiKara u
(heTOTOKCHUYHOCT TIPH MpHUJIaraHe Ha J03H, TPUOIM3UTEHO PAaBHU HA MPETOPHYAHUTE JT03H 32
TpeTupaHe Ha Kyde.

3.8 B3ammopeiicTBHE ¢ IPYrd BeTEPHHAPHU JeKAPCTBEHH MPOAYKTH U APYTrH (popMH Ha
B3auMojelicTBHe

[IpenBapuTeTHOTO TpEeTUPaHE C APYTH MPOTHBOBH3MNAINTEIHN BEIIECTBA MOXKE JIa TOBE/E 10
JOTTBTHUTEITHH WIIH YBEJIIMYSHN HEONArOoNprsTHU PEaKkilui U ChOTBETHO TPsiOBa aa ce HaOro/1aBa
nepuo 0e3 JICYCHHE C TaKKMBa JICKApPCTBEHHU MPOJIYKTH 3a Hali-MaJIko 24 Jaca Mnpeay HadajaoTo Ha
JICUSHUETO C BeTEpUHAPHMSI JIEKapCTBEH MPOAyKT. [Ipu nepuosa 6e3 neueHue odaye TpsaOBa Jia ce
B3eMar npeaBu (PapMaKOKMHETUIHHUTE CBOWCTBA Ha M3IIOJI3BAaHUTE MIPEIU TOBA POIYKTH.

BerepuHapHHAT JIekapCcTBEH MPOAYKT He TpsiOBa ja ce npuiara egnoBpemMenHo ¢ qpyru HCIIBC unu
TJIIOKOKOPTUKOCTEPOUAH. [IpnnaraneTo Ha KOPTUKOCTEPOUIN MOXKE JIa YCHIIN Pa3si3BIBAHETO B
CTOMAIIIHO-YPEBHHUS TPAKT IIPU Ky4eTa, TPETUPAHU C HECTEPOUIHU ITPOTUBOBB3NAIUTEIHU CPEIACTBA.

[anuenTH, TpeTHpaHy eTHOBPEMEHHO C MPOLYKTH, ChABPKAIY CyOCTaHLIUH, TIOBIHSBAIIN
NPEMUHABAaHETO Ha KPBBTa Npe3 ObOpenuTe T.e. JUyPeTHLIN I HHXMOUTOPH Ha aHTHOTEH3UH
kouBeptupamus ea3uM (AKE), TpsOBa qa 0bp1aT noa KIMHUYHO HaOmoneHue. EqHoBpeMeHHOTO
MpHUjIarane Ha MOTeHIMAIHO He(DPOTOKCUYHN BETEpUHAPHH JIEKAPCTBEHH MPOAYKTH TPAOBa /1a ce
n305rBa, Mopaan ONacHOCT OT YBEJIMYaBaHE HA PUCKa OT ObOpedHa TOKCHYHOCT. AHECTETULIUTE MOTaT
Ja oBnusAT Ob0peunaTa nepdysus. [Ipunaranero Ha napeHTepaita (GayuaHa Tepamus Mo BpeMe Ha
XUPYypTrUYHA HHTEPBEHIIMS MOXKE Ja ce TIpUeMe, e HaMallsiBa MOTeHINATHATE ObOPEYHH yCIOKHEHUS,
KOIaTo NMepu-ONePaTUBHO CE M3MOI3BAT HECTEPOUAHH IIPOTUBOBB3NAIUTEIHH CPEICTBA.



[Ipu eTHOBpEMEHHO NIpWIIATaHe Ha JIPYTH aKTHBHHU BEIECTBa, KOUTO MIMAT BHCOKA CTEIIECH Ha
CBBP3BaHE C MMPOTCHHHU CE TIOJTy9IaBa KOHKYPEHTEH e(eKT ChC CBHP3BAIIOTO AcicTBHE HA firocoxib u
MOJKeE J]a C€ CTUTHE JI0 TOKCUYHOCT.

3.9 HauuH Ha NPHJIOKEHHE U T03UPOBKA

[epopanHo puIOKEHHE.
TabeTkuTe MOTaT 11a ce AaBar ¢ Wik 0e3 XpaHa.

OcreoapTpuTu:
ITpuem Ha 5 mg Ha 1 kg TenecHa Maca BeHBXK JTHEBHO, KAKTO € IMIOKA3aHO B TA0JIUIATA MO-J0JTY.

[IpoabmxUTEIHOCTTA HA TPETUPAHE 3aBUCH OT HabIroAaBaHus oTroBop. [lopanu ToBa, e
M3CIEIBAHMATA B IPAKTUKATa ca orpaHudeHu 10 90 1HH, MO-NPOABIKUTEIHO TPETUpaHe TpsiOBa 11a ce
NpaBu BHUMATEIHO U MPU PEAOBHO HAOIOJCHNE OT BETEpUHAPEH JeKap.

HamansBane Ha cinefjonepaTuBHaTa OonKa:
Benawk qHEBHO Mpuiiarane 3a nepuos 1o 3 quu Ha 5 mg Ha 1 kg TenecHa mMaca, KakTo € OIHCaHo B
Tabauuara no-goiy, KaTo NpueMa 3anoysa 2 yaca Ipeiy XUpypruyHara HHTepBeHLNS.

Cren opronenyHa XUPYPrHsl U B 3aBUCUMOCT OT HaOJIOIaBaHUS Pe3yJITaT, TPETHPAHETO TPU
U3I0JI3BaHE Ha €JJHA U ChILA JHEBHA J03a MOXKE J1a IPOJBIDKU CIIe] IbPBUTE 3 IHU IO IIPELEHKA Ha
JIEKyBalllUs BETEPUHAPEH JIEKap.

Tenecna maca (kg) Bpoii TabneTku 3a ApBUCHE CIIopell pazMepa I'panuim mg/kg
57 mg 227 mg

3.0-55 0.5 52-95
56-10 1 5.7-10.2
10.1-15 15 5.7-8.5
15.1-22 0.5 52-175
22.1-45 1 5.0-10.3

45.1 - 68 1.5 50-75

68.1 - 90 2 50-6.7

TabnerkuTe Morar aa ObAAT paszielieHd Ha 2 PaBHU YacTH, 32 Jla C€ OCUTYPH MPaBHIIHATA JI034.
Bcenuku octananu 9acty TabneTku TpsAOBa Ja ce U3IMOI3BAT IPHU CIEIBANIOTO MTPUIOKEHHE.

3.10 CumnroMu Ha mpeno3upane (M KOraTo e NpUJI0:KUMO — MPOLEAYPH HA JieiicTBHE NPH
CIELIHHU CIYy4Yau U AHTHI0TH)

IIpu kydera Ha Bb3pacT 10 ceagmuiy, B MOMEHTA Ha 3all0YBaHE HAa TPUMECEUEH KypC Ha TpeTHpaHe ¢
JHEBHU /1034, PABHU HJIM [10-BUCOKHU OT 25 mg/kg/neH (5 mbTH MO-BUCOKH OT IpenopbhyaHaTa 103a), ca
HaOJII01aBaHM CIICAHNUTE TOKCUYHU NPHU3aLM: 0TCIa0BaHe, BIOLICH areTHT, IPOMEHH B YEPHUS Ipod
(HaTpymBaHe Ha JTUIHIN), B MO3bKa (BaKyoJIM3allKs), B IBAHAIECETONPHCTHUKA (S13BM) U cMBPT. [Ipu
JTHEBHU JI03H, PABHU HJIH [TO0-BUCOKH OT 15 mg/kg/neH (3 mbTH MO-BUCOKH OT IpenophYaHaTa 103a),
NpuiIaraHd B MIPOABDKEHNUE Ha 6 Mecela, ca HabIoAaBaHu 1M0J00OHN KIMHWYHU IPU3HALHU, HO C T10-
HHUCKA TEKECT U YECTOTa U HE Ca YCTAHOBEHH S13BU Ha JIBAHA/IECETONPHCTHHUKA.

[Tpu Te3u mpoyuBaHus 3a 6€30MACHOCT, KIIMHUYHUTE NPU3HAIM Ha TOKCHYHOCT ca O 00paTuMu
NIpY HKOHW Kyd4eTa ciie]l IpeKpaTsIBaHe Ha Tepanusira.

IIpu xyueTa Ha 7- MeceyHa Bb3pacT B HAYAJIOTO HA TPETUPAHETO C 03U TIO-BUCOKH WJIM paBHU HA 25
mg/kg/neH (5 MbTH MO-BUCOKH OT TIPENIOpbhYaHaTa J103a), B MPOIbIDKEHIE Ha 6 Mecena ca Ouiu
HaOJII01aBaHH TaCTPOMHTECTUHAIHH HEOIaronpusiTHA peakiiy, KaTo MOBPbILAHE.

W3cnenBane 3a npego3upane He ca HAPaBeHU NP )KUBOTHU Ha BB3PACT, MO-ToJisiMa OT 14 Mmecera.

HpI/I IosAABa Ha KIIMHWUYHHU NPU3HAIHW Ha IPCA03UPAHE TPETUPAHECTO Tp$[6Ba Ja c€ NpCyCTaHOBU.



3.11 CnenuajHu orpaHnvyeHus 3a ynorpeda v crielaJHH YCJIOBHS 32 YNOTPeda, BRIIYHTETHO
OrpaHUYeHHs 32 yNoTpedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOAYKTH, € 1[eJ 1A ce OrPAHUYH PUCKBT OT Pa3BUTHE HA PE3MCTEHTHOCT

He e npunoxumo.
3.12 KapeHTHHM CpOKOBe

He e npunoxumo.

4. DPAPMAKOJIOTMTYHA UHOPOPMAILUS
4.1 BetepuHapeH JiekapcTBeH aHaToMo-TepaneBTHdeH Kol (ATCvet Code): QMO01AHI0
4.2 dapmakoguHAMHKA

Firocoxib e HCIIBC, npunaanexamnio kbM rpymna — Coxib, KoiiTo n3dupateaHo HHXuOupa
NpOCTarjaHJMHOBATa CHHTE3a, MENUpaHa oT IukiIookcureHasa-2 (COX-2). [ukmookcureHasara e
OTroBOpHa 3a o0pasyBaneTo Ha npoctarnanauan. COX-2 e u3opopma Ha enzuma. [lponynupa ce npu
IIPOTUBOBB3NAJIUTCIIHNU CTUMYJIM U CE€ IIPHEMaA KaTO IIbPBUYCH OTTOBOPHUK 3a CUHTE3aTa Ha
MIPOCTAaHOMIHHUTE MEIUATOPH 3a OOJKa, Bh3NalleHue u Tpecka. [’ pymnarta Ha Coxib ce xapakrepusupa c
aQHAJITeTUYHO, POTHUBOBB3MAIUTEIHO U AaHTUITUPETHYHO JieficTBre. CuuTta ce, ue COX-2 e BKIIIOYEH B
OBYJTAIUATA, UMILTAHTALIAATA U 3aTBapssHeTO Ha ductus arteriosus u ¢hyHKIIMUTE Ha IICHTpaTHATa
HEepBHA cucTeMa (Tpecka, ycenane 3a 6osika 1 KorHuTuBHa (yHKiws). [Ipu in-vitro usciensanus Ha
KydeIka 1su1a KpbB firocoxib mokassa mpubnmsutenHo 380 mbTH 1mo-BrCcoOKa cenekTuBHOCT 3a COX-2
B cpaBHeHue ¢ Ta3u 332 COX-1. Konuenrpanusra Ha firocoxib HeoOxoauma 3a naxubupane Ha 50 %
ot COX-2 (T.€., ICs0) € 0.16 (= 0.05) uM, moxato ICsg 32 COX-1 € 56 (= 7) uM.

4.3 dapmMaKkoKWHETHKA

Cren mepopaiHo MPHIOKEHUE MPH Ky4deTa B IpenopbhyaHara 103a oT 5 mg Ha 1 kg TenecHa maca
firocoxib ce pe3opOupa 6bp30, KaTO BpeMETO 3a AOCTUTaHE Ha MakcMaHa KOHIEHTPAIUS (Tmax) €
1.25 (£ 0.85) yvaca. ITuxosata kormnenTapanus (Cmax) € 0.52 (x 0.22) pg/ml (mpubnu3nuTeTHo
ekBUBaJeHTHA Ha 1.5 uM), obmacrra mox kpusara (AUC 0-24) e 4.63 (+ 1.91) pug x yac/ml, u
nepopaiHara 6uoHaaTugHOCT € 36.9 % (£ 20.4). IonyxuBoThT Ha enumuHupane (tin) e 7.59 (x 1.53)
yaca. [Ipubnmsurento 96 % ot firocoxib e cBbp3aH ¢ mia3MeHuTe nporenHu. Ciie; MHOTOKPaTHO
MePOPATHO TPUIIOKEHHE CTA0MITHO HUBO CE€ JIOCTUTA CIIE/l TPU THEBEH MPUEM.

Firocoxib ce MeTabomnu3upa MpeJUMHO Ype3 ICATKHINPAHEe U NIIOKOPOHUMPAHE B YePHUS IP00.
EnumuHupa ce 0CHOBHO upe3 )KIIbUKaTa U CTOMAIIHO-YPEBHHS TPAKT.

5. DOAPMAIIEBTUYHU JIAHHU

5.1 OcHOBHHM HeCbBMECTUMOCTH

He e nmpuioxumo.

5.2 Cpoxk Ha rogHocT

Cpok Ha rOJIHOCT Ha KpaifHus BETepUHAPEH JICKAPCTBEH MPOJYKT: 3 TOJAWHHU.

5.3 CneuuajHu ycjaoBusl 32 CbXpaHeHHe

To3u BETCPUHAPCH JICKAPCTBCH IMMPOAYKT HEC N3MCKBAa HUKAKBU CIICIIUAIHU YCJIOBHA 3a CHbXPAaHCHUEC.



54 Bwuau cbcTaB HA MBPBHYHATA ONMAKOBKA

Tabnerkute ce nmpegnarat B onmuctepu or PVC/PVDC u anymunmeBo ¢osnmo.

Pasmepu Ha omakoBKkara:

Kapronena xytus, cpappxama 30 TabneTKy.

Kaptonena kytusi, cpappkaiia 60 TabneTky.

He Bcuukm paszMepn Ha OmmakoBKaTa Morar fia ObJIaT IpeaiaraHy Ha masapa.

55 CheuuajHu MepKH 32 YHUII0KABAHE HA HEU3MOJI3BAH MPOAYKT HJIM OCTATHIH OT HEro
BerepruHapHuTE IeKapCTBEHH MPOIYKTH HE TPsAOBa Ja ObJaT U3XBHPISTHH Ype3 OTIAaJHH BOJIU HIIH
OMTOBHU OTMAIBIIN.

W3znomn3Baiite mporpamMu 3a BpbIlaHe IPH YHUIIIOKABAHETO Ha HEM3IOJI3BAHN BETEpUHAPHU
JIEKapCTBEHHU MPOJYKTH UM OCTATHIM OT TSAX B ChOTBETCTBUE C M3UCKBAHHATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKM HALIMOHAIHHU CUCTEMU 32 ChOUpaHe, MPUIOKUMH 38 ChbOTBETHUS
BETEPHHAPEH JICKAPCTBEH MPOIYKT.

6. HNUME HA TTPUTEXATEJISI HA PASPEHIEHUETO 3A THPT'OBUSA

Chanelle Pharmaceuticals Manufacturing Ltd.

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

EU/2/24/323/001-004

8. JATA HA ITbPBOTO U3JABAHE HA PASPELHIEHUETO 3A ThbPI'OBUSA

Jlata Ha TBPBOTO M3aBaHe Ha pa3penieHneTo 3a Thprosus: 24/10/2024

9.  JIATA HA MMOCJIEJHATA PEJAKLMSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJIYKTA

10. KJIIACU®UKAIMSA HA BETEPUHAPHUTE JJEKAPCTBEHU MPOAYKTHU
[a ce oTmycka caMo 10 JIEKapcKo MpeIITUCAHHE.

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TO3U BECTCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1a HAMCPUTC B Oasara JaHHU
na Crro3a otHocHo npoxykrute. (https://medicines.health.europa.eu/veterinary)



https://medicines.health.europa.eu/veterinary

HPUJIOKEHUE I1

APYI'U YCJIIOBUSA U UBNCKBAHUSA KBbM PASPELHIEHUETO 3A ThPI'OBUS

Hama



HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKETH
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NHOOPMAILIUS, KOATO CE U3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena kyrus.

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

ArthriCox 57 mg TabneTku 3a ApBYCHE 32 Ky4eTa
ArthriCox 227 mg TabieTku 3a TbBYCHE 32 Ky4eTa

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Firocoxib 57 mg
Firocoxib 227 mg

3. PASMEP HA OITAKOBKATA

30 TabneTkn 3a IbBUECHE
60 TabneTKy 3a IbBUECHE

4. BUJAOBE ’)KUBOTHMU, 3A KOUTO E INIPEJHA3ZHAYEH BJIII

Kyuera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYNHU HA TPUJIOKEHHUE

IlepopanHo NpuIOKEHHE.

‘ 7. KAPEHTHH CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mm/rrrr}
Bcewnukn octanany yactu TabIeTKH TpsAOBa /1a ce M3IOI3BAT MIPH CIIEIBAIIOTO NPHIOKEHHE.

‘ 9. CIIEHUAJIHU YCJIOBUA 3A CbXPAHEHUE

‘ 10. HAANUCDHT ,,IPEAU YIIOTPEBA MNPOYETETE JTUCTOBKATA“

ITpeau ynorpeba npodereTe JIMCTOBKATA.
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‘ 11. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTepuHaApHOMETUIIHCKA yIOTpeoa.

12. HAAIUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHUA
3A JIEHA MECTA”

I[a CC€ CbXpaHsBa Oaji€d OT IIOrji€aa U Ha HEAOCTBITHU 3a JI€1a MECTA.

‘ 13. HWME HA IIPUTEXATEJISA HA PASPEIIEHUE 3A THbPT'OBUSA

Chanelle Pharmaceuticals Manufacturing Ltd.,

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

EU/2/24/323/001 (57 mg, 30 tablets)
EU/2/24/323/002 (57 mg, 60 tablets)
EU/2/24/323/003 (227 mg, 30 tablets)
EU/2/24/323/004 (227 mg, 60 tablets

15. TAPTHIAEH HOMEP

[Maptuna {HOMED}
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MUHHUMYM UHOOPMALIUA, KOATO TPABBA JA BBJE U3IIMCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J1O3A

Bancrep

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

ArthriCox

tad

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Firocoxib 57 mg/rabmerka
Firocoxib 227 mg/Tabnerka

3. HAPTUJAEH HOMEP

[Maptuna {HOMEp}

| 4. CPOK HA TOJHOCT

Exp. {mm/rTIT}
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B. IUCTOBKA
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JIMCTOBKA

1. HanmeHoBaHue HA BeTePHHAPHHUS JIEKAPCTBEH MPOIYKT
ArthriCox 57 mg TabneTku 3a AbBYCHE 3a Ky4eTa

ArthriCox 227 mg TaGieTku 3a TbBYCHE 32 Ky4eTra

2. Cnbcras

Besika TabieTka 3a IbBUCHE ChABPIKA!

AKTHBHO BelIeCTBO:

ArthriCox 57 mg TabneTku 3a IbBYEHE
Firocoxib 57 mg

HIIn

ArthriCox 227 mg Ta0iIeTKHy 3a AbBUECHE
Firocoxib 227 mg

XKbarokadsiBu, KpbIJM, M3TBKHAIN TaOJIETKH 32 IbBUCHE C JCIUTEIHA YepTa OT €HATa CTpaHa.
TabnerkuTe Morat aa ObAAT pa3feicHH Ha 2 PaBHU YaCTH.

3. Bunose :kuBOTHH, 32 KOUTO e npeaHasHayen BJII
Kyuera.
4, Iloxa3zanus 3a ynorpeda

3a HamaisiBaHe Ha OoJIKaTa M Bb3MAJICHUETO, CBhP3aHH C OCTEOAPTPUTH MPHU KyUeTa.
3a HamaJsIBaHE Ha ClIe0NepaTuBHATa O0JIKA U BB3IIAJICHUETO, CBbP3aHH C XUPYPTUYHA HHTEPBEHIIMS
Ha MEKWTE ThbKaHU, OPTONEANYHA U 3b0Ha XUPYPrHsl IPU KydeTa.

5. IIporuBonokazanus

[la He ce M3MO03Ba MPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHOTO BEUIECTBO MIIM KbM HSIKOE OT
HOMOIIIHHTE BeliecTsa./[a He ce n3no3Ba npu OPEMEHHU 1 JIAKTHPAIIN Ky4eTa.

Jla He ce M3I0JI13Ba IPH )KUBOTHHU Ha BB3PACT, MO-MaJika oT 10 CeIMHIM WK ¢ TeJIeCHa Maca, T10-
Majka ot 3 kg.

[a He ce u3M0M3Ba PU )KUBOTHH, CTPAAAIIN OT CTOMAIIHO-YPEBHH KPHBOU3INBHU, KPbBHA AUCKPA3HS
WM XEMOParuyHu HapyIIeHus!.

Jla He ce npuiiara eTHOBPEMEHHO C KOPTUKOCTEPOH U ITH C JIPYTH HECTEPOUIHN
nportuBoBb3nanuTentu cpeactea (HCIIBC).

6. CrnenuaaHu npeaynpexieHus

CrenuaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0a Mpy BUIOBETE )KUBOTHHU, 34 KOUTO €
npendaszHauexd BJIIT:

[Ipunaranero mpu MHOTO MJIaJIi dKUBOTHU WK MPU KUBOTHU C OYAKBAHO MJIM TIOTBBHPIEHO
MIOHIKABaHEe Ha ObOPEYHHUTE, CHPACUHUTE WIH YEPHOIPOOHH (DYHKITUH MOXKE Jla TOBEJIE 10
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JIOIIBITHUTENICH PUCK. AKO MPUIIOKEHUETO B TAKUBA CIIy4au HE MOXKeE Jia ce 30erHe, )KUBOTHUTE
TpsIOBa Aa OBAAT IO BHUMATEITHO HaOII0IEHNE OT BETEpHHAPEH JIeKap.

[a ce n30srBa NpUIIaraHeTo MPH KUBOTHH C IEXUAPATALHS, XUTIOBOJIEMHSI MIIM XUTIOTEH3US, ThH KaTo
“Ma TTOTCHITMAJICH PHCK OT MOBHUINIeHa OBOpeyHa TOKCHYHOCT. J/[a ce n30sTBa CbBMECTHOTO
MIPUIIOKEHUE Ha TOTEHIINATHO HE(POTOKCHYHHU TPOIAYKTH.

To3u npoayKT TpsiOBa Ja ce U3IMOoJ3Ba MO CTPUKTHO HAOMIOACHUE OT BETEpUHAPEH JIeKap MIPH PUCK OT
CTOMAIITHO-YPEBHH KPHBOM3IIMBY WM aKO JKHBOTHOTO € ¢ ycTaHoBeHa HermoHocumocT kbM HCIIBC. B
MHOTO PEeIKH CIy4ad MpH KydeTa, TPETHpPaHH ¢ perophiaHaTa 103a ca HabmogaBann Ob0peuHn
W/UIM YepHOpOoOHY HapyIIeHHsl. BB3MOXKHO € 4acT OT Te3H cilyyad Jia ca UMalld CyOKITHHUYHO
O0BOpevHO MK YepHOIPOOHO 3a00IsIBaHe MPeIu 3amouBaHe Ha TepanusaTa. Clie10BaTeIHo ce
MIPeTophYBa MPEIN U IIEPHUOJUIHO 110 BpeMe Ha TeparusTa J1a ce IMPaBy IMOAXOIAIIO JJaOOPaTOPHO
M3CIEIBaHE 32 YCTAHOBSIBAHE HA OCHOBHU OBOPEYHM MU YepHOAPOOHN OMOXUMHUYHH MapaMeTpH.

Tpetupanero TpsiOBa 1a Ob/1e MIPEYCTAHOBEHO B CITydYail HA YCTAHOBSBAHE HA HSKOH OT CICTHUTE
NPU3HAL: TOBTApsIIa ce AUapus, TOBPBIIaHe, (eKaINH, TOKPUTH C KPBB, BHE3AITHO OTCIA0BaHe,
aHOPEKCHs, JIETaprusl, MOHMKaBaHe HAa ObOPEYHNUTE WIIM YEPHOAPOOHN OMOXMMUYHH TTOKA3aTEIH.

CroenuaaHy pe/Ia3Hyd MEPKH 3a JINIATa, IPHIarai BeTepUHAPHUS JEKAPCTBCH MPOAYKT Ha
JKHUBOTHUTC!

Priiete TpsiOBa fa ce U3MUAT ciex paboTa ¢ MpoIyKTa.

IIpwu cityyaiiHo HorTbInaHe, He3abaBHO Ja Ce MOThPCH MEIUIIMHCKH ChBET, KATO Ha JIeKaps ce
mpeaoCTaBu JIMCTOBKATa WJIM €TUKETA Ha IIPOAYKTaA.

Pa3nenenure tabnerku TpsidBa 1a ce BbpHAT 0OPATHO B OPUIMHAHATA OTIAKOBKA.

bpemMeHHOCT M JaKTanus.

He ce npunara Ha OpeMEHHU U JJAKTUPAIIH Ky4eTa.

JlaGoparopHuTe MPOyUBaHUs TPH 3akIH ca JOKa3ad ClIydyad Ha TOKCHYHOCT 3a MaiKaTa u
(heTOTOKCHUYHOCT TIPH MpHUJIaraHe Ha J03W, IPUOIM3UTEHO PAaBHU HA MPETOPHYAHNTE T03H 32
TpETUpPAHE HA Kyde.

BsaumMoseiicTBue ¢ Ipyru BETEpUHAPHU JIEKAPCTBEHU IPOAYKTH U APYIY (DOPMH Ha B3aHMMOIENHCTBUE:
[IpenBapuTeTHOTO TpEeTUPaHE C APYTH MPOTHBOBH3MNAINTEIHN BEIIECTBA MOXKE /1A TOBEE 10
JIOIBJIHUTEITHH WITH YBEJIIMYCHU HEOJArONpUsTHU PEaKIUi U ChOTBETHO TPsiOBa 1a ce HaOIro/1aBa
nepro 0e3 JIeYeHHe C TaK¥Ba JIEKapPCTBEHU MPOIYKTH 3a Hall-Mallko 24 Jaca mpean HadajaoTo Ha
JICYEHUETO C BETEPUHAPHUS JIeKapcTBEeH NMpoAyKT. Ilpu nepuona 6e3 nedenue obaue TpsiOBa 11a ce
B3eMar npeaBujl GapMaKOKMHETUYHUTE CBOMCTBA HAa M3MOJI3BAHUTE MIPEIU TOBA POIYKTH.

BerepuHapHUAT IekapcTBEH MIPOAYKT HE TPsiOBa aa ce npuiara exHoBpeMenHo ¢ 1pyru HCIIBC unu
TJIIOKOKOPTUKOCTepouIn. [IpunaraneTo Ha KOPTUKOCTEPOUIU MOXKE J1a YCHIIN Pa3si3BIBAHETO B
CTOMAITHO-4YPEBHUS TPAKT MPHU Ky4yeTa, TPETUPAHU C HECTEPOUIHN POTHBOBB3NAIUTEIHH CPEJICTBA.

[TauyeHTH, TPETUPAHU €THOBPEMEHHO C IPOLYKTH, ChABPKAIIY CyOCTaHIINH, TIOBIHBAIIN
NPEMUHABAHETO Ha KPBBTA Npe3 ObOpeInTe T.€. JUYPETHIIN MM MHXUOUTOPH HA aHTHUOTEH3UH
kousepTupanys enzuM (AKE), TpsOBa na ObaaT non KMHUYHO HaOmoaeHne. ExHoBpeMeHHOTO
npuiIaraHe Ha NOTEHIHUAIHO HePOTOKCUYHN BETEPHHAPHU JIEKAPCTBEHH NPOIYKTH TPsiOBa Aa ce
n304TBa, TOPAIN OMACHOCT OT YBEIMYAaBaHE HA PHCKA OT ObOpEeYHA TOKCHYHOCT. AHECTETHUITUTE MOTaT
Jia TOBNUSIAT ObOpeuHaTa nepdysus. [Ipunaranero Ha nmapeHTepaiiHa (GayuaHa Teparus 1Mo BpeMe Ha
XUPYPTUYHA HHTEPBEHIIMS MOXeE Ja ce MpHUeMe, 4e HaMalsiBa NOTeHIHAIHUTE ObOPEUHH YCIOXKHEHUS,
KOTaTO TIepH-OMEePATUBHO CE U3IOI3BAT HECTEPOUIHH MTPOTHBOBB3IAIUTEIHN CPEJICTBA.

HpI/I CAHOBPCMCHHO IMpUWJIaraHe Ha APYTI'd aKTUBHHU BCIIECCTBA, KOUTO MMAT BHCOKA CTCIICH HA

CBBP3BAHC C IMTPOTCHUHU CC 110JIydaBa KOHKYPCHTCH e(l)CKT CbhbC CBBHP3BAILIOTO ﬂeﬁCTBHe Ha firocoxib u
MOXE 1a C€ CTUTHE 1O TOKCUYHOCT.
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IIpenosupasne:
IIpu xydeTa Ha BB3pacT 10 ceamuIy, B MOMEHTA Ha 3all0YBaHE Ha TPUMECEUCH KypC Ha TPETUPaHE C

JTHEBHU JTO3U, PaBHU WJIU MMO-BUCOKHU OT 25 mg/kg/neH (5 mbTH 1M0-BUCOKU OT MpenopbuaHaTa J03a), ca
HAOJI0JaBaHU CJICTHUTE TOKCUYHU MPU3alK: 0TCIa0BaHe, BIIOIICH alleTUT, TPOMEHH B YEPHUS APO0
(HarpymBaHe Ha UMW), B MO3bKa (BaKyOJIM3allKs), B TBAHAIECETONPHCTHUKA (S13BM) U CMBPT. [Ipu
JTHEBHU JTO3H, PaBHU I MMO-BUCOKHU OT 15 mg/kg/nen (3 mbTH M0-BUCOKH OT MpenopbyaHaTa 103a),
MpUJIaraHy B IPOIbIDKEHUE HA 6 Mecella, ca HaOJIoIaBaHu MOA00HY KIIMHUYHU TPU3HAIH, HO C
MOHUCKA TEKECT U YECTOTA U HE Ca YCTAHOBEHHM 53BU HA JBAHAIECETONPHCTHUKA.

[pu Te3u mpoyuBaHus 3a 6€30MACHOCT, KIIMHUYHUTE NPU3HAIN Ha TOKCHYHOCT ca OHITH 00paTuMu
MIPH HAKOU KydeTa CJIe]l IpeKpaTsIBaHe Ha TepanusTa.

IIpu xyueTa Ha 7- MeceyHa Bb3pacT B HAYAJIOTO HAa TPETUPAHETO C 03U TIO-BUCOKH MJIM PaBHU HA 25
mg/kg/nen (5 TbTH MO-BUCOKH OT MpeNopbhYaHaTa J103a), B MPOIAbDKCHUE Ha 6 Mecela ca Omin
HaOJI0/JaBaHU TaCTPOMHTECTHHAIHY HEOJIArOMPHUSTHU PEaKIIUU, KaTO TIOBPBILAHE.

U3scnensane 3a mpeno3upaHe He ca HAIIpaBEeHH MPH )KUBOTHHU Ha BB3pacT, MO-rojisiMa ot 14 Mecera

ITpu nosiBa Ha KIIMHUYHY [IPU3HALM HA IPe03UpaHe TPETUPAHETO TPSAOBA Aa ce IIPEeyCTaHOBU.

7. He0aaronpusTHu peakuum

Bunose xuBoTHH, 3a kouTo ¢ npeanaznadeH BJIII: Kydera.

Heuectn [Mosprmane?, quapus’

(1 no 10 Ha 1 000 TpeTupanu
’KHBOTHH):

Penxu Pa3zcrpoiicTBO Ha HEpBHATa cucTEMA

(1 no 10 ma 10 000 TpeTupanu
JKHBOTHH):

MHoro penku bropeuHo Hapymenue, YHepHoAPOOHO HAPYIICHUE

(mo-maiko ot 1 Ha 10 000 TpeTrpanu
JKUBOTHH, BKJIFOUUTEITHO U30JIUPAHH
CHOOIIICHHU):

: OOMKHOBEHO € IPEXO0JIeH XapaKkTep U 00paTUMHU NP CIIUPAHE Ha JICUSHHUETO.

[Tpu nosiBa Ha HEOJIATONPUATHU PEAKIMH KaTO TOBPBIAHE, TOBTApSIIa ce JUaphs, PeKaTuH ChC
OKYJITHA KPBB, BHE3AITHO OTcIa0BaHe, aHOPEKCHSI, JIeTaprus, IIOHmKaBaHe Ha ObOpEeUHUTE MU
YepHOAPOOHH OMOXMMHUYHH [TOKa3aTeny TpsOBa Aa ObAe CHPSHO NPHIOKEHUETO Ha MPOAYKTa U Jia ce
MOTHPCH CHBET OT BeTepuHapeH nekap. Kakro npu npyrure HCIIBC e Bp3MOKHO 112 ce mosiBaT
CEpUO3HM HEOIArONPHUATHU PEaKM U B MHOTO PEIKH CIIydyal MOrat Ja Obaat daraiHu.

Cpo0mraBaHeTo Ha HEOIATONPUATHU PEAKITHN € BaXKHO. ToBa MO3BOJIsBa HEMTPEKHCHAT MOHUTOPHUHT Ha
Oe3o0rmacHOCTTa Ha MPOAYKTa. AKO 3a0eeuTe HIKAKBU HEOIArONPHUSTHA PEAKIIMU, BKIFOUHTEITHO 1
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3U JINCTOBKA MIJIM MUCITUTE, Y€ BETEPHHAPHHUSI JICKAPCTBEH TPOTYKT
He JIeliCTBa, CBhPIKETE ce MbPBO ¢ Baius BerepuHapeH jiekap. MoKeTe ChII0 J1a ChoOIaBaTe
HEOJIAarONpPUATHU PEaKIIMU Ha IPUTEXKATE/IS Ha Pa3pElICHUETO 32 ThPrOBUs, KaTO W3I0JI3BATE JAHHUTE
3a KOHTAKT B Kpasi Ha Ta3M JUCTOBKA WK Ype3 Bamara HarmoHa Ha cuctema 3a choOIaBaHe.

8. I[03I/Ip0BKa 34 BCCKM B/l )KHBOTHO, HAYUHHU U METO HA MPUJIO0KCHHUE

5 mg/kg BeHBXK JHEBHO.
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C nen HaMaysIBaHe Ha clieloNepaTHBHATA 0OJIKa M BH3MAJICHUETO )KUBOTHUTE MOTaT J1a ObIaT
TPETUPAHH 32 IEPUOJ 110 3 THH, aKO € HEOOXOIUMO, KaTo Ce 3all0YHE MPUOIM3UTEITHO 2 Jaca Mpeau
XUpypruvHaTa uHTepBeHnus. Cie/; opToneIMyHa ONepalisl U B 3aBUCUMOCT OT HaO0JI0JaBaHUS
OTTOBOP, TPETUPAHETO MPH U3IMOJI3BAHE HA €IHA U ChIIa JTHEBHA J103a MOXKE Jia MPOIBIIKY CIIE]T
MBPBUTE 3 JIHU TI0 TIPEIIeHKa Ha JICKYBAIllUs BETEpUHAPEH JeKap.

IlepopanHo mpuIoKeHHE.

Tenecna maca (kg) Bpoii TabneTkn 3a IBBUCHE CIIOPE pa3Mepa I'parnmm mg/kg
57 mg 227 mg

3.0-55 0.5 52-95
5.6-10 1 5.7-10.2
10.1-15 15 57-85
15.1-22 0.5 52-175
22.1-45 1 5.0-10.3
45.1-68 1.5 50-75

68.1 - 90 2 5.0-6.7

TabneTkuTe MoraT 1a ObJaT pa3felieHu Ha 2 paBHH YacTH, 3a /1a C€ OCUTYpPHY NpaBUIIHATA J103a.

9. CbBeTH 32 MPABUJIHOTO MPUJIAraHe HA MPOIYKTA

TabnerkuTe Morar aa ce AaBat ¢ Win 0e3 XxpaHa. [{a He ce mpeBuUIIaBa MpernopbuBaHarTa 103a.
[IpogpmkHUTETHOCTTA HA TPETHPaHE 3aBUCH OT HabmogaBaHust oTroBop. [lopaan ToBa, ye
W3CIIEJIBAHUATA B IPAKTUKATa ca OrpaHudeHu 10 90 THH, TO-NPOABIKUTEIHO TPETUpaHe TpsiOBa Jia ce
NpaBU BHUMATEIHO U MPU PEAOBHO HAOIOCHNE OT BETEpUHAPEH JIeKap.

10. KapenTHu cpoxoBe

He e mpunoxumo.

11. Cpoeuma/jiHM yCJIOBHS 32 CbXpaHeHUe
Ja ce cbxpaHsBa Jjajed OT IOIIea 1 Ha HeJOCTBIIHY 32 JIella MecTa.

To3u BeTeprHApEH JIEKapCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIMAITHA yCIIOBHS 32 ChXpaHEHHE.
Ja ce cpxpaHsIBa B OpUTrHHAIHATA OTIAKOBKA.

Jla HE ce M3Moa3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIEe U3THYaHE CPOKa Ha TOTHOCT,
MOCOYeH BHpXY eTukeTa cien EXP. CpokbT Ha TOMHOCT OTTOBApPs HA MOCIEAHUS ACH OT TO3M Mecell.

12. CroenuaJiHU NpeANa3Hu MEPKH NMPH YHUIIOKABAHE

BerepunapHuTe neKapCcTBEHU MPOIYKTH HE TPAOBA 1a ObAT U3XBBPISHU Upe3 OTIIaJHU BOIU HITU
OHWTOBH OTITAABIIN.

M3non3BaiiTe mporpaMu 3a BpbIIaHe MPU YHUILOKABAHETO HA HEU3IIOI3BAHU BETEPUHAPHU
JIEKapCTBEHU MTPOIYKTH WIIA OCTATBIIM OT TSIX B ChOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOATEJICTBO M C BCUYKH MPHIIOKUMHU HAIIMOHAJIHU CHCTEMU 3a chOupane. Te3n MepKH e
ITOMOTHAT 3a OTla3BaHE Ha OKOJIHATA CPela.

13. Kaacuduxauusi Ha BeTepUHAPHUTE JIeKAPCTBEHH NMPOIYKTH

213 C€ OTITyCKa CaMO IIO JICKAPCKO MPEAITMCaHnEC.
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14. HomMepa Ha pa3penieHHETO 32 THProBUsl U pa3MepH ONAKOBKHU
EU/2/24/323/001-004

Pasmepu Ha omakoBKkaTa:

Kapronena kytus, cpappikama 30 TabneTky.

Kapronena xytus, cpappxama 60 Ta0IeTKH.

He Bcnuku pa3MEpu Ha OIMMAKOBKATa MOraT aa 6T)IlaT npeajiaranu Ha 1masapa.

15. [lara Ha nmocJjieAHATa peJaKIus HA TeKCTa

ITonpoGHa mH(pOpMAanHs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYyKT MOXKE J]a HAMepHTe B 06a3ara JaHHU
Ha Cpro3a otHocHo npoaykrure(https://medicines.health.europa.eu/veterinary)

16. /lanHu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha pa3pCIICHUCTO 3a THProBUA U IIPOU3BOANTECI, OTTOBAPSIIT 34 OCBO60)K,Z[aBaHeTO Ha
IapTHUIW U JaHHU 34 BPBH3Ka 32 ChO0IIaBaHe Ha OpeanojaracMy HeOJIaronpusaTHU DEaKIUH .
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway, H62 FH90

Ireland

Telephone: +353 (0)91 841788

vetpharmacoviggroup@chanellegroup.ie
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