ITPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Neptra kanku 3a yuu, pa3TBop 3a Kydera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 mo3a (1 ml) ceabpika:

AKTHBHM BelleCTBA:

Florfenicol: 16,7 mg

Terbinafine hydrochloride: 16,7 mg, ekBuBaneHTHH Ha terbinafine 6a3a: 14,9 mg

Mometasone furoate: 2,2 mg

ITomo1mHu BemiecTBa:

KauecTBeH ¢bCTaB Ha NOMOLIHHUTE
BE€IIECTBA U JIPYITUTE CbCTABKH

[Iponunen kapbonat

HpOHI/IJ'ICH TJIMKOJ

Eranou (96 porienTa)

Maxkporon 8000

Hpe‘-II/ICTeHa BOJa

BI/ICTpa, 663LIBCTHEI J0 XbJITA, JICKO BUCKO3Ha TCYHOCT.

3. KIMHNYHA THOOPMAIIUA

3.1 Bupaose :KMBOTHH, 32 KOUTO e npeanaznayed BJIII

Kyuera.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BU/ )KMBOTHH, 32 KOITO e NpeJHa3HAYEH MPOAYKTHT

3a jieyeHre Ha OCTHP BHHIIEH OTUT WK 000CTPSHE HA PEIUIUBUPAILl OTUT MPH KydyeTa, MPHUYUHEH OT
cMeceHu undekuuu ot Staphylococcus pseudintermedius v Malassezia pachydermatis.

3.3 IlporuBONOKA3aHHUSA

[la He ce u3MoaA3Ba IPU CBPHXUYBCTBUTEITHOCT KbM aKTHUBHUTE BEIIECTBA, KbM JIPYTH
KOPTHKOCTEPOUIN WIIN KbM HAKOE OT MMOMOIIHUTE BEILECTBA.

[a He ce u3non3ea npu neppopupaHo ThIaHYE.

[la He ce u3noa3Ba NpHU KydeTa ¢ TeHepaliu3upaHa JeMoeKo3a.

[a He ce u3non3Ba npyu OpEMEHHH WM Pa3IUIOAHN )KUBOTHH.

3.4 ChneumajHy npexynpe:kaeHust

bakTepranmHUAT ¥ TBONYHUAT OTHT YECTO Ca CIEACTBUE OT APYTH NMpU4nHH. [IpH )KMBOTHU ¢ aHaMHe3a
3a pelMIMBUPAIL BEHIICH OTHT TPsiOBa a ObIaT MOTHPCEHH OCHOBHHUTE MPUYMHH 32 CHCTOSHHUETO,
KaTO ajJeprys I aHAaTOMUYHA CTPYKTypa Ha yXOTo, 3a Ja ce u30erHe Hee()eKTUBHO JICUCHUE C

BETEPUHAPHHUS JIEKAPCTBEH IIPOAYKT.

[Tpu nmapa3uTeH oTUT TPsOBa Jia Ce MpHJIara MoIX0sII0 aKaAPUITUIHO JICYCHHUE.



Ymmre TpsaOBa 1a ce MOYHCTAT MPEeAn Mpuiiarane Ha npoaykra. [Ipemnoppusa ce ymmure 1a He Obaat
MOBTOPHO TMOYHMCTBAHU /10 28 THU CIie/I MpUilaraHeTo Ha nMpoaykTa. [Ipu KIMHIYHNTE N3NUTBAHUS 32
MOYUCTBAHE HA YIITUTE € U3MO0I3BaH caMO (PU3HMOJIOTUYCH Pa3TBOP MPEAH HAYAJIOTO Ha JICUCHUETO C
BETEPUHAPHUSI JIEKAPCTBEH MPOIYKT.

Ta3n xkoMOnHaIWs € IpeAHa3HaYeHa 32 JICYUCHHE HA OCTBP OTUT, KOTaTo ca JOKa3aH! CMECCHH
MH(EKIUY, TPUYMHEHHU OT 4yBcTBUTENHHU KbM florfenicol Staphylococcus pseudintermedius u
4yyBCTBUTEHU KbM terbinafine Malassezia pachydermatis.

3.5 ChnenuajHy NpeANasHH MEPKH IPH ynoTpeda

CrenpanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpyu BUIOBETE JKUBOTHH, 38 KOUTO €
npennasHauen BJII:

be3zonacHocTTa Ha BeTepUHAPHMS JIEKAPCTBEH MPOAYKT HE € JJOKa3aHa MMPH Ky4eTa Ha Bh3pacT Mo 3
Mecena. bezonacHocTTa 3a BUIOBETE )KUBOTHH, 338 KOUTO € MPEIHa3HAYCH HE € M3IUTBaHA NIPU KydeTa
¢ TenecHa maca o 4 kg. HezaBucumo oT ToBa, Mpy TEPEHHU NPOYYBAHUS HE Ca YCTAHOBEHU
mpo0JieMu ¢ 6€30MacHOCTTa IPY KydeTa ¢ TejiecHa Maca mmoj 4 kg.

Hpe):m npujaraHe Ha BETCPUHAPHUSA JICKAPCTBCH MMPOAYKT TpSI6Ba BHUMATCIIHO [1a CC Iperyicaa
BBHIIHUAT CIIYXOB KaHall, 3a 1a C€ rapaHTupa, 4€ ThIIaHYCTO HE € nep(bopnpaHo.

Tps6Ba na ObAc HaNpaBeH NOBTOPEH Iperiie]l Ha Ky4eTo ako IO BpeMe Ha JICUEHUETO CE MOSIBSIT
NpU3HAIM Ha 3ary0a Ha CIyX WIN BeCTUOYJIapHa TUCQHYHKIHSL.

CJICI[ Impujiarane MOxe Jia cc Ha6n}011a13a OBJIQ)KHABAHC Ha YIIHUTC UJIN 6I/ICT'bp CCKPET, KOCTO HE €
CBBP3aHO C MATOJIOTHATA HA 3a00JISIBAHETO.

VYnorpebara Ha NpoayKTa TPsOBa Ja ce OCHOBAaBa HA WACHTU(UIMpPAHE U TECTBAHE 32 YyBCTBUTEIHOCT
Ha 11eneBHsi(Te) maToreH(1). AKO TOBa HE € Bb3MOXKHO, JICUCHHETO TPsIOBa J]a ce OCHOBaBa Ha
eMUIEMUOJIOrMYHA HH(OPMALIUS ¥ TIO3HAHHATA 38 YyBCTBUTEIHOCTTA Ha LIEJICBUTE MATOTCHH Ha
MECTHO/PETHOHAITHO HUBO.

VYnorpebara Ha npogyKTa TpsiOBa 1a Ob/ie B ChOTBETCTBUE ¢ OPULIHATTHUTE, HALIMOHATIHUA U
pervuoHaIHi aHTUMUKPOOHH TOJIUTUKY.

AHTHOMOTHK C TIO-HHCHK PUCK 32 CEJICKIUS Ha aHTUMHKPOOHA PE3UCTEHTHOCT (MO-HUCKA KATETOPHS
AMEQG) tpsiOBa 1a ce U3M0I3Ba KAaTO JEYSHUE OT IbPBa JIMHUSA, KOTaTO TECTHT 38 YyBCTBUTEIHOCT
npearnosara BeposTHaTa e(pUKacHOCT Ha TO3U MOAXO,.

VYnorpeba Ha BeTepHHAPHHUS JICKAPCTBEH NPOIYKT, HECHOTBECTBAIIA HA YKA3aHUATA 1a/ICHH B
KpaTkaTa xapakrepructrka Ha nmpoaykTa (KXII), Moxke ga yBennyn pa3npocTpaHeHHETO Ha OaKTepUu
pe3ucrentau kbM florfenicol u Ha reOWUKY ycTONWYKMBH Ha terbinafine, u Moxe na HaMmanu
e(eKTUBHOCTTA Ha JICYEHUETO C IPYTH aHTUOMOTUIN U IPOTUBOI'bONYHH areHTH.

[Tpu u3cneaBanusnTa 32 HOHOCUMOCT ca HaOJI0AaBaH! MOHW)KEHU HUBA HAa KOPTH30JI CJIEA MpUjlarane
Ha MpoAyKTa (peAr U Ciiel] CTUMYJIAIUs ¢ aTpeHoKopTHKoTporneH xopmoH (AKTX)), koeTo mokassa,
ye mometasone furoate ce pe3opOupa 1 HaBIM3a B CHCTeMHAaTa upKyJamnus. OCHOBHUTE HAOIIOICHUS
npu 1X mo3a ca 6mmu HamaneH koprukaieH otroBop npu AKTX crumynarus, HamaieH abcooTeH
Opoii Ha TMMGOUUTH U €03MHO(DWIN, U HAMAaJICHO TerJIo Ha Haa0BOpeuHara xxJje3a. M3BecTHo e, ye
IPOIBJDKUTEIHOTO U MHTEH3UBHO NPHUJIaraHe Ha JIOKaJIHU KOPTUKOCTEPOUAHU NPOAYKTH NIPEIU3BUKBA
CHCTEMHH PEaKIINH, BKIIOYUTEITHO TIOTUCKaHe Ha HajmObOpednaTa pyukuus (k. 1. 3.10).

AKO Bb3HUKHE CBPBXYYBCTBUTEIHOCT KbM HSAKOS OT ChCTaBKHUTE, YXOTO TPSAOBA Ja ce u3Mue
cTapatenHo. [IOMbJIHATENTHO JIeYeHNe ¢ KOPTUKOCTEPOH U TPSIOBa J1a ce n30sTBa.

Jla ce u3mos3Ba ¢ MOBHINIEHO BHUMaHKE MTPH Ky4eTa ChC ChMHEHHUE 32 WIIU C MIOTBBPACHO CHIOKPUHHO
3abossBaHe (Hamp. 3axapeH IuadeT, XUIO0- WIH XUTIEPTHPECOUANIBM U 1Ip.).



TpsabBa ma ce B3eMaT MpeAna3Hu MEPKH, 3a Ja ce N30erHe monajaHe Ha BeTepUHAPHUA JEKapCTBEH
MPOAYKT B OUMTE HA TPETUPAHOTO KydUe, HaIlp. Upe3 3aJbpKaHe Ha IaBarta, 3a /ia He sl TpbCKa (BUK.
T. 3.9). Ilpu nonagane B ouuTte, Te TPSAOBA J1a CE MPOMUST OOHMITHO C BOJA.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a JUliaTa, mpujaaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHMBOTHHUTC!

BerepuHapHUAT IeKapCTBEH MPOAYKT UMa MMOTSHIIUAN Ja PEIU3BUKA CEPUO3HO JIpa3HEHE Ha OUUTE.
[IpoaykThT MOXKeE J1a TIOMAHE CIIYYaiiHO B OYHTE, KOTaTo Ky4eTo TPhCKa TJiaBa 1o BpeMe WIIn
HETNIOCPEICTBEHO CIIE]T IPUIIaraHeTo. 3a Jia ce n30erne TO3M PHCK 3a COOCTBEHUIIUTE, C€ TIPENOPhUBa
TO3U BETEpUHAPEH JIEKAPCTBEH MPOAYKT Ja Ce Ipujiara caMo OT BETEpHHAPHH JIEKAPH WM MO TEXEH
npsik Hanzop. [logxoasmy npeamna3sau Mepku (Hamp. HOCEHE Ha 3all[UTHU OYMIIA, CTAPATEITHO
MacakhupaHe Ha YITHHsI KaHaj CIie/l IpUiiaraHe, ¢ 1eJl PABHOMEPHO HaHACSHE HA MPOAYKTa,
3aJbpyKaHe Ha Ky4eTo cie]] IpuiiaraHe) ca HeoOXOJMMH, 3a Jia ce u30erHe nomajane B ounte. [pu
CIIy4aeH KOHTAKT C OYUTe, Te TPSAOBaA J1a ce MPOMUST OOHMITHO ¢ BoJia B mporbinkeHne Ha 10 — 15
MUHYTH. AKO CHMIITOMUTE C€ 3aCHJISIT, 1a CE MIOTHPCH METUIIMHCKH ChBET, KATO Ha JIeKaps ce
MPEIOCTaBH JIMCTOBKATA MM €TUKETa Ha MPOAYKTA.

He3saBucumo, ye npyu eKCiepuMEHTATHUTE IPOYUYBaHUS HE € YCTaHOBEHA BEPOSITHOCT 3a KOXKHO
Jpa3HeHe, TpsOBa Ja ce N305ArBa KOHTAKT Ha MPOJYKTa ¢ KokaTa. [Ipu ciydaiiHo monanaHe BbpXy
KO’KaTa, Ja C€é U3MHUE CTapaTesHo ¢ BoJa.

Moske na ObIe BpeaeH npu noribinane. [la ce n30sArea moripliaHe Ha MPOIYKTa, BKIIFOUUTEITHO Ype3
KOHTAaKT Ha phIleTe ¢ ycTara. [Ipu ciydaifHo morpiane, He3a0aBHO J1a C€ IOTHPCH MEIUITMHCKU

CBBCT, KATO Ha JICKaps €€ NMPCAO0CTaBU JIUCTOBKATA UJIKM €TUKETA HA ITPOAYKTaA.

CrenyaiHy Mpearna3Hd MEpKH 3a 3alliTa Ha OKOJIHATA cpejia:

He e npunoxxumo.

Jlpyru peana3sHyu MEPKH:

BesomacHocTTa 1 e(hUKacHOCTTa Ha BETEPUHAPHHSI JICKAPCTBEH MPOAYKT HE Ca OLCHEHH P KOTKHU.
HaGunronenue cnen myckaHeTo Ha MpOoAyKTa Ha Masapa MoKasBa, 4e yrnoTpedara Ha MPOoIyKTa Mpu
KOTKHU MOXe J1a ObJIc CBbp3aHa C HEBPOJIOTMYHY MTPU3HALHM (BKIIFOYUTEITHO aTaKCHsl, CHHAPOM Ha
Horner ¢ npoTpy3ust Ha TpeTHs KJerad, MH03a, aHU30KOpHs1), HAPYIICHUSI Ha BBTPEITHOTO YXO
(HakyaHsSHE Ha T7IaBaTa) ¥ CHCTEMHH NpU3HANHU (aHOopekcws u jaeTaprus). [lopaam ToBa TpsiOBa na ce
n30srBa ynorpebara Ha BETEPHHAPHUS JISKAPCTBEH MPOYKT MPH KOTKH.

3.6 HeOnaronpusiTHu peaKkuuu

Kyuera:
MHoro peaxu Epurema B MsCTOTO Ha npuiiokeHne, Br3nanenue B
MSICTOTO Ha MPUJIOkKEHHE, bollka B MACTOTO Ha
(mo-manko ot 1 Ha 10 000 TpeTupanu 1
MIPUIIOKEHHE

JKUBOTHH, BKIIFOYHUTCIIHO U30JIMPAHU

CBOOILEHHNS): |
XunepakTUBHOCT, Bokanuzanus

[ToBprlIane

['nyxora?, Hapymien ciyx?, PasctpoiicTBo Ha
BBTPEIIHOTO yX0, Tphckane Ha riaBata’




Ounu cmymenus (Hamnp. Onedapocnaszbm,
KOHIOHKTHBHUT, 513Ba Ha POTOBHLIATA, APa3HEHE HA
OYHTE, CyX KEPaTOKOHIOHKTUBUT)

ATtaxkcus, Hucrarem

AHopekcus
'HabGmroiaBanu ca HETMOCPEACTBEHO CIIE PHUIATaHE Ha MPOIYKTA.
>OCHOBHO TIPY Bb3PACTHU KUBOTHH.

Cro0miaBaHeTo Ha HEOIATONPUATHHU PEaKIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa HAa BEeTEPUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIIeHUATa TPsIOBa a ce M3MIpaIaT, 3a
NpEoYMTaHEe Ype3 BETEPUHAPEH JIeKap, WM Ha TIPUTEkKATEN s Ha pa3pelieHUeTo 32 ThPTOBHS, MU Ha
HAIIMOHAJHUS KOMIIETCHTEH OpTaH upe3 HAllMOHAJHATA CUCTEeMa 32 ChOOIaBaHe. 3a ChOTBETHUTE
JTAHHY 32 Bph3Ka BUXKTE JTUCTOBKATA.

3.7 ¥Ynorpeba no BpeMe Ha OPeMEeHHOCT, JTAKTAIMS WM sIHIleHOCeHe

bezonacHocTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT HE € JOKa3aHa 110 BpEME Ha 6pCMCHHOCT nu
JJaKTalus.

bpeMeHHOCT M TaKTaIMA:

He ce mputara mo Bpeme Ha OpeMEHHOCT U JIAKTAIHSL.

3anIoageMOCT:

He ca nmpoBexxganu mpoydyBaHus 3a onpe/essaHe Ha ehekTra BpXy 3aIIoqaeMoCcTTa pH Ky4eTa. Jla He
Ce U3MO0JI3Ba MPH KUBOTHU 32 Pa3IuIo.

3.8 B3zaumoaeiicTBHe ¢ pyru BeTEPUHAPHHU JeKAPCTBEHH NMPOAYKTH U APYyru popmMu Ha
B3anMojieiicTBHe

He ca uzBectHn.

He e nokazana cbBMECTUMOCT C IPYTY NPOAYKTHU 3a MOYUCTBAHE HA YIIN, PAa3IMYHU OT (PU3HOJIOTHYEH
pasTBop.

3.9 HavuH Ha NPUIOKEHUE U JO3MPOBKA

IIpunarane B ymure.
EnHokpatHO TpeTupase.

[Ipenopbuntennara no3a ¢ 1 omakoBKa, ChabpiKalia eMHUYHA J03a (T.€. 1 ml pa3TBop) Ha
UHQEKTUPAHO yXO.
MakcHUMATHUAT KIMHUYESH OTTOBOP MOXKE Jie He Objie BUIUM J10 28 JTHU Clie]] IPHUIaraHeTo.

[Mpeau ynotpeba paskiareTe 10Ope 3a 5 CEKYHIM.

[Mpeau npunarane Ha NPOJYKTa, BEHIIHUAT YIIIEH KaHal TPsIOBa 1a ce MOYNCTH U TOACYIIIH.
Jlokato appKUTE OMAaKOBKAaTa 3a €JHOKpAaTHA yIOTpeda H3MpaBeHa, OTCTPaHETe Kanadkara.
W3non3BaiiTe ropHUs Kpai Ha Kaladkara, 3a Ja CUyIIUTe U OTCTPAHUTE HAIIBIIHO 3aIlyllajKkaTa OT
OIIaKOBKaTa 3a €HOKpaTHa yIoTpeoa.

3aBuiiTe HaKpaliHUKA 3a IPUJIaraHe Ha ONIAKOBKaTa 3a €JHOKpaTHa yHnoTpeoa.

Bxapaiite HakpaliHuKa 3a ipuiiarade B "HOEKTUPaHUS BHHIIICH YIIIeH KaHall M M3CTUCKANTE ISLT0TO
CBABPKAHUE B YXOTO.



Cren mpuaraie MacaKupamTe JIeko OCHOBaTa Ha yxoTo 3a 30 ceKyH[IH, 3a Ja c€ YJICCHH
PaBHOMEPHOTO paslpesielieHne Ha pa3TBopa. 3aphKTe INIaBaTa Ha Ky4eTo, 3a Jia ce n30erne
TpbCKaHE, B IPOIbIDKEHUE HA 2 MUHYTH.

3.10 CumnToMu Ha npeno3upaHe (A KOraTo € NPUI0KHUMO — NMPOLEAYPH HA JieiicTBHE MpH
CIELIHH CJIyYau ¥ AHTHIOTH)

[Ipunaranero B ymuTe Ha 0 IETKpaTHA MPEHOPbYUTENTHA /1032 MPE3 ABYCEAMUYHHI HHTEPBAIH, 32
00110 TpH TPETHPaHHUs, € IOHECEHO JJ00pe KaTo sUIO.

Haii-uzsiBennre peakiuu ca OMIIM ChOTBETHU HA NIPUJIATraHETO HA TTFOKOKOPTUKOMIH; CTICIIHDUIHUTE
HaOJIFO/IeHNsI BKITIOUBAT IMOTHCKaHe Ha Haf0bOpeuHus KopTukaieH orroBop kbM AKTX-ctumynanus,
HaMaJIeHO TerJio Ha HanObOpeuHaTa skiie3a 1 aTpous Ha aipeHANHUS KOPTEKC, TOHMKEH a0COTI0TEeH
Opoii Ha TMMOUUTHUTE U €O3MHO(PUIINTE, TOBHUIICH aOCOMIOTeH Opoii Ha HEYTPO(UIKTE, TOBUIICHO
TETJIO Ha YepHUs Jpo0 ¢ XenaToleTyJIapHO yrojeMsBaHe/[IUTOIUIa3MEeHa IPOMSIHA U HAaMAaJICHO TETJIo
Ha TUMyca. J[pyru MoTEeHIUAIHO CBBP3aHH C JIEYeHUEeTO e()eKTH BKIIOUBAT JIEKH IIPOMEHH B acriapTaT
amuHotpancgepasara (ACAT), oOmms npotens, xonecteposia, HeopranndHus pochop, KpeaTnHUHA U
kanmust. Cries 3 ceIMUYHY NTpUJIaraHus Ha JI0 5 THTH MPENoPbhUUTENHA /1032, TECTBAHHUAT MPOIYKT €
WHIyIAPaJ JIEKa epuTeMa B €IHOTO WIIM B JIBETE YIIH, KOSITO € OTIIyMsiIa B paMKUTe Ha 48 Jaca.

3.11 CneunuajiHM OTpaHUYEeHHs 32 yNOTpeda U CrelMaJHU yCJIOBHUS 32 yOTpe0da, BKJIIOYHUTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AHTUMHMKPOOHHM ¥ MPOTHBONAPA3ZUTHU BeTePUHAPHH

JIeKapCTBEeHH NMPOAYKTH, € LIeJI 1A ce OTPAHMYM PUCKBT OT Pa3BUTHE HA Pe3NCTEHTHOCT

IIpunarane ot BeTeprUHApPEH JIEKap WU IO HETOB MpPsIK HAJ30D.

3.12 KapeHTHH CpOKOBe

He e mpunoxumo.

4. DPAPMAKOJIOI'NYHA HHOPOPMANIUA

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):
QS02CA91

4.2 dapmakoguHAMHKA

BerepuHapHUIT IekapcTBEH MPOAYKT € GUKCHpaHa KOMOUHAIIUS OT TPHU aKTHBHHU BEIECTBA
(KOPTHKOCTEPOU I, TPOTUBOI'BONYHO CPEACTBO U aHTHOMOTHK):



Mometasone furoate ¢ KOPTHKOCTEPOH]I C BUCOKA aKTHBHOCT. [10100HO Ha PYTH KOPTUKOCTEPOUIH,
TOW UMa POTUBOBB3MAIHUTEIHH U TIPOTUBOCHPOCHKHH CBOHCTBA.

Terbinafine hydrochloride e anunamun ¢ u3paszena GyHruuuAHa aKTHBHOCT. TOH CEEKTHBHO
WHXUOWpPA paHHUSI €Tall OT CHHTE3a Ha eprocTepoll, KOUTO € OCHOBEH KOMITOHEHT Ha MeMOpaHaTa Ha
JIPOXKIN U IbOMYKH, BKIFOUNTEIIHO HAa Malassezia pachydermatis (MICoo 1 mcg/ml). Terbinafine
hydrochloride uma pa3nuueH HaYMH Ha ICWCTBUE B CPAaBHEHHE C a30JI0BUTE aHTUMUKOTHIIH, TOPAIH
KOETO HSIMa KPBCTOCAHA PE3UCTEHTHOCT C a30JI0BH aHTUMHUKOTHUIM. IMa chOOIIeHNs 32 HaMaJeHa in
Vitro 9yBCTBUTEIHOCT IIaMoBe Ha Malassezia pachydermatis, konto o0pa3yBat OHOPMIMH.

Florfenicol e 6akTeprnocTarnueH aHTHOMOTHK, KOWTO JIeficTBa Upe3 MHXUOUPaHEe CUHTE3a Ha
MIPOTEHHHM, KaTO CE CBbP3Ba U Bb37eicTBa Ha pubo3omMHara S0S cyOenuHuIa Ha OaKTePUUTE.
Herosust ciektsp Ha AeiicTBue BkItouBa ['paM-nionoxkutennure u ['pam-orpunarennu 6aktepuu, B
ToBa uncio Staphylococcus pseudintermedius (MICy oT 2 mcg/ml). In vitro akTHBHOCTTA Ha
florfenicol cpemty Pseudomonas spp. ¢ aucka (MICqo > 128 mcg/ml).

I'enunte 3a pesuctentHOCT KbM florfenicol, oTkpuTH B cTadUIOKOKH, BKIIOUBAT cfi U fexA. Cfr
moau¢unupa PHK B MsACTOTO Ha CBBp3BaHE HA JIEKAPCTBOTO (MPUYMHSABA HAMaJIeH aQUHUTET KbM
chloramphenicol, florfenicol u clindamycin), ¢f TeHa MOXe J1a IPUCHCTBA B IUTA3MHIU MK APYTH
TPaHCMHCHUBHH eJeMeHTHU. FexA xonupa cBbp3aHa ¢ MeMOpaHaTa eduIyKc cucTeMa (3acsramia KakTo
florfenicol, Taka u chloramphenicol), Hamupa ce B XpOMO30MH, KAKTO U B IJIa3MHIH.

4.3 dapMaKoKNHETHKA

CucreMHaTa pe3opOIHs Ha TPUTE aKTUBHH BEIIECTBA € ONpeesicHa Clie/l eIMHIYHO eTHOBPEMEHHO
NpUJIarane B eUHMS YIIeH KaHaJl Ha 3/[paBH KydeTa oT nopozaara burbn. CpeHUTE TMKOBY IJIa3MEHU
koHneHTparyn (Cmax) ca HuckH: 1,73 ng/ml Ha florfenicol, 0,35 ng/ml Ha mometasone furoate u

7,83 ng/ml na terbinafine HCI, mocTuraati npu tmax CbOTBETHO 24 yaca, 0,5 gaca u 20 vaca cief
TPETUPAHETO.

CreneHTa Ha TpaHCKyTaHHA Pe30POLHsI HA MPOAYKTHUTE 32 JIOKATHO MPHIIOKEHUE CE ONPEIes OT
MHOTO (haKTOPH, BKIIOYUTEIHO U IIEJIOCTTA Ha enuepManHara 6apuepa. Br3nagenuero Moxe 1a
yBEJIMYU TPAHCKyTaHHATa pe30pOLys Ha BETEPUHAPHU JIEKAPCTBECHU IIPOJIYKTH IIPe3 KoXKaTa, ChCelHa
Ha BBHILIHUS OTBOP Ha YIIHHUS KaHaI.

5. DAPMALEBTUYHU JAHHHU

5.1 OCHOBHHM HECHLBMECTHMOCTH

[Ipu numnca Ha TaHHM 32 CBBMECTUMOCT, TO3M BETEPHHAPEH JIEKApPCTBEH MPOAYKT He TpsiOBa 1a Oble
CMECBaH C JPyTy BETepUHAPHU JIEKAPCTBEHH MPOIYKTH.

5.2 Cpox Ha rogHoOCT

Cpok Ha TOJHOCT Ha KpailHUs BeTEpUHAPEH JIEKapCTBEH MPOIYKT MPOIyKT: 18 Mecera.
5.3 CuoeuuaJjiHu ycJ10BUsI 32 CbXpPAHEHUE

a He ce cpxpaHsBaBa mpu Temrepatypa Hag 25 °C.

5.4 Buau cbCcTaB HAa NBPBUYHATA ONIAKOBKA

EnnokpartHa, 3amevyarana, JJaMHHApaHa TyOW4Ka, chabpskamma 1 ml pa3TBop, ¢ MOJUTIPONMICHOBA
karauyka u otaeneH LDPE HakpaiiHuk 3a nmpuiarase, ornakoBaHa B IPO3padyeH IIaCTMACOB OJHCTeD.

Kapronena xyTus, ceabpkama 1, 2, 10 nam 20 6auctepa.



He Bcuuku pazmepu Ha onakoBKaTa MOTaT Ja ObJaT IpeajaraHy Ha rasapa.
5.5 Crhenuaanu MepKH 3a YHUILO0KABAHE HA HEM3MOJI3BAHU NMPOAYKTH WM OCTATBIM OT TAX

BerepunapHuTe JeKapCTBEHU MPOIYKTH HE TPsIOBa 1a ObaaT H3XBBP/ISHU Ype3 OTIIaHH BOIU MU
OUTOBHU OTIIAIBIIH.

W3nomn3BaiiTe mporpaMu 3a BphIIaHe IPY YHAIIOKABAHETO HA HEU3ITOJI3BAHN BETepPUHAPHU
JIEKAPCTBEHU MPOIYKTH WIHA OCTAThLM OT TSIX B ChOTBETCTBUE C U3UCKBAHUAITA HA MECTHOTO
3aKOHOJIaTEJICTBO M C BCUYKH HAIIMOHAHHA CHCTEMU 33 CHOMpPaHe, IPIIOKUMHE 32 ChOTBETHHUS
BETePUHAPCH JIEKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Elanco Animal Health GmbH

7. HOMEP(A) HA PASPEHIIEHUETO 3A ThbPI'OBUA

EU/2/19/246/001 (2 TyOuukn)

EU/2/19/246/002 (10 TyOmukm)

EU/2/19/246/003 (20 TyOmukm)

EU/2/19/246/004 (1 TyOuuka)

8. JATA HA TbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUSA

JaTa Ha TEPBOTO M3AaBaHEe Ha NMUIeH3 3a yrmorpeda: 10 nekemspu 2019.

9. JATA HA TIOCJIEAHATA PEJAKILIUS HA KPATKATA XAPAKTEPUCTUKA HA
INPOJAYKTA

{(MM/TTTT}

10. KJIACHPUKAIIUA HA BETEPUHAPHUTE JJEKAPCTBEHU TPOAYKTHU
[a ce oTIycka caMo 10 JIEKapCKO MpeIITUCaHHE.

[MoxpoOHa nH(pOpMaIHs 32 TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE 1a HaMepuTe B 6azaTa TaHHH
Ha Cpro3a otHocHO nponykrute (https://medicines.health.europa.eu/veterinary).



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

IMPNJIOKEHHUE I1

APYI'N YCJIIOBUA U UBUCKBAHUA KBbM PASPEIHIEHUETO 3A ThPI'OBUs

Hsama.



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA
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A.ETUKETH
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

Kapronena kytust

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Neptra Kanku 3a ymm, pa3TBOp

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

1 no3a (1 ml): 16,7 mg terbinafine hydrochloride, 16,7 mg florfenicol, 2,2 mg mometasone furoate

‘ 3. PASMEP HA OITAKOBKATA

1 TyOmuka
2 TyOW4KH
10 TyOuukm
20 TyOuIKH

4. BUJIOBE )KUBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

Kyuera.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

Ilpunarane B ymure.

‘ 7. KAPEHTHUM CPOKOBE

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[la He ce cpxpaHsaBa npu Temrneparypa Haxg 25 °C.

‘ 10. HAJAIMUCHT ,,IPEJAN YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.
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‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIUCBHT “JA CE CbXPAHSBA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Oaji€d OT IIorjicaa 1 Ha HECAOCTBITHU 3a A€1a MECTaA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

Elanco noro

14. HOMEPA HA PASPEIIEHUETO 3A ThbPI'OBUS HA BJIII

EU/2/19/246/001 (2 TyOnukm)
EU/2/19/246/002 (10 TyOmuxm)
EU/2/19/246/003 (20 TyOmuxm)
EU/2/19/246/004 (1 TyOnuka)

‘ 15. MAPTUJAEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

Bbancrep

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Neptra

¢

‘ 2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

16,7 mg terbinafine hydrochloride, 16,7 mg florfenicol, 2,2 mg mometasone furoate

‘ 3. NAPTUJIEH HOMEP

Lot{nomep}

| 4. CPOK HA TOJHOCT

Exp. {mm/rrrIT}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

KonTeiinep 3a exHOKpaTHa 1032

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Neptra

¢

‘ 2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

1 ml

‘ 3. NAPTUJAEH HOMEP

Lot{nomep}

|4 CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
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B. JUCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Neptra kanku 3a ym, pa3TBop 3a Kydera

2. CnbcraB

1 mo3a (1 ml) ceabpKa:

AKTHBHH BelllecTBa:

Florfenicol: 16,7 mg

Terbinafine hydrochloride: 16,7 mg, ekBuBaneHTHH Ha terbinafine 6a3za: 14,9 mg

Mometasone furoate: 2,2 mg

BI/ICTpa, 6€3LIBCTH3 J0 XbJITA, JICKO BUCKO3Ha TCYHOCT.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnayen BJIII
Kyuera.
4. Iloka3anus 3a ynorpeda

3a jieyeHre Ha OCTHP BHHIICH OTUT WK 000CTPSIHE HA PEIUIUBUPAIL] OTUT MPH KyUyeTa, MPHUYUHEH OT
cMmeceHn nHdeknuu ot Staphylococcus pseudintermedius v Malassezia pachydermatis.

5. IIporuBonokazanus

Jla He ce M3MOoJI3Ba MPU CBPHXIYBCTBUTEIIHOCT KbM aKTHBHUTE BEIIECTBA, KbM JPYTH
KOPTUKOCTEPOUIN UK KbM HIKOE OT MTOMOIITHUTE BEIIIECTRA.

[a He ce m3non3Ba npu nepdopupaHo THIIAHYE.

Jla He ce M3MOJ3Ba MPU Ky4eTa ¢ TeHepaI3upana JIeMoJIeK03a.

Ja He ce n3n03Ba Mpy OPEMEHHH WM Pa3IUIOIHU KUBOTHH.

6. CrnenuaJiHu mpexynpexaeHus

CHCLII/IaJ'IHI/I OpCAYINPECKIACHUA

BakTepuanHUAT ¥ TBOMYHHUAT OTUT YECTO Ca CIEACTBHUE OT APYTy NpudrHHU. [Ipy 5KMBOTHY ¢ aHAMHE3a
3a peIyIMBUpAIll BhHIIEH OTUT TPIOBa Aa ObJIAT MOTHPCECHH OCHOBHUTE MPUYMHU 32 ChCTOSIHUETO,
KaTo aJIeprHsl WJIM aHATOMHUYHA CTPYKTYpa Ha yXOTO, 32 Jia ce u3derne HeeeKTUBHO JICUEHUE C
BETEPUHAPHHSA JIEKAPCTBEH MPOTYKT.

IIpu mapa3uten oTHT, TPsAOBA J1a Ce MpHJIara MOIXO S0 aKAPUITHIHO JICYCHHUE.
VYmuTe TpsOBa Aa ce MOYUCTAT Mpey npuiiarade Ha npoaykra. Ilpenoprusa ce ymmire ga He Obaat
MOBTOPHO IMOYKCTBAHU 10 28 IHU ciell IpUIaraHeTo Ha npoAykra. [Ipyu KIMHUYHUTE U3NUTBAHUS 32

IMOYUCTBAHC Ha YHIUTEC € U3I0JI3BaH CaMO (1)I/I3I/IOIIOFI/I‘-ICH Ppa3TBOp Np€an HA4YaJIOTO Ha JICHEHUETO C
BCTCPUHAPHUSA JICKAPCTBCH IMPOAYKT.

17



Ta3u koMOMHAIWS € MTpeJHa3HauYeHa 32 JICUCHHE Ha OCThP OTHT, KOTaTo ca JIOKa3aH!u CMECCHH
uHGEeKIMY, MpUIrHeHu oT uyBcTBUTEHH KbM florfenicol Staphylococcus pseudintermedius u
4yyBCTBHUTENHU KbM terbinafine Malassezia pachydermatis.

CrenmanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpy BUIOBETE JKUBOTHH, 38 KOUTO €
npendasHauexn BJIIT:

besomacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOIYKT HE € I0Ka3aHa IMPU KydeTa Ha Bh3pacT moj 3
Mecera. be3omacHocTTa 3a BUOBETE )KHUBOTHH, 32 KOUTO € TIPeAHa3HauYeH He € H3MUTBaHa IPH KyJeTa
¢ TenecHa Maca o 4 kg. He3aBucumo oT TOBa, py TEPEHHH MIPOYUYBAHUS HE Ca yCTAaHOBEHH
npobiemu ¢ Oe30macHOCTTa MU KydeTa ¢ TenecHa Maca nof 4 kg.

[Ipenu nmpunarane Ha BeTEpUHAPHMUS JIEKAPCTBEH MPOAYKT TPIOBa BHUMATEIHO JIa C€ TIperiena
BBHHIIHUAT CIyXOB KaHall, 3a Ja Ce rapaHTupa, 4ye ThIIaHYeTO He € IepPOpHUpaHo.

Tps0Ba na Ob1e HaNpaBeH MOBTOPEH IMPETJIe]] Ha Ky4eTO aKo M0 BPEME Ha JICYEHHETO CE MOSIBIT
NpU3HAIM Ha 3ary0a Ha CIyX WIM BeCTUOYJIApHA TUCHYHKITHSL.

CJICI[ Impujiarane MOxe ia cc Ha6n}011aBa OBJIQ)KHABAHC Ha YIIHUTC UJIN 6I/ICT'bp CCKPET, KOCTO HE €
CBBP3aHO C MMATOJIOTHATA Ha 3a00JIIBaHETO.

Ynorpebara Ha IpoayKTa TPsiOBa 1a ce OCHOBAaBa Ha WACHTH(HULMPAHE U TECTBAHE 32 UyBCTBUTECITHOCT
Ha 1eneBus(Te) naTtoreH(u). AKO TOBa HE € Bb3MOXKHO, JICICHHETO TPsIOBa J1a ce OCHOBaBa Ha
€NMIEMHOJIOTHYHA HH(OPMALUS ¥ TIO3HAHUATA 38 YYBCTBUTEIHOCTTA HA LIETIEBUTE ATOI€HHU HA
MECTHO/PETHOHAITHO HUBO.

Ynorpebara Ha MPoAyKTa TpsiOBa ja ObJic B ChOTBETCTBUE C OUIIHATHUTE, HAI[MOHAIHU U
PEeruoHaIHn aHTI/IMI/IKp06HI/I TIOJINTUKU.

AHTHOMOTHK C IO-HUCHK PUCK 3a CEJIEKLHUS HA aHTUMUKPOOHA PE3UCTEHTHOCT (IO-HUCKA KATETOPHS
AMEQG) tpsiOBa 1a ce U3M0I3Ba KaTo JEYSHUE OT IbPBa JIMHUSA, KOTaTO TECTHT 38 YyBCTBUTEIHOCT
npearoiara BeposTHaTa eUKacHOCT Ha TO3U TOAXO.

Ynotpeba Ha BeTepUHAPHUS JIEKAPCTBEH MPOYKT, HECHOTBECTRAIA HA YKA3aHUITA TAJCHU B
JIUCTOBKATa, MOXE JIa YBEIMYH Pa3lIPOCTPAaHEHUETO Ha OakTepun pesucteHTHH KbM florfenicol u Ha
rbOMYKN YCTOWYMBH Ha terbinafine, u Moke 1a HaMau e(peKTUBHOCTTA Ha JICYCHUETO C APYTH
aHTHOMOTHIIN M POTUBOTHOMYHU areHTH.

[Tpu u3creaBaHuATa 32 TOHOCUMOCT ca HaOJI0AaBaH! MOHW)KEH! HUBA HAa KOPTH30JI CJIE/ MIpUIarane
Ha TIPOayKTa (MIPEeIu U Ciell CTUMYJIANUS ¢ aipeHOKopTHKoTporeH XxopMoH (AKTX)), koeto nokasBa,
ye mometasone furoate ce pe3opOupa 1 HaBIM3a B cHCTeMHaTa upKyJanus. OCHOBHUTE HAOIIOIECHUS
npu 1X no3a ca Owim HamaneH koptukaneH otroBop npu AKTX ctumynanusi, HamaneH abcomoTeH
Opoit Ha MMMAOINTH 1 €03MHO(IIIN, ¥ HAMAJICHO TETI0 Ha HanObOpedHaTa xie3a. M3BecTHo e, ue
MIPOIBIDKUTEIHOTO M MHTEH3UBHO TIPHUJIaraHe Ha JIOKAITHH KOPTUKOCTEPOUIHH MPOIYKTH MPEIN3BUKBA
CUCTEMHH PEaKIIMH, BKIIFOYUTEITHO TIOTUCKaHEe Ha Ha0bOpeuHaTa Gpynkuus (Buk. T. ,,IIpeno3upane’).

AXO BB3HHUKHE CBPBXTYBCTBUTCIIHOCT KbM HAKOSA OT CbCTABKUTE, YXOTO Tp$I6Ba Ja CC U3MH¢C
CTapaTciHo. ﬂOH’bJ’IHI/ITeHHO JICYCHUC C KOPTUKOCTECPOUIN TpFI6Ba Ja ce M30sTBa.

Jla ce u3Mo0I13Ba C MOBHUIIIEHO BHUMAHUE MPH Ky4eTa ChC ChMHEHHE 3a WITH C TIOTBBPJICHO SHJOKPHHHO
3a0o0ssBaHe (Hamp. 3axapeH IuadeT, XUIOo- WIH XUTIEPTHPECOUANIBM H 1Ip.).

Tps0Ba fa ce B3eMarT Mpena3sHu MEPKH, 3a 1a ce n30erHe Mmonagane Ha BETEPHHAPHUS JIEKAPCTBEH
NPOIYKT B OYUTE HA TPETHUPAHOTO KydUe, HAIp. Upe3 3aIbprkaHe Ha TIaBata, 3a Ja He s TPhCKa (BHIK. T.
,,CHBETH 3a MPABUIHOTO Mpriiarane Ha npoaykra“). [Ipu nonagane B oumTe, T€ TPSOBA 1a CE IPOMHUST
OOWMIJIHO C BOJA.

CrenyaiHy npeana3Hi MepKH, KOUTO TPsOBa Jia B3eMe JIMIETO, MPUJIaralio BeTePUHAPHUS JICKaPCTBEH
OPOAYKT HA JKMBOTHUTC:
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BeTepuHapHUSAT JIEKapCTBEH MPOAYKT UMa MTOTSHITHAI Ja TIPESIU3BUKA CEPHO3HO Apa3HeHE Ha OUHTE.
IIpoayKThT MOKE J1a TIOTIAIHE CITyYaifHO B OYHTE, KOTaTo Ky4eTo TphCKa IiiaBa Mo BpeMe WiIu
HETNIOCPEJICTBEHO CJIE]] TIPUIIaraHeTo. 3a Jla ce n30erHe TO3H PUCK 3a COOCTBEHUITUTE, CE MPETIOPbYBa
TO3U BETEPUHAPEH JICKAPCTBEH MPOJYKT J1a C€ MpUilara camo OT BETEPUHAPHH JIEKApU WIH MOJ TeXEH
npsk Hagzop. [logxoasmum mpeamasHu MEpKH (Hamp. HOCSHE Ha 3alTUTHU OYHIIa, CTAPaTEeITHO
MacaxupaHe Ha YITHHS KaHa CJIe[ Mpujlarane, ¢ el paBHOMEPHO HaHACSHE Ha MPOIYKTa,
3aIbpKaHe Ha Ky4eTo CJie]l IpuilaraHe) ca HeoOX0auMHy, 3a Jia ce n30erne nomagane B ounte. [Ipu
CJIy4aeH KOHTAKT C OYUTe, T¢ TPSOBA J1a ce MPOMUAT OOMJIHO € BoJa B MpoabipkeHue Ha 10 — 15
MUHYTH. AKO CHMITTOMHUTE C€ 3aCHJIAT, JIa Ce TOThPCH MEIUITMHCKH CHBET, KaToO Ha JIeKaps ce
MpPeA0CTaBU JUCTOBKATA UJIM €TUKETA HA IPOIYKTA.

HeSaBI/ICI/IMO, 4C MpU CKCIICPUMECHTAIIHUTE IMTPOYUYBaAHUA HE € YCTAHOBCHA BEPOATHOCT 3a KOXKHO
ApPa3HCHEC, TpH6Ba Ja ce M305TrBa KOHTAKT Ha MNpoAYyKTa € KOKarta. HpI/I CHy‘IaﬁHO nomnajgaHe BbpXY
KOXaTa, 1a C€ U3MHUC CTAPATCIHO C BOAA.

Moxe na Ob1e BpelleH Ipu noribiane. Ja ce n30srea norirpiiaHe Ha MPOAYKTa, BKIFOUUTEIHO Upe3
KOHTAKT Ha pbleTe ¢ ycrarta. [Ipu cinyuaitHo nmormpinane, He3a0aBHO Ja ce OThPCH METUITUHCKU

CBBCT, KaTO Ha JICKaps €€ Npea0CTaBu JIMCTOBKATAa UJIKM €CTUKETA HA IIPOJAYKTaA.

HDVFI/I Opcanasi MCPKH:

be3onacHocTTa U e(hUKACHOCTTA HAa BETEPUHAPHUS JICKAPCTBEH MPOIYKT HE Ca OICHEHH MPU KOTKH.
Habumronenue cnen myckaHeTo Ha MPOAYKTa Ha Ma3zapa MoKa3Ba, e yrnoTpedara Ha MPOIyKTa MPH
KOTKHM MOe Jja ObJie CBbp3aHa ¢ HEBPOJOTMYHH MPU3HAIHM (BKIIOYUTEIHO aTaKCHs, CHHAPOM Ha
Horner ¢ npotpy3ust Ha TpeTHs Kjenay, MHO3a, aHU30KOpUs), HApYLICHUS! Ha BbTPELIHOTO YXO
(HakyaHsHE Ha TJIaBaTa) U CUCTEMHH NpHU3Hauu (aHopekcus u Jeraprus). [lopaau ToBa TpsiOBa na ce
n30sTBa ynorpedaTa Ha BETepUHAPHUS JIEKAPCTBEH MPOIYKT MPH KOTKH.

BDCMCHHOCT W JJaKTalruAg:

be3onacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOAYKT HE € JIOKa3aHa o BpeMe Ha OPEMEHHOCT H
naktanus. He ce mpuiara o Bpeme Ha OpeMEHHOCT U JTAKTAIIUSI.

3anIoageMOCT:

He ca MPOBCKJAHU NPOYUBAHUA 3a OIIPCACIAHC HaA e(l)eKTa BBPXY 3aIIOAACMOCTTA IPU Ky4deTa. I[a HE
CC M3MO0JI3BA IIPpU ) XUBOTHH 34 PA3ILIOA.

BzaumoneiicTBre ¢ Ipyru BEeTEpUHAPHU JICKAPCTBEHU IPOJAYKTH U APYTH (OPMHU HA B3aUMOICHCTBHE:

He ca u3BecTHH.
He e noka3zana ChbBMECTUMOCT C IPYTH MPOAYKTH 3a TIOYNCTBAHE HA YIITH, PA3JIMYHHU OT (PH3HUOJIOTHUICH
pasTBop.

IIpenosupane:

[Ipunaranero B ymuTe Ha J0 NETKpaTHA MPEHOPBYUTEITHA J103a MPE3 ABYCEAMUYHI UHTEPBAIH, 32
001110 TpY TPETHPAHUS, € TIOHECEHO T00pe Karto 1su10. Hall-u3sBeHnTe peaknuu ca OWiIn ChOTBETHH Ha
NPUIAraHeTO Ha TIIIOKOKOPTUKOUIH; CrielIuQUIHNTE HAOTIOICHHSI BKITIOYBAT MIOTHCKAaHE Ha
HaIOBOpEUHNU KOPTUKATEeH OTroBop kbM AKTX-cTUMynaius, HaMajaeHo TEryo Ha Haa0hOpeuHaTa
JKjie3a M aTpo(us Ha aZpeHATHUSA KOPTEKC, IIOHMKEH a0COIIOTeH Opoii Ha TUM(OLIUTUTE U
eo3uHO(HINTE, MOBHIICH a0COMIOTEH Opoi Ha HEYTPO(DUIIHUTE, TOBUIICHO TETJIO HA YePHUS P00 C
XenaToLeTyapHO YyrojeMsBaHe/IUTOIUIa3MeHa MTPOMsIHA 1 HaMaJIeHO Terjio Ha Tumyca. pyru
MOTEHIUAIHO CBbP3aHH C JICYEHUETO e()eKTH BKIIIOYBAT JIEKU IIPOMEHH B acrapTaT
amuHOTpancgepaszara (ACAT), oOums npoTenH, Xoyecteposna, Heopranuauust Gocdop, kpeaTHHUHA U
kanmus. Cren 3 ceIMUYHY MTpUJIaraHus Ha JI0 5 ThTH MPEMOPbhUYUTENHA 103a, TECTBAHUAT MPOIYKT €
WHAYIUpAJ JIeKa epuTeMa B €JHOTO WJIH B IBETE YIIIH, KOSITO € OTIIyMsiJIa B paMKuTe Ha 48 Jaca.
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Crenpaaay orpaHrdeHus 3a ynorpebda M celMalHu YCIOBHUS 32 yIIoTpeoa:

HpI/maraHe OT BCTCPHUHAPCH JICKap WX IO HCTOB MPAK HAA30DP.

OCHOBHU HECHhBMECTUMOCTH:

IIpu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3W BETEPUHAPEH JIEKAPCTBEH MPOIYKT HE TPsOBa 1a Obae
CMECBaH C JAPYTH BETEPUHAPHU JIEKAPCTBEHH MTPOIYKTH.

7. HeOnaronpusiTHu peakuuu

Kyuera:

MHoro peaku (mo-manko ot 1 Ha 10 000 TpeTHpaHu KUBOTHH, BKIIIOYUTEIHO W30JUPAHH
CBHOOIIECHHU):

Epurema B MACTOTO Ha NpuiiokeHUe, Bh3naneHue B MACTOTO Ha MPUIIOKEHHUE, boika B
MACTOTO Ha IPHIIOKEHHUE!

XunepaktuBHocT, Bokanusamus'
[ToBpriIane
I'myxora?, Hapymen ciyx?, Pa3cTpoiicTBO Ha BETPEIIHOTO yX0, TphckaHe Ha riiapara’

Ounn CMYUICHUA (Hanp. 6H€(1)aPOCHa3’BM, KOHIOHKTUBUT, A3Ba HA pOroBulaTa, Apa3HCHC Ha
O4YHuTe, CYX KepaTOKOHIOHKTI/IBI/IT)

Artaxcus, Hucrarem

AHopekcus
'Ha6nrogaBany ca HEMOCPEACTBEHO CJIE IPUIAraHe Ha IPOIYKTa.
2OCHOBHO TIPU BBE3PACTHH KHBOTHH.

Cpo01maBaHeTo Ha HEOIAroMpHUATHH PEAKLIUH € BaKHO. ToBa MM03BOJIsIBA HEMPEKHCHAT MOHUTOPHHT Ha
Oe3omacHOCTTa HA MPOAYKTa. AKO 3a0eNeKnUTe HAKAKBU HEOJIAarONpHUsITHU PEakiiy, BKIIOYUTEIHO U
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3W JINCTOBKA MIJIM MHUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JeiCTBa, CBBPXKETE Ce MMEPBO ¢ Bammst BeTeprHapeH jiekap. MokeTe ChINo 1a chobmaBare
HeOIaronprATHU peakllny Ha IPUTEXKATENS Ha Pa3pelIeHHETOo 32 ThPrOBUs, KaTO U3ITONI3BAaTE JAHHNUTE
3a KOHTaKT B Kpasi Ha Ta3W JIMCTOBKA WK upe3 Bamiata HanioHanHa cucrema 3a cboOI1aBaHe:
{moapoOHOCTH 32 HAIMOHATHATA CUCTEMA } .

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE

Ilpunarane B ymure.
EnnoxpatHo Tpetupane.

[IpenopbunTenyara q03a € 1 omakoBKa, ChAbPIKaIlla eAMHUYHA J103a (T.e. 1 ml pa3tBop) Ha
MH(EKTUPAHO YXO.

MaxkcuMa HUAT KIMHAYEH OTTOBOP MOJKeE Jie He ObAe BUIUM J10 28 THU ClIe]] IPUIaraHeTo.
[penu ynotpebda paskiarere qo0pe 32 5 CEKyH/IH.

JlokaTo abpKUTE ONAKOBKATa 3a eHOKpAaTHA YIOTpeda u3npaBeHa, OTCTPAHETe Kanaykara.
Wznon3BaiiTe ropHUS Kpail Ha KalaykaTa, 3a J1a CUyIUTe 1 OTCTPAHUTE HAIIBJIHO 3aIyIIajKaTa OT
OTIaKoOBKaTa 3a eIHOKpaTHa ynorpeoa.
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3aBwiiTe HaKpaifHUKa 3a MpHUJIaraHe Ha OMaKOBKaTa 3a €JHOKpaTHa yHnoTpeoa.

Bxkapaiite HakpaliHuKa 3a npujiaraie B MHOEKTUPaHKs BHHIICH YIICH KaHall M M3CTUCKANUTE ISUT0TO
ChIBpKAHUE B YXOTO.

Mo, BIDKTE WIIOCTpAIIMUTE B Kpasi Ha TUCTOBKATA.

9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOIYKTA

[penu nmpunarane Ha MPOIYKTA, BHHIIHUAT YIIIEH KaHAT TPSOBA J]a C€ MIOYUCTHU U MOJICYIIIH.
Cren npuaraie MacaKapaiTe JIeko OCHOBaTa Ha yxoTo 3a 30 ceKyH/IH, 3a Ja c€ YJICCHH
PaBHOMEPHOTO pa3Mpe/ieliecHUue Ha pa3TBopa. 3aIpbKTe Ii1aBara Ha Ky4eTo, 3a Jia ce u30erae
TpBbCKaHe, B MPOJIbIDKEHIE Ha 2 MUHYTH.

10. KapenTHu cpokxoBe

He e npunoxumo.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

[a ce cpxpaHnsiBa maned OT NorJieAa U Ha HEAOCTHITHHU 32 JIela MecTa.

[la He ce cpxpaHsABaBa ipu TemmnepaTypa Haz 25 °C.

[a He ce U3M0I3Ba TO3HU BETEPHHAPEH JIEKAPCTBEH MPOLYKT CIE] U3TUYaHE CPOKA Ha TOIHOCT,
MOCOYEH BhPXY KapTOHEHATa KyTHs U eTHKeTa Ha TyOnukara ciell Exp. CpoKbT Ha TOAHOCT OTrOBapsi
Ha [I0CJIeIHUS IEH OT TO3U Mecell.

12. ChnenmnajaHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapuuTe nekapcTBEHU MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBH OTIIAIBIIH.

W3nomspaiite porpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU IMPOAYKTH UJIX OCTATHIU OT TAX B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO
3aKOHOJATCJICTBO U C BCUYKHU IPUIIOKUMHU HAITUOHATIHU CUCTEMU 3a C’LGI/IpaHe. Tes3u MCPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHaTa cpcaa.

[MonmTaiite Bamms BetepuHapeH jekap win (papMarieBT Kak Jia YHUIIOKUTE HEHYKHH BETepUHAPHH
JIEKAPCTBEHU MPOIYKTH.
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13. Kuaacuduxanusi Ha BeTepUHAPHUTE Je€KAPCTBEHH NMPOIYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO MPCANMMUCaHunC.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS U Pa3MepH ONAKOBKHU
EU/2/19/246/001 - 004

EnnoxpatHa, 3anedarana, JJaMHHApaHa TyOWdKa, Chabpikama 1 ml pa3tBop, ¢ HOTUIPOITHICHOBA
kamauka u otaeieH LDPE HakpaiiHuk 3a nmpuiiarade, orakoBaHa B IPO3payeH IJIaCTMACOB OucTep.

Kapronena xytus, ceabpxama 1, 2, 10 wu 20 Gnmcrepa.

He Bcuukn PasMEpu Ha OITAKOBKATa MOrat Ja 6’L,I[aT npeajiaranv Ha masapa.

15. JlaTa Ha mocJjiefHATa pefaKIUs HA TEKCTA
{MM/ITIT}

IMToxpoOHa nHpOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HaMepuTe B 6azaTa
nanau Ha Chro3a oTHOCHO mpoayktute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

H[}I/ITC)KaTeJI Ha pa3pCHICHUETO 3a THhProByd U JaHHU 3a BPb3Ka 3a C£06gaBaHe Ha nIpearojaracMmu

HEOJIaronpHUATHH PEAKIIHHN:
Elanco Animal Health GmbH, Alfred-Nobel-Str. 50, 40789 Monheim, ['epmanus

Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 33000338 Tel: +372 8840389
PV.BEL(@elancoah.com PV.LTU@elancoah.com

Peny0auka bnarapust
Tem: +48 221047815

Luxembourg/Luxemburg
Tél/Tel: +352 20881943

PV.BGR@elancoah.com PV.LUX@elancoah.com
Ceska republika Magyarorszag

Tel: +420 228880231 Tel.: +36 18506968
PV.CZE@elancoah.com PV.HUN@elancoah.com
Danmark Malta

TIf: +45 78775477 Tel: +36 18088530
PV.DNK@elancoah.com PV.MLT@elancoah.com
Deutschland Nederland

Tel: +49 32221852372 Tel: +31 852084939
PV.DEU@elancoah.com PV.NLD@elancoah.com
Eesti Norge

Tel: +372 8807513 TIf: +47 81503047
PV.EST@elancoah.com PV.NOR@elancoah.com
EMLGda. Osterreich
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TnA: +386 82880097
PV.GRC@elancoah.com

Espaiia
Tel: +34 518890402
PV.ESP@elancoah.com

France
Tél: +33 975180507
PV.FRA@elancoah.com

Hrvatska
Tel: +36 18088411
PV.HRV@elancoah.com

Ireland
Tel: +44 3308221732
PV.IRL@elancoah.com

Island
Simi: +45 89875379
PV.ISL@elancoah.com

Italia
Tel: +39 0282944231
PV.ITA@elancoah.com

Kvnpog
TnA: +386 82880095
PV.CYP@elancoah.com

Latvija
Tel: +372 8840390
PV.LVA@elancoah.com

Tel: +43 720116570
PV.AUT@elancoah.com

Polska
Tel.: +48 221047306
PV.POL@elancoah.com

Portugal
Tel: +351 308801355
PV.PRT@elancoah.com

Roménia
Tel: +40 376300400
PV.ROU@elancoah.com

Slovenija
Tel: +386 82880093
PV.SVN@elancoah.com

Slovenska republika
Tel: +420 228880231
PV.SVK@elancoah.com

Suomi/Finland
Puh/Tel: +358 753252088
PV.FIN@elancoah.com

Sverige
Tel: +46 108989397
PV.SWE@elancoah.com

United Kingdom (Northern Ireland)

Tel: +44 3308221732
PV.XXI@elancoah.com

IIpousBoauTes, OTroBapsIIl 3a OCBOGO)KZ[aBaHCTO Ha nNapTHUIM:

KVP Pharma + Veterindr Produkte GmbH, Projensdorfer Str. 324, 24106 Kiel, 'epmanus
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