A.ETUKETH

NHOOPMAILUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY IITBPBUYHATA
OITAKOBKA

HDPE 6yTuaka / Ty6a

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Tanuden 200 mg/ml cycnensus 3a npuiaraHe BbB BOJa 3a MHCHE.

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Fenbendazole 200 mg/ml

3. PASMEP HA OITAKOBKATA

125 ml
1L
25L
5L

‘ 4. BUJIOBE )KNBOTHMH, 3A KOUTO E ITPEJJHA3HAYEH BJIII

[Munera u azanu.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYNHU HA TPUJIOKEHUE

Cycnensus 3a pujiaraHe BbB BOJia 3a IIHEHE.

‘ 7. KAPEHTHHU CPOKOBE

Kapentnu cpokose:

[Munera:
Meco 1 BbTpEIIHN OPTaHu:
6 nHu 3a qo3uporka 1 u 2 mg ¢pendenaazon/kg TenecHa maca/ieH
8 nmuu 3a no3uposka 3 mg dhendenmazon/kg TenecHa maca/neH
Siua: Hyna gHu.

dazanu.

Meco u BbTpeUIHU Opranu: 6 1HU

[a me ce myckar (azaHuTe 3a JIOB MUHIMYM 6 ITHU CIIEeX Kpas Ha TPETHPAHETO.
Siua: Hyna gHu.

| 8.  CPOK HA TOJIHOCT

Exp. {mm/rrrr}

Cpok Ha rOJHOCT CJIe] IbPBO OTBApsIHE Ha ITbPBUYHATA ONIAKOBKa:3 Mecela.



CpoK Ha TOTHOCT CJIEe pa3TBapsHe B ChOTBETCTBUE C HHCTPYKITUUTE: 24 Jaca.

9. CIHEHUAJIHHA YCJIOBUA 3A CbXPAHEHUE

Kpaen BeTepunapen nekapcTBeH IPOIYKT U clied MbpBO oTBapsiHe: [a He ce 3ampassiBa. Jla ce maszu ot
3aMpB3BaHE.
MenukamenTo3Ha Bojia: [la He ce 3ampassiBa.

10. HAANUCDHT “IPEAU YIIOTPEBA MNPOYETETE JIUCTOBKATA”

[penu ynoTtpeda nmpoyereTe IUCTOBKATA.

11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAIIHUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIIHU
3A JEIIA MECTA”

I[a CC CbXpaHsBa Aajied OT Iorjieaa U Ha HEAOCTBIIHU 3a JI€1a MECTA.

13. HUME HA IIPUTEXXATEJISA HA PASBPEIIEHUETO 3A ThbPI'OBUS

Huvepharma NV

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

‘ 15. TAPTHUJAEH HOMEP

Lot {momep}

J-P BAIEHTUH ATAHACOB
3AMECTHHUK HU3ITBJIHUTEJIEH JJUPEKTOP



JIMCTOBKA

1. HawnmeHoBaHHe HA BeTEPHHAPHHS JEKAPCTBEH MPOIYKT

Famugen 200 mg/ml cycnensus 3a mpuiarase BbB BOJa 3a MHUEHE MPU MUJIETa U (ha3aHu.

2. CbcraB

Beeku ml cpabpika:

AKTHBHO BelIeCTBO:

Fenbendazole 200 mg

IMomonHu BelmecTBa:

Sodium benzoate 3mg

bsina o moutu Osiia CycrieH3us 3a Mpuiiaraie BbB BoJia 3a MHUCHE.

3.  BupgoBe KUBOTHH, 32 KOUTO € MpeaHa3HayeH BJIII

[Munera u pazanmu.

4, Iloka3anus 3a ynorpeoda

3a neuenue Ha nuiera, nHbekTupanu ¢ Heterakis gallinarum (Bw3pactau dopmu), Ascaridia galli
(Bp3pactau Qopmu), Capillaria obsignata (ew3pactau dopmu) wim Raillietina echinobothrida
(BB3pactau hopmu).

3a neuenue Ha dasanu, nadexrupanu ¢ Heterakis gallinarum (sb3pactau dpopmmu).

5. IIpoTuBONOKA3aHUA

I[a HEC CC HU3MO0JI3Ba IIpU CBPBXYYBCTBUTCIIHOCT KBM AKTUBHOTO BCHICCTBO WM KbM HIKOE OT
IIOMOIITHUTEC BCIICCTBA.

6. CrnenmnajaHu npeaynpexIeHns

CrenyaiHy peaynpeKaeHus:

BeTepuHapHHAT JEKapCTBEH MPOAYKT TPsIOBa J1a ce M3I0JI3Ba B MAKCHMAIIHATA MIPEopbYBaHa J103a OT
3 mg/kg/nen B mpoawmkenue Ha 10 mocnenosatennu quu 3a seueHue Ha Raillietina echinobothrida,
KOSTO C€ cpelia IMpu CBOOOAHO OTIIICKIAHH M TPATUIMOHHO OTIJICKIAHM [OMAIIHUA MTHIIH.
VIHTeH3UBHO OTINIeKIAHUTE MMHIETa Opoiliepy € Malko BEposATHO Ja Obaar 3apasenu c Raillietina
echinobothrida.

Henyxnara ymorpeba Ha aHTUIApa3WUTHU CpeACTBAa WM ynorpeba, OTKIOHSBAma CE€ OT
uHCcTpykuuure, aageHu B KXII, Moxxe ga yBelIHuM BEpOSITHOCTTAa OT PE3UCTEHTHOCT U J1a JAOBEIE 10
HamaleHa eukacHocT. PerieHuero 3a n3non3BaHe Ha BeTEpPUHAPHUS JIEKAPCTBEH MPOJYKT TPsiOBa a
ce OCHOBaBa Ha TOTBBP)KJIEHHE HA BHIA M TEXECTTa Ha IMapa3uTHOTO OpemMe WM Ha pHCKa OT
MH(EKIHS Bb3 OCHOBA Ha CMUAEMHUOJIOIMYHUTE My XapakTEPUCTUKH 3a BCAKO ATO.

[NoBrapsimara ce yrnorpeba 3a MpOALIDKUTENICH TIEPHOJL OT BpeMe, 0COOEHO KOraTo ce U3I0JI3Ba ChINUs
KJIaC BEIISCTBa, IOBHMIIIABA pPHUCKA OT pa3BUTHUE HA PE3UCTCHTHOCT. B paMKuTe Ha €IHO ATO
MOJTBPKAHETO HA MOAATINBY PEPYTUyMHU € OT CHIIECTBCHO 3HAUYCHHUE 32 HaMaJIsIBaHE Ha TO3M PUCK.
TpsibBa na ce U30srBa CUCTEMHO NPUIAraHo TpeTHpaHe Ha 0a3a MHTEPBAIM M TPETHPAHE Ha IISUIO0 SITO.



BmecTo TOBa, ako € OCBHIIECTBHUMO, TPSOBA Jla ce TPETHpaT camo M30paHU OTIEIHHU KXHUBOTHH MU
moATpyNH (HACOYCHO CEICKTUBHO TpeTrupaHe). ToBa TpsOBa Aa ce KOMOMHMpPA C MOAXOISIINA MEPKH 3a
OTIJICXKaHe U yNpaBJIicHUE Ha macuiiara. HacokuTe 3a BCIKO KOHKPETHO STO TPsAOBa Jia Ce MOTHPCIT
OT OTTOBOPHHUS BETCPUHAPEH JICKap.

IIpu ynorpebaTta Ha TO3HM BETEpUHAPEH JEKApCTBEH MPOIYKT TPsOBa Ja ce B3eMe MpEeABH MECTHATa
nH(GOpPMAIUS OTHOCHO YYBCTBUTEIIHOCTTA HA IIEJICBUTE MApPa3UTH, KOTaTO NMa TaKapa.

[IperopbuBa ce MO-HATATHIIHO HM3CIIEABAHE HA CIyYaWTe HA MOAO3MPaHa PE3UCTCHTHOCT, KAaTo ce
U3M0JI3Ba MOJIXOJAI JUarHocTHyeH meton (Hamp. Tect 3a HamansBaHe Ha Oposi Ha sifaTa BbB
¢pexamuute (FECRT).

[ToTBBpAEHATa PE3UCTEHTHOCT TPsIOBa Ja ce JOKJIA[Ba HAa MPHUTEkKATETs HA pa3pelIeHHETO 3a
THPrOBUS WM Ha KOMIIETCHTHUTE OPTaHu.

CroenuanHy NOpeAna3sHd MEpKHM 3a Oe3olmacHa ymoTpeba INpH BHIOBETE JKMBOTHH, 32 KOWMTO €
npexHaszHadeH BJIIT:

bezonacHocTTa Ha BETepHUHAPHMS JIEKAPCTBEH MPOAYKT MPH MPEAO3UpaHe HE € OICHSBaHA TP IHJIeTa
Ha Bb3pacT noj 14 qHu u npu (ha3aHu Ha Bb3PACT MO/ 3 CEIAMUIIH.

CrermaiHy npenasHi MEepKy, KOUTO TPSOBa Ja B3eMe JINIETO, MPUJIarainio BeTePHHAPHUS JICKapCTBEH
MIPOAYKT HA )KUBOTHUTE.

He morar nma Opmar u3kimroueHH eMOpPHOTOKCHYHH edeKTH. bpeMeHwTe >XeHH TpsOBa Ja B3eMmar
JOITBIHUTEIHY MIPEANa3HH MEPKH NIPU padoTa C TO3W BEeTEpHHAPEH JIEKapPCTBEH MPOIYKT.

To3u BeTepuHapeH J1eKapCTBEH MPOIYKT MOXKE J1a ObJie TOKCHUEH 3a XOpa CIejl MOTIIbIIaHe.

To3u BeTepuHapeH JIeKapCTBEH MPOIYKT MOXKE Jia TIPETU3BHKA Ipa3HEHE HA OUUTE.

Ja ce u30srBa KOHTAKT C KOXKara W/WIIM OYUTE W CIy4aliHO MOTIIbIAHE HA BETCPHUHAPHUS JIEKAPCTBEH
HPOJTYKT.

Ja He ce siz1e, Me WK My TIpH paboTa ¢ MPOoIyKTa

[1pu ciry4yaifHO MOTITBIIAHE Ha MPOIYKTA, /1a ce M3IUIaKHEe OOMJIHO ycTara ¢ YHCTa BOjAa M He3a0aBHO 1a
ce TMOThPCH MEAUIMHCKH ChBET. [Ipu cilydaeH KOHTAKT ¢ KOXKaTa WM OYMTe, Aa Ce U3IUIaKHE OOMITHO C
YHCTa BOJIA ¥ /1A C€ OThPCH MEANIIMHCKH CHBET.

Ja ce n3musAT phleTe cien ynorpeoda.

CrernmaiHy npeAnasHi MEpKH 3a 3allkTa Ha OKOJIHATA CpeJia;

BerepuHapHHAT JNeKapcTBEH MNPOAYKT HE TpsOBa 1a TMOnaga BBB BOJHM OaceliHW, TBU Karo
(eHOeHIa30TbT MOJKE J1a O'bJIe OMaceH 3a PUOH U APYTU BOJHHU OPTaHU3MHU.

[Topaau nuIica Ha OLIEHKA HA PUCKA 3a OKOJIHATA cpejia, He M3I0J3BaliTe TO3H BETePHHAPEH JIEKapCTBEH
npoaykT B no3a 3 mg/kg/nen B mpoabmkeHne Ha 10 JAHM NPU MHTEH3WBHO OTIJICKIAHU OpoiiepH
(BWXTE CBHIO TOUKA 3.4).

IITunm Hocauku:
Buxre cpuio cekuus L, [Ipenosupane.
ITnnera: Moxe aa ce npuiiara 1o BpeMe Ha SIHIEHOCEHE.

3anI0ageMOCT:

IIunera: be3omacHocTTa Ha BETEpUHAPHUS JIEKAPCTBEH MPOAYKT HE € JOKa3aHa IpU MbXKU NTUlU. B
TaKbB cnyqal‘/'l, a ce HpHnara HpI/I MBXKHU IITULHA CIICH npeueHKa HOHSa/pI/ICK oT OTFOBOpHI/IH
BEeTEpUHAPEH JIeKap.

®azanu: be3omacHocTTa Ha BETEpUHAPHUSA JIEKAPCTBEH MPOIYKT HE € T0Ka3aHa MpH (a3aHu,
OTITIeXK/IaHHM 3a Pa3IuIol. B TakbB ciydai, 1a ce mpuiara npu Te3W NTULHM CIIE] IPELeHKa 110J13a/pUCK
OT OTTOBOPHUSI BETEPUHAPEH JIEKAp.

BsaumoseicTere ¢ Apyru BeTepUHAPHM JIEKAPCTBEHN OPOAYKTH U APYTH (OPMHU HA B3aUMOJAEHCTBHE:
He ca u3BectHn.




IIpenosupasne:
He ca nabmromaBaHu HEOIArOMPHUATHN PEaKIMK MpU Opoitiepn (Ha BB3pacT NpuoOIM3uTeNHo 14 aHN),

TpPETHpaHHU C 037 10 6,7 TbTH MaKCHMAaJIHATa IpenopbuuTenHa no3a ot 3 mg/kg Tenecna maca/mex 3a
30 gam w nipu asaHu (Ha MPUOIUZUTETHO 3-CEAMHYHA BB3PACT), TpeTHUpaHu ¢ mo3u 40 IbTH HaT
MPENOPbUYUTEITHATA.

He ca HabOnroaBaHu HEONMArOMPUSATHH PEAKIMH MPH MUJIETA, OTIIICKIAHN 32 HOCAUYKH U 3a PasIlIof,
TPETUPAHH C J03M YCTUPH MBTH HaJl MpenopbhunTenHaTa go3a ot 3 mg/kg renecua maca/neH, (tT.e. 12
mg/kg Temecna Maca/men) 3a 30 OHM, HO >KM3HECHOCOOHOCTTA HA ITOTOMCTBOTO (BKIIFOUMTEIIHO
HaMmaJieHa HHKYOaI[OHHA MMPEeKUBSIEMOCT, HaMaJIeHa IJIOZ0BUTOCT (ITO-MAJIKO W3JIONICHH SHIa) U Mo-
HHUCKa TelleCHa Maca Ha MUJIETaTa) Ce MOBIUSABA HEOIArOMPHUATHO TIPU Ta3H J103a.

[ToBumieHna yectota Ha U3MUECKH aHOMAJIMU Ha gilaTta ce HaOmrogaBa Mpu A03M 3- U 4-KpaTHO MO-
BUCOKM OT MaKCHMaJHaTa IpernopbuBaHa jgo3a oT 3 mg/Kg TemecHa Maca /IeH, NpujaraHa B
npoabkenue Ha 30 aHH.

He ca wabGmromaBanm HeOMarompuaTHH €PEeKTH BBPXY KHU3IHECITIOCOOHOCTTa Ha ITOTOMCTBOTO WITH
(U3MIECKUTE XapaKTEPUCTHKHU Ha SUTaTa IPH 2 ITHTH MO-BHCOKA OT MAaKCHMaJIHATA MIPETOPhUUTETHA
no3a ot 3 mg/kg/men (tmnera) 3a 30 THE IPKU HOCAYKH ¥ IITHIIH, OTTIICKIAHH 33 PA3ILION.

OCHOBHH HECHBMECTHUMOCTH:
[Tpu nurca Ha TaHHU 32 ChbBMECTUMOCT TO3U BETEPUHAPEH JICKAPCTBEH MPOYKT HE TPsAOBa J1a Obie
CMECBaH C JIPYTH BETCPUHAPHH JICKAPCTBEHH MPOTYKTH.

7. Heb6naronpusiTHu peakuuu
Hsma n3BecTHH.

CroOl1aBaHeTO Ha HEOJIATONIPHUATHH PEaKIMY € BakKHO. TOBa IMO3BOJISIBA HEITPEKhCHAT MOHUTOPUHT Ha
0e30rMmacHOCTTa Ha MPOIYKTa. AKO 3a0eNeUTe HAKAKBU HEOJIArONpPUSTHH PEaKIUH, BKIFOUUTEIHO H
TaKWBa, KOUTO HE Ca OMHCAHU B Ta3M JUCTOBKA WJIM MHUCIUTE, Y€ BETCPUHAPHHUSI JICKAPCTBEH MPOTYKT
HE JIeWiCcTBa, CBBpPXKETE Ce NBpPBO C Baius BerepuHapeH Jiekap. MokeTe ChIIO Ja ChOOIIaBaTe
HEONATONPUATHU pEaKIUM Ha TMPUTESKATEN Ha pa3pelieHHeT0 3a THPTOBUS WM  MECTHHS
MIPEJICTABUTEN HA TIPUTEXKATENS Ha pa3pelIeHUETO 3a ThPTOBUS, KaTO M3MOJI3BaTe JaHHUTE 32 KOHTAKT
B Kpas Ha Ta3u JIMCTOBKA WU upe3 Bairara HanroHaiHa cucTeMa 3a choOIlaBaHe.

8. Jlo3MpoBKa 3a BCEKH BH/I }KUBOTHO, HAYMHHU U METO/] HA MPHUJIOKEHUE
3a npuiaraHe BbB BOJIa 32 IHCHE.
Ja ce paskiatu 1o0pe npeau ynorpeoda.

Ascaridia galli u Heterakis gallinarum: [Tozara e 1.0 mg dbenbennason Ha kg TesecHa maca Ha JicH
(otrosapst Ha 0.005 ml oT BeTepuHapHHUS JIEKapCTBEH MPOAYKT). Ta3u no3a TpsiOBa a ce mpuiara 5
MOCJICIOBATEIIHH JTHU.

Capillaria obsignata: Tozara e 2.0 mg dpendenmaszon Ha kg Tenecna maca Ha fieH (otrosaps Ha 0.01 ml
OT BETEpHHAPHUS JIEKapCTBEH NMPOAYKT). Ta3u 1o3a TpsaOBa 1a ce npuiiara S mociae0BaTeTHN THH.
Raillietina echinobothrida: Mozara e 3.0 mg denbenmazon Ha kg TemecHa maca Ha feH (OTroBaps Ha
0.015 ml or BerepuHapHusi JnekapcTBeH mpoaykT). Tasu mo3a TpsOBa na ce mpwiara 10
HIOCJICIOBATEIIHH JTHU.

M3uncngaBane Ha mo3ara:

Heo0x0oauMOoTO KOTMYECTBO BETEPUHAPEH JICKAPCTBEH MPOAYKT 3a JICHS Ce U3YMCIIsIBa OT o0IIara
ompeneneHa TenecHa mMaca (Kg) Ha msiaTta rpymna nuieTa Wi (hasaHu 3a Tpetupade. Mo,
M3MOI3BaiTe cieaHara hopmyna:

Jleuenne nHa Ascaridia galli u Heterakis gallinarum:



Ml BeTeprHapeH eKapCcTBEH MPOAYKT/neH = obima TenecHa Maca (Kg) Ha mumerara/daszanu 3a
tpetupane x 0.005 ml

Jleuenne na Capillaria obsignata:
ml BeTepuHapeH JIeKapCcTBEH MPOLYKT/IeH = obia TeaecHa maca (Kg) Ha munerara 3a tpetupase x 0.01
ml

Jleuenue na Raillietina echinobothrida:
m| BeTepuHapeH JeKapCTBEH MPOAYKT/IeH = o01ia TejecHa maca (Kg) Ha muierara 3a
tpetupane X 0.015 ml

9. CbBeT 32 NPaBWJIHOTO NPHUJIAraHe HA MPOAYKTA

HenoctarbuHoTO H03UpaHe MOXkKe Aa OBeAe 10 Hee(eKTUBHA yHoTpeba U MOxXe Ja OIaromnpusTcTBa
Pa3BUTHETO HA PE3UCTEHTHOCT.

3a rapaHTHpaHe Ha MPaBIJIHA JO3MPOBKA, TeJecHaTa Maca TpsOBa /Ja ce OmpeneNy Bb3MOXKHO Hai-
TOYHO. AKO KUBOTHHTE TpsIOBa a ObJAT TPETUPAaHU KOJIEKTHBHO, TPsIOBa Ja ce Ch3AagaT XOMOICHHU
TPYIIU U BCUYKH )KUBOTHHU OT JaJieHa rpymna TpsOBa Aa ObIaT JO3UpaHU B KOJMYECTBO, ChOTBETCTBAIIIO
Ha Hal-TEeXKUS Ciydail.

TouHOCTTa Ha 103UPAIOTO YCTPOHUCTBO TPsIOBa J1a ObJE IATENHO IPOBEPEHA.

IIpemn ma ce mormycHAT XKMUBOTHUTE 10 MEIMKaMEHTO3HATa BOJA, CHCTEMara 3a IoJlaBaHe Ha BojaTa
TpsiOBa na ObJie U3TOUEHA, CJICN KOETO JIa CE HAIThJIHM C MEIUKaMEHTO3HATa BOJa, 3a Jla C& OCHTYPH
MPaBIIHO Jo3upaHe. Ta3u mporeaypa TpsOBa J1a Ce U3BBPINBA MIPE3 BCHUKUTE IHU HA TPETUPAHE.

[IpreMbT Ha MEMKaMEHTO3HA BO/IA 3aBUCH OT KJIMHUYHOTO CHCTOSHHE HA NMTHIUTE. 32 Ja e MOIydH
NpaBUJIHATA JO3UPOBKA, MOXE Ja Ce HaJOXH CHOTBETHO Jla C€ KOPHUTHpa KOHICHTpAaIHATa Ha
(henOeHaa3011.

MenykaMeHTO3HATa BOJA CE NPHUTOTBS CBHIVIACHO MHCTPYKLMHTE, ONMCAHU MO-10Jy. M3momn3Baiite
JOCTaTBYHO TOYCH U3MEPBATEJICH ypell, HAIMYCH Ha na3apa.

3a BCEKH JIEH OT JICYCHUETO, MEIMKaMEHTO3HaTa BOJIa TPsIOBa Jja O'bJie MPSICHO MPUTOTBEHA.

3a npunarase c JeKapcTBEH pe3epBoap:

[Tpu nuneTa, U3YMCICHOTO KOJIMYECTBO BETEPHHAPEH JIEKAPCTBEH MPOAYKT ce n00asst KkbM 40-80% ot
obeMa Boaa 3a mueHe 3a JeHsA. llpu QazaHu, M3YMCICHOTO KOJMYECTBO BETEPHHAPEH JIEKapPCTBEH
npoaykT ce 106aBsa kpM 40% or obema Boza 3a mueHe 3a JieHs. ChIbpKaHUETO B chAa TPsOBa na ce
pa30bpKa JIOKaTO CTaHe BHIMMO XOMOTE€HHO. MenmKaMeHTO3HaTa Boja H3riexna MbTHa. He e
HE00X0IMMO JOITBIHUTEIHO Pa30bpKBaHe [0 BpEMe Ha MPHUIIAraHeTo.

3a mpuitarane ¢ Jo3upaiia noMmna:

M34uciieHOTO KOJIMYECTBO BETEPUHAPEH JICKAPCTBEH IMPOJYKT ce J00aBsi KbM BoOJaTa 3a IHEHE B
pe3epBoapa 3a U3X0JHa CyCIeH3us Ha jo3upainara nommna. O6eMbT Ha BojaTa 3a IMUEHE B pe3epBoapa
3a U3XOJIHA CYCIICH3Us TpsiOBa Ja ObJe M3YKCIICH Ha 0a3aTa Ha MPEJBAPUTEIHO YCTAHOBEHA CKOPOCT
Ha WHXKEKTHpaHe Ha no3upamara momma u 40 1o 80% ot obema Boja 3a mueHe Ha mwierara win 40%
ot obeMa Boja 3a nueHa Ha ¢a3zaHuTe 3a AeHs. ChAbPKAHUETO B pe3epBOapa 3a U3XOJHA CYCIICH3HS
TpsOBa Ja ce pa30bpKa IOKATO CTaHE BUAMMO XOMOT€HHO. MeKaMeHTO3HaTa BO/Ia U3TJIek1a MbTHA.

ITo Bpeme Ha TpeTHpaHETO JKUBOTHHUTE TPAOBA /1a UMAT HEOTPAHWYEH JTIOCTHI MEITMKaMEHTO3HATa BOIa
KaTO €AMHCTBEH U3TOYHUK Ha BOJA 32 IIUCHE.

ITo BpPEME Ha TPETHUPAHETO, CJIC/ ITbJIHATA KOHCyMallud Ha MCIAWMKAMCHTO3HaTa BOJa, HA XMBOTHUTC
Tpr6Ba Ja c€ JaJ€ HCMCIUKAaMCHTO3HAa BOAA 3a MMCHEC, KOJIKOTO CE€ MOKE I10-CKOPO.

YBepeTe CC, 4€ IAJIOTO KOJIMYECTBO OT NPCAJIOKEHATA MECIUKaMECHTO3Ha BOa € U3KOHCYMHUPAHO.

10. KapeHTHHu cpoxoBe



IIunera:
Meco 1 BbTpENTHU OpraHu:
6 mHu 3a go3upoBka 1 u 2 mg ¢pendbenaazon/kg Tenecna maca/neH
8 muu 3a no3upoBka 3 Mg dendennazon/kg TenmecHa Maca/neH
Siina: Hyna nHu.

®Pazanu:

Meco u BETPEIIHN OpTaHu: 6 THA

[a He ce myckar ¢a3aHuTe 3a JIOB MUHUMYM 6 JTHU CIIe/l Kpasi Ha TPETHPAHETO.
Siua: Hyna JHU.

11. CpoeunuaJiHU yCJIOBHS 32 CbXpaHeHHe

[a ce cpxpaHnsiBa faned OT NOTJIea M Ha HEAOCTHITHH 32 JIe[a MecTa.
Kpaen BeTepuHapeH JieKapCcTBEH MPOAYKT U IIbPBO OTBapsHE:

[a He ce 3ampa3siBa.

Ha ce ma3u ot 3aMpb3BaHe.

MenukaMeHTO3Ha BOAa:
[a He ce 3ampa3siBa.

Ja He ce u3MON3Ba TO3U BETEPUHAPEH JIEKAPCTBEH IPOMYKT CJI€, U3TUYAHE CPOKAa Ha TOAHOCT,
nocoueH BepXy OyTtuikara cien Exp. CpokbT Ha TOHOCT OTroBapsl Ha OCIEIHUS I€H OT TO3H Mecell.

Cpok Ha TOIHOCT CJiel IbPBO OTBApsSHE HAa IIbPBUYHATA ONIAKOBKA: 3 Mecewa.
Cpok Ha TOJHOCT clie/l pa3TBapsHEe B CbOTBETCTBHE C MHCTpYKUUUTE: 24 yaca.

12, Cnenmajnu npeana3Hu MePKH MPH YHULIOKABaHe

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPsOBa J1a ObJaT U3XBBPJISHHU UPe3 OTIIaIHU BOJIU WU
OUTOBHU OTIIA/IBIIH.

To3u BeTepUHAPEHT JIEKAPCTBEH NPOAYKT HE TpsOBa Ja Objie U3XBBPIJISIH BbB BOAHHM OacelHU, Thii
KaTo (eHOeHIa30bT MOXKeE Ja ObJIe ONACeH 33 pUOH U JPYTH BOJAHU OPTaHU3MH.

M3non3Baiite mporpaMd 3a BpbLIaHE IMPH YHHIIOXKABAHETO HA HEW3IOJ3BAHH BETEPUHAPHU
JICKAPCTBECHU IPOAYKTH HIM OCTATbIUM OT TAX B CBHOTBETCTBHE C M3UCKBAHUATA Ha MCECTHOTO
3aKOHO/IATEJICTBO M C BCHYKU HAI[MOHAIHM CHCTEMH 3a chOMpaHe. Te3u Mepku Ie IOMOrHaT 3a

OIla3BaHC Ha OKOJIHATA Cpeaa.

[Momuraiite Bamust BeTepuHapeH jekap uin (papMaleBT Kak Ja YHUIIOKUATE HEHY)KHU BETEpHHAPHU
JIEKApCTBEHHU IIPOLYKTH.

13. Kaacuduxanus Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

[a ce ornycka caMo 1o JIEKapcKo MpeIUCaHHte.

14. HomMepa Ha pa3pelieHUETO 32 THProBUs U pa3MepH ONaAKOBKHU

IIpoayxThT ce mpeanara B 6s1a nmuHaAprnaHa HDPE OyTiika ¢ 6s1a monumponiieHoBa Kamnavyka Ha
BUHT C MPBCTeH W ymurbTHeHWe oT 125 ml u 1 L; 6sma npaBosreiina HDPE Oyrunka or 1 L ¢
BEpTUKAJICHa MMpO3payHa JEHTa, 3aTBOPEHa C Osula MOJMIPONMIEHOBa Kanadka Ha BUHT; Osta HDPE
TyOa ¢ Osma opedbpena HDPE kamauka Ha BUHT ¢ IpbCTEH | ymrbTHeHHe oT 2.5 L u 5 L.

He Bcuukn pa3MEpu Ha OIMAKOBKATa MOTraT aa 6’B,Z[aT npeayiarany Ha ma3sapa.

15. /[laTa Ha mocJjeAHATA peAaKIUs HA TeKCTa
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[TogpoOHa mHbOpManMs 3a TO3M BETEpPUHApPEH JIEKApCTBEH MPOIAYKT MOXE Ja HaMmepure B Oaszara
nanan Ha Chro3a otHocHO nipoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lannwu 32 BpB3Ka

HDI/ITC)K&TCJ‘I Ha pa3pCIICHUECTO 3a ThProBUA U JaHHU 34 BPBh3Ka 3a C”bO6HIaBaHC Ha npeanoJgaracMu
He6ﬂaFOHDI/I${THI/I PECaAKIINU.

Huvepharma NV

Uitbreidingstraat 80

2600 Antwerpen

benrus

Ten: +32 3 288 18 49

E-mail: pharmacovigilance@huvepharma.com

IIpousBoauTen, OTTOBOPSIIL 32 OCBOOOXK/IaBaHETO HA MAPTHU/IH:
»bMOBET” AJ]

yi. ,,Ilersp PakoB” Ne 39

rp. Ilewepa 4550

brarapus

J-P BAIEHTHUH ATAHACOB
3AMECTHHUK HU3IIBJIHUTEJIEH JIJUPEKTOP
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