KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
KBbM PA3SPEIIEHHUE 3A THPI'OBHUS C BJIII Ne 0022-2045

1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Zoletil 100, (50 mg/ml+50 mg/ml) lyophilisate and solvent for solution for injection

for dogs and cats

3onernn 100, (50 mg/mi+50 mg/ml) nroduan3at u pa3TBOPUTEI 3a HHXKEKIIMOHEH Pa3TBOP 32 Kydera
1 KOTKH

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bceku daakon ¢ 970 mg nuodunmzar chabpika:

AKTHBHH BelllecTBA:

Tiletamine (as hydrochloride)...........cccccvvveivinennens 250,00 mg
Zolazepam (as hydrochloride)...........cccceveevrvnnnnne. 250,00 mg
Bceku ¢uakon ¢ 5 ml pazrBopHTeN ChaBpKA:

benzuno amkoxonm (E1519) ..., 0,100 g
BOJ1a 38 MHKEKIMM. . ...t eieeaneennn 10 5,00 ml

Bcexu 1 ml ot roToBHs pa3TBOp ChaBpKA:

AKTHBHM BellleCTBA:

Tiletamine (as hydrochloride).......................... 50,00 mg
Zolazepam (as hydrochloride)........................... 50,00 mg

ITomolHM BemecTBa:
Bcexu 1 ml ot roToBHs pa3TBOp ChabpKa:

KoanuecTBeH CbCTaB, aKO Ta3u I/IH(l)OpMaIIHH (¢
BaKHa C OrJI€A HA MPABUJTHOTO NIPpUJIaraHe Ha
BETCPUHAPHUSA JICKAPDCTBCH NPOAYKT

KayecTBeH ChCTaB HA MOMOIIIHUTE
BelleCTBA U IPYIUTE€ CbCTABKH

DaKkoH ¢ TUOPUIN3AT:

Hatpues cyndar, anxunpar

JlakTo3a MOHOXUApPAT

dDy1aKkoH ¢ pa3sTBoOpHUTEII:

Bbensuor ankoxoun (E1519) 20,00 mg

BO}_Ia 3a HHXKCKIIMHU

JInomnm3zat 1 pa3TBOPHUTEN 38 MHKEKIIMOHEH Pa3TBOP.

3. KJIMHUYHA HHOPOPMALUSA
3.1 BupgoBe :KMBOTHH, 32 KOUTO e npeaHa3HauyeHn BJIII

Kyuera u xoTku
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3.2 Tloxa3anus 3a ynorpeda 3a BceKH BHJ ;KUBOTHH, 32 KOWTO € NMpeAHa3HAYEeH NPOAYKTHT

AHecTe3us 3a MHUPOK KPBI' OT AUATHO3U U KPATKOMPOTHYAIIY XUPYPTUUECKU HHTEPBEHIIMH C MaJKa
00JIC3HEHOCT MPH CIICHUTE CIyYau: TPAHCTIOPT; U3CICIBAHUS, PEHTTCHOBY U3CJICABAHUS; OTOCKOTIHS
Ha HECTIOKOIHM XUBOTHH; TIOCTaBsHE HA KaTeThp, IPEH; TaTyupaHe; OMOTICUH;, ypUHAPHU U3CIICIBAHUS;
MOCTaBsHE Ha TUIIC, ITMHA; KACTPAIH; OBAPUECKTOMHUHU, OBAPUO-XUCTEPEKTOMUH; YPETPOCTOMUM;
BaJieHe Ha 350W, MaKCHIIapHA XUPYPTHs; KayJeKTOMUHN; OPTOIIEANYHH ONIEPaIlii; eHTEPOTOMHUHU.

3.3 IIporuBomoka3zanus

Jla He ce U3MoII3Ba NPY CBPbXYYBCTBUTEIIHOCT KbM aKTHBHUTE BEIIECTBA WIH KbM IIOMOIIHOTO
BEIIECTBO.

Ja He ce u3MoI3Ba NpH JKUBOTHH ChC CEPUO3HU CHPIICUYHHU U PECIUPATOPHH 3200 SIBAHUS HITH [IPH
KUBOTHH ¢ ObOpeyHa, MaHKpeaTHyHa WK YepHOIPOOHA HEJOCTATHYHOCT.

Jla He ce U3MoII3Ba NpH JKUBOTHHU ChC CUCTEMHO TpeTHpaHe ¢ opraHohochopHu mpenapaT.

Jla He ce U3M0II3Ba B Cllyyald Ha CEPUO3HO IIOBUILIABAHE HA KPHBHOTO HAJIATAHE.

Jla He ce U3MO0JI3Ba PY MALKMEHTH C TpaBMa Ha IJ1aBaTa WK MHTPAKPAHUAIHU TYMOPH.

3.4 CnenmajiHu mpexynpe:xaeHus

[Ipu xyueTa, Tl KaTo 30/1a3eNaMbT C€ ETUMHUHUPA 0-0BbP30 OT THIIETAMUHA, IPOIBIDKUTETHOCTTA Ha
celalusTa € I0-Majlka OT Ta3U Ha aHeCTe3UsATa.

3.5 CrhenuajaHu npeana3Hu MepKHU NMpH ynorpeda

Crenmanaiy npeana3sHy MEpKH 3a 0e3omacHa ynorpeda IIpy BUAOBETE )KUBOTHH, 34 KOUTO €
npennaszHaueHn BJIII:

[penu aHecTe3usITa )KUBOTHUTE TPSIOBA Ja ca MOJUIOKEHH Ha 12-4acoBa riajgHa Juera.

CaasteTe MpoTHUBOIIapa3uTHATA KanITka 24 gaca Ipeu aHeCTe3UsITa.

[IpoayKThT chABpKA OEH3UIIOB AIKOXOJI, 32 KOWTO € TIOKYMEHTHUPAHO, Y€ MPUYUHsIBA HeOIaronpusTHA
peakuuu mpu HoBOponeHH. [lopamu ToBa ymorpebaTa Ha BEeTEpUHAPHUS JICKAPCTBEH MPOIYKT HE ce
ImpernopbUBa Npyu MHOI'0 MJIaJid J)KUBOTHHU.

Crenuaidy IpeaasHd MEPKH, KOUTO TPsIOBa Jia B3EME JIMIETO, IIPHIJIATAIl0 BETEPUHAPHUS JIEKAPCTBEH
OPOAYKT HA )KUBOTHUTE:

HpI/I CHy‘IaﬁHO CAMOUHXXCKTHUPAHC, He3a0aBHO Aa C€ MOThPCHU MCIAULIMHCKU CHBET, KaTO Ha JICKaps CC
npeaocCTaBu JIMCTOBKATA WM €TUKETA HA IPOJAYKTa.

Jla He ce modupa nmopaju puck OT cearusl.

M3MmuiiTe BenHara KamkuTe, IMOMNAJHAIM BbpPXYy Koxkara M ouute. llpu pasnpasHeHHMe Ha OYHUTE,
He3a0aBHO J1a Ce MOTHPCHU MEIUITMHCKH ChBET, KaTO Ha JIEKaps Ce MPEI0CTaBH JINCTOBKATA WIIH €THKETa
Ha MPOJYKTa.

Wzmmuiite cu pplere ciien ynorpeoda.

To3mu mpoayKT MOKe Jja MpeMIHAaBa Mpe3 MJIalleHTapHaTa 6apuepa 1 MOXKe Jja OKa)ke BPEIHO BIHSHUE
Ha ¢etyca. Clie1oBaTeIHO BETEPHUHAPHUSAT JIEKapCTBEH NPOIYKT He TpsiOBa Ja ce mpujiara oT OpeMeHHN
YKEHU WM TaKWBa, KOUTO Mpearoiarar, ye ca OpeMeHHH.

BeH3mmoBHAT aaKoXoJ MOXe J1a MPUYMHN PEAKIIMK Ha CBPBXUYBCTBUTEIHOCT (AJIEPTUIHH PEAKIIHH).
Xopa ¢ ycTaHOBEHa CBPBXIYBCTBHTEIIHOCT KbM OCH3MIIOB aJIKOXOJ TPSIOBa J1a U305TBaT KOHTAKT C

BCTCPUHAPHUA JICKAPCTBCH MMPOAYKT.
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CroenmaiaHy npeAna3sHyu MEPKH 3a 3allliTa Ha OKOJHATa Cpea:

He e npunoxxumo.
3.6 He0aaronpusiTHu peakuuu

Kyudera u xotku:

MHoro peaku

(mo-maiko ot 1 ma 10 000
TPETUPAHH KUBOTHH,
BKITFOUHTEITHO U30JIMPAHU
CBHOOIIECHN):

HemnocpencTeena 60i1Ka Npy HHKEKTHpaHe

HeBponornuno HapyuieHue (KOHBYJICUH, KOMA, XUIIEPECTE3us)?,
[TpoabKUTEHA aHecTe3Us (MUOKIIOHYC, aTaKCHsl, Hape3a,
0e3M0KoiicTBO)®

HapyeHnve Ha JUXaTeTHATE MBTHINA (TUCITHES, TAXMITHES,
Opaaumnues ) *

ChpeuHO HapyleHue (Taxukapaus)> 4

CuCTeMHO HapylLICHUE
(mpocTpanus, XUMoTepMusl, XMUIepTepMus)?, Mano3a> *

Hapyiienue Ha 3eHULUTE?
Xunepcanupanus 2
ASKUTAIS?, BOKATH3AIH?

! Haii-uecTo cpemano mpu KOTKHTE.

2 I'maBHO 1O Bpeme Ha (hazaTa Ha CHOYKIaHE NP KydETO W MO BPEME Ha omepanuara u (aszara Ha

chOy’X1aHe MPH KOTKaTa.

% Ha6nromaBanu 1o BpeMe Ha (ha3aTa Ha Bb3CTaHOBSBAHE.

* IIpu mo3u ot 20 mg/kg u noseye.

Te3u HeOnaronpusTHY e)eKTH ca OOPATUMHU U U3YE3BAT CIIC]] CTMMUHUPAHE HA AKTUBHOTO

BCIICCTBO OT OpraHU3Ma.

CroOmaBaneTo Ha HEOMArOMPUSATHH PEAKIIUH € BayKHO. ToBa MO3BOIISIBA HEMTPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BeTEpUHAPHUS JICKapCTBEH MPOoayKT. ChoOIIeHHUTa TPAOBa J1a Ce M3Mpallar, 3a
MPEANOYNUTAHE Ype3 BETEPUHAPEH JIeKap, WM Ha PUTEKATEIS Ha pa3pelieHUeTO 32 ThPTrOBHS WK Ha
MCCTHHUA MY NPCACTABUTEI, NJIM HA HAIVMOHAJTHUA KOMIICTCHTCH OpraH 4Ype€3 HallMOHAJIHaTa CUCTEMaA 3a
cboOmIaBaHe. 3a ChOTBETHUTE JIaHHH 33 BPh3Ka BUKTE JINCTOBKATA.

3.7  Ynorpeba no Bpeme Ha OpeMEHHOCT, JIAKTALUS WU siilleHOCeHe

BbpemenHocT:

Moske J1a ce mpuiara 1o Bpeme Ha OpeMEHHOCT.

JlaGopaTopHuTe TpOyYIBaHUS MPHU KUBOTHU HE MOKA3BaT HUKAKBU JTOKA3aTENICTBA 32 TEPATOTCHHOCT

WK PETOTOKCUIHOCT.

JlakTamnus:

Moxe Ja C€ Ipujiara mo BpeMe Ha JIaKTalus.

3.8  BzaumopaeiicTBHE ¢ APYTU BeTePHHAPHU JIeKAPCTBEeHU MPOAYKTHU U Apyru ¢popmu Ha

B3auMoOJelcTBHE

HpeMeZ{I/IKaHI/IﬂTa C (beHOTHaBI/IHOBI/I TPAHKBUJIAHTH (Hanp. aHCHpOMaSHH) MOKE€ JOa I[pPpUYIUHHA
YBCJIN4YAaBAHEC Ha KapAWO-peCliupaTopHaTa ACHPECUd U XHUIIOTCPMUATA, KOUTO CC Ha6J'IIO,Z[aBaT B

nocieaHarTa (1)333 Ha aHCCTEC3UATA.
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Jla He ce mpuiaraT JIGKapcTBa, ChABPXKAIIM XJIOPaM()EHUKON MPeayd U 10 BPeME Ha ONepaTHUBHHS
TIepHOI, Thi1 KaTO TOBA I 3a0aBH ETUMHUHUPAHETO HA aHECTETHITUTE.

3.9 HauuH Ha npUIOKEHUE U TO3HPOBKA
WHTpaMyCKyIHO WM HHTPABEHO3HO MPHIIOKEHHE.

Ho3upoBka:

CrabpxkanreTo Ha (irakoHa ¢ troduin3ara ce pa3TBaps B 5 ml oT pa3TBOpHUTEIS.
Jlo3upoBkaTa € u3paseHa B Mg OT MPOAYKTAa, KOETO O3HAa4yaBa, 4Ye Pa3TBOPCHHAT MPOAYKT € B
koHneHTparusa 100 mg B ml u ceappika 50 mg TrnmeramuH 1 50 mg 3o0mazemnam B ml.

Koraro mpoaykTsT ce mpuiiara WHTPaMyCKYJIHO (HECHOCOOHOCT 3a CTOCHE OT 3 70 6 MHUHYTH) WIH
WHTPABEHO3HO (HECHOCOOHOCT 3a CTOEHE 3a I0-MajKO OT €JHAa MHHYTa), NPEHOpbUYHTEIIHATA
TepaneBTHYHA JIO3UPOBKA € CIICTHATA:

KYYETA

MHTpaMyCKyJIHO IPUIIOKEHNE

MHTpaBEeHO3HO NPUIIOKEHHE

W3creaBaHus 1 MHTEPBEHIINH,
MpUYHHABAIIM ciaba Oonka

7 no 10 mg/kg

5 mg/kg

MaJku XupyprudecKku 10 no 15 mg/kg 7,5 mg/kg
WUHTEPBEHIINH, aHECTE3Us

C KpaTKa MPOIBIIKHUTEITHOCT

Bonesnenn nHTepBeHIINN 15 no 25 mg/kg 10 mg/kg

KOTKHN

WHTpamycKyTHO IPUIIOKEHNE

MHTpaBEeHO3HO NPUITIOKEHHE

Wzcnenpanus 1 MHTEPBEHIIMH,
IpUYUHSBAIIHM ci1aba Ooika

10 mg/kg

5 mg/kg

OpTOHe,Z[PI‘IHI/I Orecpanunn

15 mg/kg

7,5 mg/kg

Mounst BuxkTE paszuen ,,HeOmaronpustHu peakiuu™ w/win pazaena ,,CUMITOMH Ha Tpeao3upaHe (u
KOTaTO € MPUJIIOKUMO — TIPOIEYypH Ha ACHCTBUE TIPH CIICITHU CIIy4Yau U aHTHIOTH), ThI KaTO MOTaT
Jia ce HaOJIIoJaBaT HEOIArONpPUATHY PEaKIMHU TPHU MPUIaraHe Ha MPOJIyKTa B TEPANIEBTUYHHUTE JTO3H.

AKO e He0OX0AMMO, MHTPABEHO3HOTO MPHJIOKEHUE Ha MPOIYKTa MOXKE [1a C€ MOBTOPH B J103a MEXIY
1/3 u 1/2 ot mbpBOHaYaIHATA, HO OOIIOTO KOJIMYECTBO HE TPsIOBa j1a HaaxBupIst 26,4 mg/kg.

HOSHPOBKaTa 3aBUCH OT BHU/Jla HA )KUBOTHOTO U TUIIA HA MHTCPBCHLUATA; KOpHUTI'Upa CC IO MPCLCHKATa
Ha JICKaps B 3aBUCUMOCT OT CbCTOSIHHUCTO Ha KUBOTHOTO (BLSpaCT, 3aTJIBCTABAHEC, TCXKa (1)0pMa Ha
OpraHHa HEJOCTATbYHOCT, CbCTOSIHUEC Ha IIOK, MHBAJIMAU3UPAIIIH 3a60JI$IBaHI/I${).

[IponpmxurenHocT Ha aHecTe3usTa: 20 10 60 MUHYTH B 3aBHCHMOCT OT J103aTa.

[IpoxykThT He TpsIOBa J1a ce MmpuiIara Kato eJJMHCTBEH aHECTETHK MPH 0O0JIe3HEHU onepaluy. B TakuBa
CiIy4au TpsiOBa Jja ce KOMOWHHUPA C TIOIXO I aHAJTETHK.

IIpenBapurenHa Xxupypruysa noAroToBKa:
KakTo Baku 3a BCHUKHM aHECTETHILM YXKMBOTHUTE TPsiOBa Jla ca MOJUIOKEHH Ha riiajgHa auera 12 gaca
HIpeay aHEeCTE3UsTa.

HpI/I Kyd€TaTa U KOTKHUTC MOKEC [a CC ooMucIu MOAKOXXHO NpHJIaraHe Ha aTpOInH 15 MHHYTHU HpEau
InpuiIaraHeTo Ha IMPOAYKTa 3a OrpaHHMYaBaHC Ha CalluBaluATa, HaMaJIIBaHE Ha CKCKpeOuiaTa U
HaMaJIsIBaHC pHCKa OT BaryCoB HIOK.
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[lepuoxa Ha BB3CTaHOBSABAHE:

AHanre3usaTa OpoabKaBa Mo-IbJIr0 0T XUpyprudeckaTa anecTe3nsa. Bp3BpbIlaHETO KbM HOPMAIHOTO
CBCTOSIHUE € MTPOTPECUBHO M MOXKE J1a MPOIBIKHU OT 2 10 6 4aca B CIIOKOWHa 00CTaHOBKa (M30sTBaHe Ha
MpPEeKOMEpEeH LIyM M CBETIMHA). Bh3cTaHOBsIBaHETO MOXe Ja ce 3a0aBW BCIEICTBHE Ha MpeJO3UpaHe
TIpY 3aTIABCTENH, Bb3PAaCTHU WM MHBATUAU3HUPAHU )KUBOTHH.

3.10 CumnroMu Ha mpego3upane (M KOraTo € MPWIOKMMO — NPOLEAYPH Ha JAeiicTBHe MpPHU
CIELIHHU CIYy4Yau U AHTHI0TH)

JHo3a ot 100 mg/kg e neraiHa 3a KOTKM M Ky4eTa, KOraTo € IpUIoKeHa HHTPaMyCKYJTHO, T.e. 5 1o 10
ITBTH HAJ aHECTETHYHATa J103a. B ciydyam Ha mpeno3upane u mpy 3aTIBCTENN U Bb3PAaCTHH KUBOTHH
BBH3CTAHOBSIBAHETO MOXeE Ja ObJe 110-0aBHO.

Hsma croemuduueH aHTHIOT YU JICUEHUETO € CUMNOTOMAaTHYHO. JloKcampamMbT MOXE Ja HMa
AHTArOHWCTUYHO NEHCTBHE CIIPSIMO TOBa HAa THWJIETaMWH-30J1a3elama, IMOBUIIABAHKH ChpJedHATa U
JIUXaTelHaTa YeCTOTa M HaMaJlsIBalKy Ieproja Ha Bb30yIa.

3.11 CneuuanHu orpaHuyeHus 3a ynorpeda u cneuMajHM ycJa0BHUs 32 ynorpeda, BKIYUTEIHO
OrpaHUYeHMs 32 YOTpedaTa Ha AHTUMMKPOOHU U NPOTHBONAPA3MTHH BeTePHHAPHHU
JIEKapCTBEHHU NMPOAYKTH, C [eJ 1A ce OTPAHUYM PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

3a IpHIIOKEHHE CaMO OT BeTepUHAPEH JIeKap.
3.12 KapeHnTHH cpoKOBe

He e mpunoxumo.

4 DAPMAKOJIOTUYHA NTHOOPMAILIUA
41 Berepunapen jJekapcTBeH anaTomo-TepaneBTudeH koja (ATCvet Code): QNO1AX99

42  @apmakoaMHAMHUKA

TuneTaMUHBT NMPUHAUICKH KBbM rpynata Ha (EeHIUKIMAMHUTE W (HapMakoJIOTMYHO € MOoJ00CH Ha

keramuna. Toi anraronmsupa NMDA-penentopute (N-methyl-D-aspartate) 3a crumynuparus

HEBPOTPAHCMHTED, TIIyTAMUHOBA KHceNnHa. TOM reHeprpa Taka HapeueHaTa AMCOIMAaTHBHA aHECTEe3us,

3aI[0TO MOTHCKA ONPEICICHN 00IacTH B IVIABHUS MO3BK, TallaMyca U MO3bYHATa KOpa, a IPYyTH, 10-

CIICIMATHO JIMMOUYHATA CHCTEMa OCTaBaT aKTHBHHU.

3onasenamMbT ¢ OeH30aMa3enuH U (hapMaKOJIOrMYHO € IMOJA00CH Ha Juasenama. MMa cegaTMBHO,

aKCHOJMTUYHO M MYCKYJIHO-pENIaKCHPAIIO ACHCTBHUE.

KomOuHanusTa 0oT JBeTe CyOCTaHIIMH B ChOTHOIIEHWE 1/1 ¢ JOmbiBaIIM ce JACHCTBUS OCHTYpsBa

clieAHNUTE eEKTH:

- Obp3a karanercusi, 6e3 Bb30y/1a, IOCJIEABAHA OT pellaKcalys Ha MyCKYIIUTE;

- CpejHa MO CTEMEH MOBbPXHOCTHA, BUCIIEPAIHA aHAIITE3Hs, KOSTO HACTHIIBA BeHATA;

- XHpypruvecka aHecTe3Hs C MyCKYJIHa peliakcallys, 3ara3BaHe Ha JapuHTealTHusl, GapuHreaTHus U
nanmnebpanen pediexc, 6e3 OynbdapHa nenpecus.

43 ®apMaKkoKHMHeTHKA

[lpn kyuera W KOTKM CieJ MHTpaMycKyJIHOTO mpwioxkenue Ha 10 mg/kg tunerammn m 10 mg/kg
30J1a3enaM MMUKBT Ha IJIa3MEHUTE KOHIEHTPAlMK CHhOTBETHO 3a TWieTaMHH M 30jazernaM (Cmax) ce
JocTHra B paMkuTe Ha 30 MUHYTH, KOETO TTOKa3Ba Obp3a pe3opOrusl.

TepMmuHamHAAT MOTYXKUBOT Ha TrieTamuna (T12) e 2,5 gaca nmpu kotku. [Ipu KyueTa e mo-kpaTsk (OT
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1,2 no 1,3 gaca).

TepMHUHANTHUAT MOMYKMBOT Ha 30J1a3elaMa € To-IbJIBI IPpU KOTKH (4,5 Jaca) B cpaBHEHHE C TO3H IPU
kydera (< 1 gac).

U nBere akTuBHU cyOCTaHIIMK Cce METa0OIM3UPaT B MHOr0 Brcoka cterneH. Ilo-manko ot 4% ot no3ata
ce OTKpuBa B HemeTabonusupaHa opma B ypuHara u no-majiko ot 0,3% BbB dekanuuTe.

5 DOAPMAIIEBTUYHHU JAHHU

51 OCHOBHH HECHLBMECTHMOCTH

He ca u3BecTHH.

5.2  Cpok Ha TOgHOCT

Cpok Ha TOOHOCT Ha KpailHAs BETEPUHAPEH JIEKAPCTBEH MPOIYKT — JIMOPUIN3AT: 2 TOTUHH.
Cpok Ha TOIHOCT CIie/ pa3TBapsHe B CbOTBETCTBHE C HHCTPYKIMUTE: [ JIHU TIPU TeMIIeparypa
mexay 2 °Cu 8 °C.

5.3 Cnenuajanm ycjaoBus 3a CbXpaHeHHe

Jla He ce cpxpaHsaBa npu Temieparypa Hax 25 °C.
Ha ce cpxpansBaT (pIakoHUTE BHB BHHIIHATA OMAKOBKA C I1eJ1 MPe/a3BaHe OT CBETJINHA.
Crien pasTBapsiHe Jia ce chxpansBa B xaaguiHuk (2 °C — 8 °C).

5.4 BI/I)I U CbCTAaB HA MbPBHYHATA OIIAKOBKA

Jlnodunuszar u pa3TBOPUTEI:

Besnseren, npo3paueH cTekieH (raakoH T I
BpomoOyTuinoBa rymena tana.

AJyMyHUEBA Kanmadka

OnakoBKu:

1 ¢nakoH, chapprkant 970 mg muodunusar u 1 ¢uakoH, cbappikant 5 ml pasrBopures.

10 ¢naxoHa, ceappkanty mo 970 mg muodunuzat u 10 daakoHa, chappKaiy 1mo 5 ml pa3TBopuTElL.
He Bcuukm pasmepn Ha onakoBKaTa MoraT Aa ObJar npeajarany Ha nasapa.

55 CrnenuajaHd MepKH 32 YHUII0KABaHe HA HEM3MOJI3BAHN MPOAYKTH HJIU OCTATHIH OT THAX

BerepunapHuTe JeKapCTBEHH MPOIYKTH HE TPOBa 1a ObJaT U3XBBPJISTHU Upe3 OTIAIHU BOJIU WU
OHUTOBH OTITATBIIN.

H3nomn3saiite nporpamMu 3a BpbIIAaHC IIPU YHUITOXKABAHCTO Ha HCU3IIOJI3BAHN BETCPUHAPHU
JICKApCTBCHU IMPOAYKTH UJIK OCTATHIHU OT TAX B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO
3aKOHOAATCJICTBO U C BCHYKNW HAITMOHAJTHHU CUCTCMHU 3a C'B6I/IpaHe, MPUIOKHUMHU 3a CHOTBETHUA
BCTCPUHAPCH JICKAPCTBCH NPOAYKT.

6 NME HA IIPUTEXKATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSA

VIRBAC
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7 HOMEP(A) HA PASPEIHLIEHUETO 3A ThPI'OBUS
0022-2045
8 JATA HA I'bPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThPI'OBUSL
JlaTa Ha TEPBOTO M3/1aBaHE HA pa3pelieHueTo 3a Thpropus: 06/2007 T.
9 JATA HA NOCJIEJHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTUKA HA
MPOAYKTA

23/10/2025

10. KJIIACU®UKAIIUA HA BETEPUHAPHUTE JJEKAPCTBEHHU NTPOAYKTHU
Ja ce oTIrycka caMo I10 JIEKaPCKO MPEIITUCAHNUE.

[Honpo6Ha nH(MOpMaIs 32 TO3U BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara JaHHU Ha
Cnro3a otaocHo npoaykrure (https://medicines.health.europa.eu/veterinary).

27.11.2025 r.

X

[-P KPACUMIWP 31ATKOB
OVPEKTOP HA AVPEKUWA KB
Signed by: KRASIMIR YANKOV ZLATKOV
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