HNPUIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



[[TumeT, chabpIKaly eTHHUYIHHU J03H |

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKHUSA NIPOAYKT
Ipodenasp 30 My/7,5 Mg croT-0H pasTBOpP 32 MAITKHA KOTKH

Ipodenasp 60 My/15 Mg croT-oH pa3TBOp 3a CPETHM IO TOIIEMIHA KOTKH
Ipodenapp 96 My/24 mg cioT-oH pa3TBOP 3a FOJIEMU KOTKH

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHH CyOCTAHIIUM:

Profender ceappixa 21,4 mg/ml emodepside u 85,8 mg/ml praziquantel.

Bcska equanana mo3a (munera) [Ipodenasp chabpika:

Oodem Emodepside Praziquantel

IMpodeHabp 3a MaIKK KOTKA 0,35 ml 7,5mg 30 mg
(>0,5-2,5kg)

[Ipodennsp 3a cpeanu Mo 0,70 ml 15 mg 60 mg
rOJICMHUHA KOTKH

(>2,5-5Kkg)

[Ipodennsp 3a roneMu KOTKU 1,12 ml 24 mg 96 mg
(>5-8kg)
Excuunuenru:

5,4 mg/ml butylhydroxyanisole (E320, kaTo aHTHOKCH/IAHT)

3a IBJIHUA CHUCHK HA EKCIMIIMEHTUTE, BUXK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

PasTBop 3a mpusaraHe BbpXy OrpaHUYeH Y4acThbK.
Buctbp, bAT 10 KadsiB pa3TBOP.

4. KIMHNYHHU JAHHHU

41 Bugose ;kMBOTHH, 32 KOUTO ¢ npeaHasHaye’n BMII
Kotkmn.
4.2 TepaneBTUYHM NOKA3aHUS, ONIPeeJIeHH 32 OTAEeJTHUTE BUAOBE dKMBOTHHU

[Ipu KOTKH, CTpamaIIy WIK 3aCTPAIICHH OT CMECEHH IMAPA3UTHA WHBA3WH, PUIUHEHHU OT KPBIIIH
yepBen (HeMaTou), TeHuH (IeCTOaN) 1 OET0APOOHH TTAPa3UTH OT CIIEIHUTE BUIOBE:

Hemaroan
Toxocara cati (3penu Bb3pacTHH, He3peiu Bb3pacTHu, L4 u L3)



Toxocara cati (L3 mapsu) — JeueHre Ha KOTKH B HaIpeIHaaa OpeMEHHOCT C IelT TIpena3BaHe Ha
MOKOJICHHETO OT OMapasuTsIBaHE YPE3 MIIKOTO

Toxascaris leonina (3penu Bb3pacTHH, HE3pesu Bb3pacTHU U L4)

Ancylostoma tubaeforme (3penu Bb3pacTHH, He3penu Bb3pacTHU 1 L4)

HGCTOHI/I

Dipylidium caninum (3penu Bb3pacTHH U HE3PEIIU Bb3PACTHH)
Taenia taeniaeformis (sb3pactam)
Echinococcus multilocularis (Bs3pacTan)

benonpo6Hu mapazutu
Aelurostrongylus abstrusus (Bs3pacTim)

4.3 IIpoTuBonoKa3zaHus
Jla He ce M3MoJI3Ba ITPU KOTEHI[a Ha Bb3pacT moj 8 ceamuiy win terio mox 0,5 Kg.

I[a HE CC U3M0JI3Ba MPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHUTE Cy6CTaHHI/II/I WM KbM HSIKOM OT
CKCIUITMCHTUTC.

4.4 CneunuajHM mpeana3sHu MepPKH 3a BCEKU BUJ (KMBOTHH, 32 KOUTO € npeanasnadyen BMII
KbmaneTo ¢ mammnoaH MM MOTAsHETO Ha KHUBOTHOTO BBB BOJIa HEMOCPEICTBEHO CIIE]] IIPUIIaraHeTo
Ha IPOJyKTa MOXe Jla HaMainu eukacHocTTa My. [lopanu Ta3u npudrHa, TPETUPAHUTE KUBOTHHU HE

Tpi[6Ba Ja CC KbIIAT, JOKATO Pa3TBOPHT HE € U3CHXHAI.

Moxe Ja C€ pa3BUC Mapa3duTHa pE3UCTCHTHOCT KbM BCCKH KJIAC aHTUXCIIMUHTHU B CJICACTBUC OT YECTO
MMOBTApPAIIO CC MMPUJIIOKECHUC HAa aHTUXCIMHUHTHU OT €IUH U CBIII Kj1ac.

4.5 CneunuaJiHu npeana3Hu MepKy npu ynorpeda

Crenpaiay npeina3sHi MEPKHU 3a )KUBOTHUTE IIPU VIIOTpeOaTa Ha IPOIYKTA

Ja ce mpuiara caMo BbpXy KOXKHaTa IOBBPXHOCT, BBPXY 31paBa Koxka. la He ce mpujiara nepopainHo
WK TIAPEHTEPAIIHO.

Jla He ce Jomycka JiekyBaHaTa KOTKa WIH APYTHd KOTKH B JOMAITHOTO OOKPHKEHHUE J1a 00IM3BaT
MSCTOTO Ha MIPHUJIAraHEeTO, IOKATO € OIIe BIAXKHO.

ChIlecTBYBa OCKBJICH OIMHUT OT MPHUJIaraHe Ha MPOJIyKTa NPy OOJHU U HEMOIHY KHUBOTHHU. ETO 3a110,
MPHUIaraHeTO MY TIPH TaKHWBa JKUBOTHH TPsAOBa Jla cTaBa €AMHCTBEHO CIIE] MPEIEHKa Ha
CHOTHOIICHHUETO I10J13a/PHUCK.

Crenpaigy Ipenna3sHy  MEPKM 3a JIMIaTa, OpWIaraiy BETEPUHAPHOMEIMIIMHCKHAS IIPOAYKT Ha
JKUBOTHHTE

[Ipenu ynotpeba npoyeTH TUCTOBKATA.

Ja He ce mymu, si/ie WK TTHE 110 BpeMe Ha MPHUJIaraHeTo Ha MPOIyKTa.

Ha ce u30srBa KOHTAaKT C TPETHPAHOTO MSCTO, AOKATO € BIaXHO. Jlenara na ce OppikaT Jajed OT
TPETUPAHUTE KUBOTHU IMPE3 ISUIOTO TOBA BPEME.

Ha ce u3MuBar poLeTe ciies ynorpeoda.

[pu ciyuaiiHo pa3nvMBaHe BbPXY KOXara, Jla ce U3MHE He3a0aBHO C BOJIA M CAITyH.

[Ipu coyyaitHo nonagane B O4UTe, Te TPSOBA ]a ce U3MUSAT CTapaTeTHO U OOMIIHO C BOJA.



AXO CHMIITOMHTE I10 KOXKaTa WIH OYUTE TIPOIBIDKABAT, WK MPH CITy4aifHO TIOTITBIIaHe, He3a0aBHO Ja
CE MOTHPCU METUITMHCKH ChBET, KATO HA JICKaps CE MPEJAOCTaBH JIUCTOBKATA MIIM CTUKETa Ha
MPOJYKTA.

TpsOBa na ce B3eMaT MEPKH, 3a Jia HE CE MO3BOJIM Ha JielaTa Jla MMaT NPOIbDKATEIICH, HHTEH3UBCH
KOHTAaKT C TPETUPAHHU KOTKH (HAIpUMEP Ja CIAT C TSIX) Mpe3 MbpBUTE 24 gaca ciie MpujiaraneTo Ha
MPOIYKTA.

PazrBopuTeIAT HA TO3HM BETEPUHAPHOMEAUIIMHCKY IPOAYKT MOXKE JIa HAIPaBU IETHA BBPXY HAKOH
MaTepUH, BKIFOUYHUTETHO KOXKa, TEKCTUII, TUTAaCTMAca U JIAKUPaHHU MOBBPXHOCTH. YOeaeTe ce, ue
TpeTHpaHaTa MOBBPXHOCT € U3ChXHAIA IIPE/IH J1a TIO3BOJIMTE Ha JXKUBOTHOTO J1a UMa KOHTAKT C
MOA00HN MaTepHaIIH.

ExuHOKOKO3aTa (KydemKkaTa TeHHs) MPeICTaBIABAa 3aruiaxa 3a 9oBeka. T'pit kaTo ExnHOKOKO3aTa e
3a00JIIBaHe, KOETO MOJJICIKU Ha 00sIBsIBaHE, ChIIIacHO MexayHapoaHoTo bropo mo Enuzoorunte
(OIE), chOTBEeTHHUTE KOMIIETCHTHH BJIACTH TPSOBA Ja MPEIOCTABAT CIICHIU(DUIHATE PHKOBOIHA HACOKH
10 OTHOUIIEHHE Ha JISYEHNETO U ONa3BaHe 3/JpaBeTO Ha XOpara.

4.6 HebnarompusiTHu peaknuu (4eCTOTa U BasKHOCT)

B MHOTO peiku ciyyau MOTaT Jia ce Ha0JII01aBaT MOBUIIICHO OT/ACISHE Ha CIIFOHKA (XUIIepCaIUBaIls )
W ToBphIane. JIeKH U MPeXoHN HEBPOJIOTMYHU PA3CTPOMCTBA KATO ATAKCHS WJIM TPEMOP MOTaT Jia ce
MOSIBAT B MHOTO pelKHu ciay4an. CuuTa ce, 4e Te3 Peakiny ca CICICTBHE OT 00JU3BaHEe HA MICTOTO
Ha TpETUpPaHe, HEMOCPEACTBEHO CJIe]l IpUlaraHeTo. B MHOTO peiku ciiyuau ciie/ Mpriarane Ha
Profender € Bb3MOXXHO J1a CE MOSIBM BPEMEHHO aJIOTCIHs, ChPOEK W/WIH Bh3MAJICHUE HA MICTOTO Ha
MPUIOKEHUE.

YecroraTa Ha HEOIATOMPUATHUTE PEAKIMU CE ONIPENEIIs Ype3 cleqHaTa Kiacu(pukaus:

- MHOTO 4YecTu (noBede oT 1 Ha 10 TpeTupaHu KMBOTHH, HPOSBSIBAIIY HeOIaronpusTHa(u1)
peakuusi(u))

- yecTH (oBeye oT 1, HO mo-manko ot 10 xuBoTHU Ha 100 TpeTHUpaHu )KUBOTHH)

- He "ecTH (moBeye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 1,000 TpeTHpaHU KUBOTHN)

- peaxu (moBeue ot 1, Ho mo-maunko ot 10 skxuBoTHH Ha 10,000 TpeTupaHu >KUBOTHH)

- MHOTO peakH (rmo-Maiko ot 1 xxuBoTHO Ha 10,000 TpeTnpaHu KUBOTHH, BKIIOUHUTEIHO U30JIHPAHU
CHOOIICHU ).

4.7 Ynorpeda mo BpeMe Ha OpeMeHHOCT, JJAKTAIUSA WM siiilleHOCeHe
Moxe 1a ce npujara 1o BpeMe Ha OpeMEHHOCT M JIaKTallHs.

4.8 BzaumojeiicTBHe ¢ IPYrd BeTePHHAPHOMEIUIIMHCKU MPOAYKTH U Apyru popmu Ha
B3auMoJeicTBHE

Emodepside e cy6erpar 3a P-rirokonporenna. [IpunaraneTo eTHOBPEMEHHO € IPYTH MPOIYKTH,
KOUTO ca P-TItoKonpoTenH cyOcTpaTn/MHXUOUTOpY (HapuMep NBEPMEKTHH H APYTH aHTHUIIAPA3UTHH
MaKpOUMKINYHU JAaKTOHHU, EPUTPOMHULINH, IPETHNU30JIOH U ITUKIOCIIOPUH) MOXKE J]a TOBEJIE 10
3acuiIeHH (papMaKOKMHETHYHH JICKAPCTBEHU B3aUMOAEHCTBUS. [loTeHnanmauTe KIMHIYHHA
MOCJECTBUS OT MOA0OHHU B3aUMOJICHCTBUS HE ca OMi 00EKT Ha IIPOyYBaHe.

4.9 Jl03a ¥ HAYMH HA NPUJIOKEeHUe

Llo3uposka u mepanesmuyer niaH

IpenopbuanuTe MUHUMAJHHU 1034 ca 3 mg emodepside / kg Tenecna maca (1.M.) u 12 mg praziquantel
/ kg T.M., K0oero e ekBuBaneHTHO Ha 0,14 ml [Tpodenasp / kg T.M.



Tenecua | Pa3mep Ha numerara, KOSITO O6em (mMl) Emodepside | Praziquantel
Maca Ha | TpsOBa A2 ce M3M0JI3Ba (mg/kg T.m.) (mg/kg T.m.)
KoTkara (kg)
>0,5-25 |[IIpodenabp 3a MaIKu KOTKU 0,35 (1 numera) 3-15 12 - 60
>25-5 [Ipodennsp 3a cpeanu mo 0,70 (1 nunera) 3-6 12-24
rOJIeMUHA KOTKH
>5-8 ITpodenmbp 3a rogemu kotkun | 1,12 (1 mumera) 3-48 12-19,2
>8 W3mosn3Baiite moaxoaa1a KOMOMHAIHS OT THITETH

3a eMH Kypc Ha JICYEHHE CPEILy KPBIUIM YEPBEH M TEHUH € JOCTAThYHO €IHO MPUIOKEHHUE.
3a emuH Kypc Ha JieYeHHE HA KOTKH C LEJ Tpera3BaHe Ha IOKOJEHHETO OT OMapasuTsBaHe C
Toxocara cati (L3 mapBu) upe3 MISKOTO € JOCTATHYHO €IHO IPHIOKEHNE, IIPHOIM3UTEIIHO CEAEM IHU

Mper OYaKBAHOTO PaXkJIaHe.

3a neuenue cpenry Aelurostrongylus abstrusus ca moctarbunu JBe MPHIOKEHHS C MHTEPBAT OT JBE
CEIMHUIIH.

Hauun na npujacane

Camo 3a BBHITHA yIOTpeOa.

W3Banere numeraTa oT onakoBkaTa. JIphKTe NMUIETaTa B U3MPABEHO MOJIOKEHHUE, 3aBbPTETE U
M3bpIaiTe Kanavykara ¥ W3Moj3BaiTe MPOTUBOIOIOKHHUS Kpall Ha KanaykaTa, 3a Jia CUyMuTe
wiomoOara.

Pa3TBOpeTe KO3MHATa HA BpaTa Ha KOTKATa B OCHOBATa Ha yeperna, J0KaTo ce Buau koxata. [TocraBere
BbpXa Ha IUIETaTa BEPXY KOXKaTa ¥ CTHCHETE CHITHO HSAKOJIKO ITBTH, 3a J1a H3MIPA3HUTE LSIIOTO
ChIbp)KaHUE BbPXY Koxkara. [Ipunaranero Ha MpoayKTa BPXY THJIA, B OCHOBATa Ha 4Yepera, e
HaMalli Bb3MOYKHOCTTa KOTKaTa Jia 00JIrKe He3aChXHAIHS POIYKT.

4.10 Ilpemo3umpaHe (CHUMITOMHU, CIIEIIHN MEPKH, AHTH0TH), AKO € HEOOXOTUMO

[ToBHIIIEHO CIFOHOOT/EISHE (XUIIEPCATUBALIKS ), TOBPBIAHE U HEBPOJIOTUYHH MPU3HALH (TPEMOP)
MOJKE JIa ce TOSBST MOHSIKOTra, ako MpernopbuaHara J103a ce MPEBHIIH JECETOKPATHO NIPH Bb3PaCcCTHU
KOTKH WJIHM NETKPATHO MPH MaJIKU KOTeHIa. ToBa € Bb3MOXKHO Clie/l 00JIM3BaHe Ha MACTOTO Ha
TpeTHpaHe, HETIOCPEACTBEHO CIIe]l PUIaraHeTo. Te3n CUMITOMH ca HallbJIHO OOpaTHMU.

He e u3BecTeH cenuduyeH aHTHIOT.

4.11 KapeHTeH cpok

He e npunoxxumo.

5. OAPMAKOJIOI'MYHU OCOBEHOCTH

dapMakoTepaneBTHYHA rpyma: | epaneBTHYCH MPOTUBOMAPA3UTEH MPOIYKT
Berepunapnomenunmacku Anatomo-Tepanesruuen Kox: QP52AA51.

5.1 ®apmakogUHAMHMYHM CBOiicTBA

Emodepside e mosyCHHTETHYHO XUMUYHO ChEANHEHUE, KOSTO MPUHAUIC)KU KbM HOBA XMMHUYHA Tpyna
- ISTICUMIENITUAN. AKTUBEH € Cpelly KpbIH YepBer (HEMaTOA1) - aCKapUIU M aHKUIOCTOMHU.



EduracHocTTa Ha TO3HM MPOAYKT cpemry Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme u
Aelurostrongylus abstrusus ce asmxu Ha emodepside.

Toi HCﬁCTBa KaToO CTUMYJIMpA NPECUHANITUIHUTE PCUCTITOPH, IIPUHAIJICIKAIIN KbM I'pyIiaTa Ha
CCKPCTUHOBUTC PCUCTITOPHU HAa HUBOTO Ha HEPBHOMYCKYJIHATA BPb3Ka, pE3YyJITaThT OT KOCTO €
rnapajusa ¥ CMbpT Ha [apasuTure.

Praziquantel e mipa3snHOM30KBHHOIUHOB IEPUBAT, KOWTO € eeKTUBEH cperly Tenun, kato Dipylidium
caninum, Echinococcus multilocularis u Taenia taeniaeformis.

Praziquantel ce abcopbupa 6Bp30 Mpe3 MOBLPXHOCTTA Ha MAPA3UTHTE U AEHCTBA OCHOBHO UpE3
npoMsiHa Ha KanesaTa (Ca™) mpomyckiIMBOCT Ha MeMOpaHuTe Ha apa3uTa. ToBa Mpeau3BUKBa
CEpPHO3HO YBPEIKIaHe Ha BhHIIIHATA OOBHUBKA, KOHTPAKIIKSA, [Tapaii3a, HapyllaBaHe Ha METaboIn3Ma,
KOETO BOJM JI0 CMBPTTA Ha MapasuTHTE.

5.2 dapMaKkOKHHETHYHHU 0COOEHOCTH

Crient TOKaTHOTO TPHIIOKEHHE Ha MPOIYKTa MPU KOTKU, IPH MUHUMAJIHA TeparieBTHYHA /1032 OT

0,14 ml/kg TenecHa Maca ce yCTaHOBSBAT MaKCHMAJIHU CEPyMHH KOHIICHTparwmu ot 32,2 + 23,9 g
emodepside /l u 61,3 *+ 44,1 pg praziquantel /l. Makcumannute KoHIleHTpanuu 3a emodepside ca Ommn
nocturHatu 3,2 + 2,7 IHU Cliel PUIOKEHHUETO, a 3a praziquantel 18,7 + 47 vaca cnen npUII0KESHHUETO.
JIBeTe akTUBHU CYOCTaHIIMM CJIE]] TOBA CE€ OT/IEIIST OaBHO OT cepyMa ¢ Oy )UBoT oT 9,2 + 3,9 nHu 3a
emodepside u 3a 4,1 + 1,5 nuu 3a praziquantel.

Crier mepopaliHo TPHIOKEHHE MPH TUTbX0Be, emodepside ce pasnpocTpaHsBa BbB BCHYKH OPraHH.
Haii-Bicoku ca HUBaTa Ha KOHLICHTPALUsI B MAacTHaTa ThKaH. DeKaHaTa eKCKpelus JOMUHUPA, KaTo
ce cpemar HermpoMeHeH emodepside u XuapOKCHIMPaHH JIePUBATH, KATO OCHOBHH €KCKPETOPHU
HPOIYKTH.

IIpoy4BaHusATa IPH MHOKECTBO Pa3IHMYHK BUIOBE ca TOKa3aid, ue praziquantel ce pasrpaxma 66p30 B
gyepHust 1po0. OCHOBHUTE MeTabOIUTH ca MOHOXHUIPOIMKIOXEKCUIIOBU MTPOU3BOIHH Ha praziquantel.
OcHOBHO ce oTiens upe3 Op0penure.

6. OPAPMAIUEBTUYHU OCOBEHOCTH

6.1 CHnucbk Ha eKCHHUITHEHTHTE

Bytunxunpoxcuannzon

NzonponmivieH rimiepost

MieyHa KuceauHa

6.2 OCHOBHH HECHLBMECTHMOCTH

He ca u3BecTHH.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpailHUs BETEPUHAPHOMEIUIINHCKU TPOIYKT: 3 TOAMHH.
6.4 CnenuajiHu ycJI0BHUS 32 CbXpPaHeHHEe HA MPOIYKTa

Jla ce chxpaHsBa B OpUTHHAJIHATA OIMAKOBKa, C IIeJl IIpe/IIa3BaHe OT BIara.
6.5 BuauchbcTaB HAa NBPBUYHATA ONMAKOBKA

Pasmepu Ha onakoBKUTE: 0,35 ml; 0,70 ml u 1,12 ml B mumera



bimcrep omakoBku, KouTo chabpxat 2, 4, 12, 20, wm 40
MUIETH ¢ eAMHUYHH 103K, 0,70 MUIHMIATPOBUTE ITUIICTH

VMaT JIOIBJIHUTEITHA OJIMCTEp OMAKOBKA, KOSATO ChABPKA
80 numerun

OnakoBKU: bemu MOJIMIIPOITUIJICHOBHU IMUIICTU C KAalla4YKU B
ATYMHUHHUCBU 6J'II/ICTepI/I

He Bcuukm pa3mepu Ha omakoBKaTa MOTaT Aa ObJaT MpeajaraHy Ha masapa.

6.6 CrneuuajaHu MEPKH 32 YHHIIOKABAHE HA HEM3MOJI3BAH NPOAYKT HJIU OCTATHUH OT HEro

[Ipodenasp He TpssOBa ma OBIE M3XBBHPIISH BHB BOJHU 0aCCHHM, Thil KaTO TOBA MOXKE 1a ObJIe OIMacHO

3a puOM WK APYTH BOJHHU OPTaHU3MH.

Bceku Hensmon3BaH BeTepMHAPHOMEAUIIMHCKY POIYKT WIIM OCTAThIHX OT Hero TpsiOBa aa ObaaT

YHHIIO)KEHU B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOATENICTBO.

7. MHNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Vetoquinol S.A.

Magny-Vernois

70200 Lure

OpaHuus

8. HOMEP(A) HA JIMLIEH3A 3A YIIOTPEBA

EU/2/05/054/001-016

9. JATA HA I'bPBOTO U3JABAHE / TIOAHOBSABAHE HA JIMIHEH3A 3A
YHOTPEBA

Jlata Ha TBPBOTO M3/[aBaHe Ha JIMIEH3 3a yroTpeda: 27/07/2005.

Jlata Ha MOCJIETHOTO TTOHOBSIBAHE Ha JIKIIEeH3 3a yrotpeba: 01/07/2010.

10. JATATA HA HOCJIEAHATA PEJAKIIUS HA TEKCTA

[Monpo6Ha nH(OpMans 3a TO3U MPOAYKT MOKE J1a HAMEPUTE Ha HHTEPHET CTPaHUIaTa Ha
EBponeiickata Arenius o Jlekapcrsara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHAB/ISBAHE U/NJIN YIIOTPEBA

He e npunoxunmo.


http://www.ema.europa.eu/

[ByTHika 3a MHOTOKpaTHO JI03MpaHe]
1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

[Mpodennsp 85,8 mg/ml /21,4 mg/ml ciot-oH pa3TBOp 32 KOTKM

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHBHH CyOCTAHIIUM:

Profender ceabpika 21,4 mg/ml emodepside u 85,8 mg/ml praziquantel
Excuunuenrtn:

5,4 mg/ml butylhydroxyanisole (E320, kaTo aHTHOKCHIAHT)

3a IBIIHUA CITHCHK Ha SKCIMITHEHTHUTE, BIK T. 6.1.

3. OAPMAIIEBTUYHA ®OPMA

PasTBOp 3a npunarane BbpXy OrpaHUYEH y4acThK.
Buctbp, xbAT 10 KadsiB pa3TBOP.

4, KJIMHUYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3nayen BMII

Kortxku.

4.2 TepaneBTHYHU NOKa3aHUsI, ONIPe/ieJIEHH 32 OTAeJTHUTE BUI0BE KUBOTHH

[Ipu KOTKH, CTpamaITy WK 3aCTPAIICHH OT CMECCHH MMAPA3UTHU WHBA3WH, MPUIUHEHHU OT KPBIIH
JyepBer (HeMaTo/I1), TeHHH (IIECTOAM) U OSIOAPOOHH MAPA3UTH OT CIICJHUTE BHIIOBE:

Hemaroaun

Toxocara cati (3penut Bb3pacTHH, He3peiu Bb3pacTHu, L4 u L3)

Toxocara cati (L3 napBu) — neyeHre Ha KOTKU B HalpeHaIa OPEMEHHOCT ¢ el Tpe/ina3BaHe Ha
MOKOJIEHHETO OT OTAPAa3HUTIBAHE YPE3 MIIIKOTO

Toxascaris leonina (3pesnu Bb3pacTHH, HE3pesu Bb3pacTHH U L4)

Ancylostoma tubaeforme (3pesnu Bb3pacTHH, He3penu Bb3pacTHU U L4)

HGCTOQ!I/I

Dipylidium caninum (3pesi Bb3pacTHH U HE3PEJIH Bb3PACTHH)
Taenia taeniaeformis (Bb3pacTan)
Echinococcus multilocularis (Be3pactau)

Benonpo6Hu napasutu
Aelurostrongylus abstrusus (Bs3pactHu)

4.3 IIporuBonoxka3zanus

Jla He ce M3I0JI3Ba IIPH KOTEHIIA Ha BB3PAcCT 1Mo 8 ceamuiy witn terio mox 0,5 Kg.



I[a HE C€ U3M0JI3Ba IIPHU CBPBXUYBCTBUTCIIHOCT KbM aKTUBHUTE CY6CTaHHI/II/I WIA KbM HSIKOH OT
CKCIUITMCHTUTC.

4.4 Cneuua/JJHu mMpeana3sHu MePKH 3a BCeKH B/ *KMBOTHH, 32 KOUTO e npeaHasnayen BMII
KbaneTo ¢ mammnoaH Wiv MOTasHETO Ha )KUBOTHOTO BBB BOJIa HEMOCPEICTBEHO CJIC]] IIPUIIAraHeTo
Ha TPOJIyKTa MOXe Jla HaManu eukacHocTTa My. [lopanu Ta3u npudrHa, TPETHPAHUTE KUBOTHHU HE

TpsiOBa J1a ce KBIIAT, IOKATO Pa3TBOPHT HE € U3CHXHAI.

Moxe na ce Ppa3BUC napasnuTHa pE3UCTCHTHOCT KbM BCCKH KJIAC aHTUXCIIMUHTH B CJICACTBUC OT YCCTO
IIOBTAPAIIO CC IMPUIIOKECHUC HA aHTUXCIMHUHTHU OT €IUH U CBIII KJjIac.

4.5 CrnenmaJHu NpeAna3sH MePKH NMpPH ynorpeda

Crenuaniy npeana3sHy MEPKH 34 )KUBOTHUTE IIPU YIIOTpeOaTa Ha MPOIYKTA

Ja ce mpunara caMo BbpXy KO>KHaTa IIOBBPXHOCT, BbPXY 3/paBa Koxa. [la He ce Ipuiara nepopaiHo
WK TIAPEHTEPAIIHO.

Ja He ce nomycka JeKyBaHaTa KOTKA WM JPYTd KOTKH B JOMAIIHOTO OOKPBXEHUE [1a 00IM3BaT
MSICTOTO Ha IPUJIAraHeTo, JOKATO € OIIE BJIAXKHO.

ChbInecTByBa OCKBJICH OIUT OT IIpUJIaraHe Ha MpOoAyKTa Mpu OOIHU U HEMOIIHH XKUBOTHHU. ETO 3a1m10
MPUIaraHeTo My IpW TaKMBa )KUBOTHH TPIOBa Jla cTaBa €AMHCTBEHO CIe] MpeleHKa Ha
CHOTHOIIIEHUETO TT0JI33/PHUCK.

Coenanay IpenmasHy  MEPKM 3a JWIAaTa, OpWIaraly BETEPUHAPHOMENMIIMHCKHS IPOAYKT Ha
JKUBOTHHUTE

[Ipenu ynotpeba npoyeTn TUCTOBKATA.

Ja He ce my1uu, e WIK IHE TI0 BpeMe Ha NPUJIaraHeTo Ha MPOAYKTa.

Ha ce u30srBa KOHTAKT C TPETHPAHOTO MSCTO, AOKATO € BIAXHO. Jlemara nma ce OppikaT Jajned OT
TPETUpaHHUTE KUBOTHH IPE3 ISIIOTO TOBA BPEME.

Jla ce u3MuBar ppueTe cien ynorpeoda.

ITpu ciyuaifHo pa3nuBaHe BBPXY KOXKaTa, 1a e U3MHUE He3a0aBHO C BOJA U CaIlyH.

AKO TIpOAYKTBHT MOMAJHE CIy4YailHO B O4YHTe, T TPsOBa Ja ce M3MUAT CTapaTeIHO U OOMITHO C BOJA.
AKO CUMIITOMHMTE T10 KOXKaTa WIH OYUTE NPOIBIDKABAT, WM MPH CIIy4aiiHO TOTIbIIaHe, He3a0aBHO Ja
ce MOThPCH MEAMLIMHCKH ChBET, KaTO Ha JIEKaps Ce MPEeAOCTaBU JIMCTOBKATA WIIM €TUKETa Ha
MPOAYKTA.

Tps0Ba na ce B3eMaT MepKH, 3a Ja He ce MO3BOJIM Ha JIelaTa Ja UMaT POIbIDKUTENIECH, HHTCH3UBEH
KOHTaKT C TPETHPaHU KOTKHU (HallpuMep J1a CIISAT € TSIX) Mpe3 IbpBUTe 24 yaca ciie]] MpuiIaraHeTo Ha
MPOIYKTA.

PastBopuTensaT Ha TO3HM BEeTEPUHAPHOMEIUIIMHCKY IPOAYKT MOXKE J1a HAIPaBU METHA BHPXY HAKOH
MaTepHH, BKIFOYHUTEIHO KOXa, TEKCTUII, TUTaCTMAca U JIAKUPaHH MOBBPXHOCTH. YOeeTe ce, ue
TpE€THUpaHaTa MOBbPXHOCT € U3ChbXHAJIa IMPEAN 1a ITO3BOJIMTE HA JKUBOTHOTO JIa UMa KOHTAKT C
MOA00HU MaTepHaIH.

ExuHOKOKO3aTa (KydenKkaTa TeHHs ) TPeJICTaBIIsABa 3ariaxa 3a YoBeka. Tl kato ExnHokoko3ara e
3a00IIsIBaHe, KOETO MOJICKU Ha 00sIBsIBaHE, ChIIacHO MexayHapoaHoTo bropo mo Enuzoorunte
(OIE), chOTBEeTHUTE KOMIIETCHTHH BJIACTH TPSOBA Ja TPEIOCTABAT CIICHIM(DUIHUATE PHKOBOHHU HACOKH
10 OTHOIICHHE Ha JICYSHUETO U Olla3BaHe 3/JpaBeTO Ha Xopara.



4.6 HeonaronpusiTHu peakuuy (4eCTOTa U BAXKHOCT)

B MHOTO pesiku ciyyau MOTarT Jia ce HaOJII01aBaT MOBUIIICHO OT/ACISHE Ha CIIFOHKA (XUIIepCaINBaIlus )
Y oBpbILaHe. JIeKu U MpexoJHU HEBPOJIOTUYHH Pa3CTPOMCTBA KATO aTaKCHsl MIJIM TPEMOpP MOraT Jia ce
MOSIBSIT B MHOTO peAku cirydan. CuuTa ce, 4e Te3u e(peKTH ca ClieZIcTBHE OT 00JIM3BaHe Ha MACTOTO Ha
TpeTUpaHe, HEMOCPECTBEHO Clie] MpUlaraHeTo. B MHOTO peliku ciydau, Ciell puiiaraHe Ha
Profender € Br3MOXXHO J1a C€ MOSIBM BpEMEHHO aJIONCIHs, ChbPOEK U/WIN Bh3MAICHUE Ha MACTOTO Ha
MIPHIIIO’KEHHE.

YecroraTa Ha HEOIATONPUATHUTE PEAKIMU CE ONPENEIIs Upe3 cleqHaTa Kiacu(pukaus:

- MHOTO uecTH (moBeue oT 1 Ha 10 TpeTHpaHH KMBOTHH, IIPOSABSIBAILN HEOIATOIPHATHA(H)
peaxisi(u))

- yectH (oBeyue ot 1, Ho mo-manko oT 10 sxuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-Manko ot 10 xuBoTHM Ha 1,000 TpeTHpaHU )KUBOTHH)

- penxu (roBede oT 1, HO mo-manko oT 10 xuBoTHH Ha 10,000 TpeTHpaHu )KUBOTHH)

- MHOT'O peakH (1o-majiko ot 1 skuBotHO Ha 10,000 TpeTnpaHu >KUBOTHH, BKIFOUUTEIHO U30IUPaHU
CHOOIIICHUS).

4.7 Ymnorpeda mo BpeMe Ha OPEMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe
Moske I1a ce mpuiiara 1o BpeMe Ha OpeMEHHOCT 1 JIAKTaIlHs.

4.8 BzaumojeiicTBHe ¢ IPYrd BeTePHHAPHOMEIUIIMHCKYU MPOXYKTH U Apyru popmu Ha
B3auMojeiicTBHe

Emodepside e cydcTpar 3a P-rimtokonporenna. [IpunaraHeto eTHOBPEMEHHO C APYTH MPOIYKTH,
KOUTO ca P-rimfokonporenH cyOocTpaTn/MHXUOUTOPH (HAapUMeEp HBEPMEKTHH U APYTH aHTUIIAPAZUTHU
MaKPOLMKINYHH JIAKTOHH, EPUTPOMUIIH, TIPEAHU3OJIOH U IIUKJIOCTIOPUH) MOTaT Jia I0BEaT 10
3aCHJICHHU (I)apMaKOKI/IHeTI/I‘IHI/I JICKApCTBCHU B3aPIMOI[eI7[CTBH§I. HOTGHHI/IaJ'IHI/ITC KIIMHUYHHU
MOCITIEACTBAS OT MOIOOHN B3aUMOJIEHCTBHS He ca OmiH 00eKT Ha MPOyYBaHe.

4.9 /1032 ¥ HAYMH HA NPUJIOKEeHUe

JHoszuposka u mepanesmuyer niam

[MpenopbuaHnTe MEHUMAJHE 1034 ca 3 mg emodepside / kg tenecna maca (T.m.) u 12 mg praziquantel
/ kg T.M, koeTo e ekBuBasieHTHO Ha 0,14 ml Ipodenanp / kg T.M.

Mmarte BB3MOXHOCT J1a M3UMCIINTE TOYHATA /1034 Bh3 OCHOBA HAa MHIWBHUIyaTHATa TEJIeCHa Maca HUin
J1a U3M0JI3BATE M3JI0KEHHUTE [0-10JTy TPETIOPHUYUTEITHH 38 PA3THYHUTE BUIOBE TEIJIOBHH TPAHHUIINA
00EMHHU J03U:

Tenecna Oo6em Emodepside Praziquantel
Maca Ha (ml) (mg) (mg/kg T.m.) (mg) (mg/kg T.m.)
korkarta (kg)
>0,5-2,5 0,35 7,5 3-15 30 12 - 60
>25-5 0,70 15 3-6 60 12 - 24
>5-8 1,12 24 3-48 96 12-19,2
>8 H3non3BaiiTe moaxoasia KOMOMHALMS OT 00eMu

3a CINH KypC Ha JICUCHUC CPCIY KPBIJIM YCPBCHU U TCHUU € JOCTATHYHO CAHO IIPUITIOKCHUC.
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3a eaMH Kypc Ha JIeUeHHE HAa KOTKHM C IIeJI TIPEAIa3BaHe Ha IMOKOJEHHETO OT ONapasuTsIBaHe C
Toxocara cati (L3 mapBu) upe3 MISKOTO € JOCTATHYHO €IHO IPHIOKEHNE, IIPHOIM3UTEIIHO CEAEM IHU
npeIr 0YaKBaHOTO PaXkIaHe.

3a neuenue cpenry Aelurostrongylus abstrusus ca moctarbyHu ABe MPHIOKEHHS C MHTEPBAT OT JBE
CEIMUIIH.

Hauun na npunacane

Camo 3a BBHIIHA yIOTpeOa.

Bsemere agantepa, cBaneTe mpena3HaTa Kamayka 0T OCTPHETO U TO 3a0UiiTe B IEHTpaHaTa 4acT Ha
3amymrankata. OTBOpeTe BUHTOBaTa Karmauka. B3emere ejHa craHmapTHA CIPUHIIOBKA 32 €THOKPAaTHA
ynoTpeba ¢ ayep Hakpaitauk ot 1 ml u st cBbpkeTe ¢ ananTopa. Crie ToBa 00bpHETE OyTHIIKATA C
I'BPJIOTO HAJIONY W M3Teriere HeoOxoaumus ooem. [locTaBeTe BUHTOBATa Kamayuka cliesl yrnorpeoa.

PasTBOpere Ko3MHAaTa Ha BpaTa Ha KOTKaTa, B OCHOBAaTa Ha Yepera, JOKaTo ce BUIU KOXKaTa.
[ToctaBeTe Bbpxa Ha CIPUHIIOBKAaTa BEPXY KOXKaTa U M3MpPa3HETe ChAbPKAHUETO BPXY KOXKaTa.
[Ipunaranero Ha MpOAYKTa BbPXY THJIA, B OCHOBAaTa Ha Yepera, 1Ie HaMalll Bb3MOKHOCTTa KOTKaTa Ja
00JIMXKe He3aChXHANNS IPOYKT.

4.10 IIpemo3mpaHe (CHUMITOMHU, CIIEIITHU MEPKH, AHTHI0TH), AKO € HEOOXOTUMO

TToBHIIIEHO CITIOHOOTAENSIHE (XUIIEPCATUBAIIHS ), TOBPBINAHE U HEBPOJIOTHYHHU MPU3HALK (TPEMOP)
MOJKE Ja Ce TIOSIBAT MOHAKOTa, aKo MpenopbyuaHara 03a ce MPEBUIIIH JeCETOKPATHO MIPH Bh3PACTHH
KOTKH WJIA TIETKPATHO TIPH MAJIKU KOTeHI[a. ToBa € BB3MOXKHO Clie]l 00JIM3BaHe Ha MSICTOTO Ha
TpeTHpaHe, HEMOCPECTBEHO CIIe]] MPHIIaraHeTo. Te3u CHMIITOMH Ca HAITBJIHO OOPaTHUMH.

He e u3Becten cnienuduyen aHTUAOT.

411 KapeHTeH cpok

He e npuiioxxumo.

5. OAPMAKOJIOI'HYHU OCOBEHOCTH

dapmakoTepaneBTUUHA IPya: TeParneBTUUCH MPOTHBONAPA3UTEH POYKT
Berepunapnomeuiuacku Anatomo-Tepanesruuen Kox: QP52AAS51.

5.1 ®apmakoguHAMHYHH CBOiicTBa

Emodepside e mosyCHHTETHYEHO XUMUYHO CheIMHEHHE, KOSTO MPUHAICKH KbM HOBA XUMHYHA
rpymna - JeTiCUIICTITUHN. AKTHBEH ¢ Cpeily KpbIJId YCPBCHU (HeMaTO,E[I/I) - aCKapuJy 1 aHKUJIOCTOMMU.
EdukacHocTTa Ha TO3W MPOIYKT cpenry Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme u
Aelurostrongylus abstrusus ce nemxu Ha emodepside.

Toil nelicTBa KaTO CTUMYJIMpA NPECUHANITUYHUTE PELENTOPH, IPUHAJIEKAIM KbM I'pyliaTa Ha
CEKPETUHOBUTE PELENTOPH HA HUBOTO HA HEPBHOMYCKYJIHATA BPB3Ka, PE3YJITAaTHT OT KOETO €
nmapajiunsa 1 CMbPT Ha IMapasuTUTE.

Praziquantel e mipa3snHON30KBHMHOIUHOB IEPUBAT, KOMTO € eeKTUBEH cperry Tenun, kato Dipylidium
caninum, Echinococcus multilocularis u Taenia taeniaeformis.

Praziquantel ce abcopOupa 0bp30 npe3 MOBLPXHOCTTA HA MAPA3UTHTE U JACHCTBA OCHOBHO Upe3
mpomsiHa Ha kannuenata (Ca'™) mpomyckIMBOCT HA MEMOpaHUTE Ha mapasuta. ToBa MpeIn3BUKBa
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CEpUO3HO YBPEXAaHE Ha BHHITHATA OOBHMBKA, KOHTPAKIIUS, Tapalin3a, HapylIaBaHe Ha MeTabonm3ma,
KOETO BOJM JI0 CMBPTTa Ha MMapa3uTHUTE.

5.2 ®apMaKOKHHETHYHH 0COOEHOCTH

Cren TOKaIHO MPHIOKECHNE HA TIPOIYKTA TPH KOTKH, IPH MUHUMAJIHA TepareBTHYHA 1034 OT

0,14 ml/kg TenecHa Maca ce yCTaHOBSIBAT MAaKCHMAJIHU CEPyMHH KOHIIEHTpamuu ot 32,2 + 23,9 ug
emodepside /l u 61,3 £ 44,1 ug praziquantel/l. MakcumanuuTe KoHIEHTpanuy 3a emodepside ca 6um
nocturHaty 3,2 £ 2,7 IHU ciel MPWIOKEHHETO, a 3a praziquantel 18,7 + 47 gaca cien IpUIIOKEHHUETO.
JIBeTe akTUBHU CYyOCTaHIIUM CJIE]] TOBA CE OT/IENIST OaBHO OT cepyMa ¢ OIy)uBoT oT 9,2 + 3,9 nHu 3a
emodepside u 3a 4,1 + 1,5 nuu 3a praziquantel.

Crien nmepopaiiHo IPUIOKEHHE MPH TUTbX0Be, emodepside ce pasnpocTpaHsBa BbB BCHYKH OPraHU.
Haii-BrcOKM ca HUBaTa Ha KOHIICHTpAIIM B MacTHaTa ThKaH. DexanHata eKCKpelys JOMUHHUPA, KaTo
ce cpemiar HerpoMeHneH emodepside i XuapoKCHINpaHy IePUBATH, KATO OCHOBHU €KCKPETOPHU
MPOIYKTH.

[TpoyuBaHusATa IPH MHOXKECTBO Pa3IMYHU BUIOBE ca MOKa3anu, 4e praziquantel ce pasrpaxna 06p30 B
yepHus 1po6. OCHOBHUTE META0OJINTH Ca MOHOXHIPOLMKIIOXCKCHIIOBH TIPOM3BOIHU Ha praziquantel.
OcHOBHO ce oTens upe3 ObOpenure.

6. OAPMAIEBTUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUIHEHTHTE

ByTunxunpokcuaHuzon

WzonpornunuaeH ranuepost

MineuHa KucennHa

6.2 OCHOBHH HECHLBMECTHMOCTH

He ca u3BecTtHu.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHHs BETepUHAPHOMEAUIIMHCKU POIYKT: 3 TOAMHH.

Cpok Ha TOHOCT CIielT ITbPBO OTBapsiHE Ha ITbPBUYHATA OMAKOBKA: 3 Mecera.

6.4 CnenuajiHu ycJI0BHS 32 CbXpPaHeHHE HA MPOIYKTa

To3u BETCPUHAPHOMCIUIIUMHCKHA MMPOAYKT HC N3MCKBAa HUKAKBU CIICIIMATIHU YCJIOBHA 3a ChXPAaHCHUEC.

6.5 BwuawucbcTaB Ha TBPBUYHATA OMAKOBKA

Pasmep Ha onakoBkara: 14 ml

OmnakoBKa: CrbKieHa OyTHIIKA ¢ KeXJIMOapeH IBAT ChC 3amyliaika ¢ Te(JI0HOBO
MMOKPHUTHE ¥ MUKPO-IITIANKOB ajantep ¢ Jyep-mopT

6.6 CrenyajHd MePKH 32 YHUII0KABaHe HA HEM3MOJI3BaH MPOAYKT HJIH OCTATBHIM OT HEro

[Ipodennsp He TpsiOBa Aa OblIe U3XBHPIISIH BHB BOJIHU OaceiHU, Thil KATO TOBA MOXeE J1a Ob/Ie OITACHO

3a puOU WK APYTH BOJHU OPTaHU3MU.

Bcexn Hensmon3BaH BCTCPUHAPHOMCIUIIMHCKHA MMPOAYKT WJIM OCTAaTbIH OT HET'O TpH6Ba Ja 6I>I[aT
YHHUIIOKCHU B CbOTBETCTBUE C UBUCKBAHMATA HA MECTHOTO 3aKOHOJATCIICTBO.
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7. MHNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Vetoquinol S.A.
Magny-Vernois
70200 Lure
Opanuys

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/05/054/017
9. JATA HA ITbPBOTO U3JABAHE / TIOJHOBSABAHE HA JIMLIEH3A 3A
YIIOTPEBA

Jlata Ha TBPBOTO W3/aBaHe Ha JIUIEH3 3a yrmorpeda: 27/07/2005.
JlaTa Ha MOCJIEIHOTO TTOTHOBSIBAHE Ha JMIeH3 3a yrotpeba: 01/07/2010.

10. JATATA HA MOCJIEJHATA PEJAKIMSI HA TEKCTA

[NonpoOHa mH(OpManKs 3a TO3H MPOAYKT MOKE /1a HAMEPUTE Ha MHTEPHET CTPaHUIaTa Ha
Epomneiickara Arenius o Jlekapcrsara http://www.ema.europa.eu/.

3ABPAHA 3A TIPOJAXKBA, CHABJAABAHE U/UJIN YIIOTPEBA

He e npuiioxxumo.
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1. HAUMEHOBAHHUE HA BETEPUHAPHOMEJAULIUHCKUSA TPOAYKT
Ipodenapp 15 Mg/3 Mg TabaeTku ¢ MOAUDHUIIMPAHO OCBOOOKIABAHE 33 MAJKH KydeTa

[Mpodenabp 50 mg/10 mg TadieTku ¢ MOTUPHIIPAHO OCBOOOKIABAHE 32 CPEIHO TOJIEMH KydeTa
IMpodenabp 150 mg/30 mg TabaeTku ¢ MOAUGHUIIUPAHO OCBOOOXKIaBAHE 3a TOJIEMU KyJeTa

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
Bcesika Tabnerka Profender cvaspika:

AKTHBHH CyOCTAHIIUM:

Emodepside Praziquantel
[Ipodennbp TabMETKH 32 MaTKU 3 mg 15 mg
Kydera
[Ipodenabp TabneTku 3a CpeaHO 10 mg 50 mg
T'OJICMHU KyUCTa
[Ipodennbp TabNETKH 32 TOIEMH 30 mg 150 mg
KyuerTa

3a IBIIHUA CITHCHK Ha CKCIMITHEHTHUTE, BIK T. 6.1.

3. OAPMAIIEBTUYHA ®OPMA

TabneTku ¢ MonUpUIIUPAHO OCBOOOXKIaBAHE.
Kadssu Tabnerku ¢ popma Ha KOKaI, C IENUTETHA YepTa Ha BCSAKA CTpaHa.
TabneTkute MoraT na ObAaT pa3AeiasHU HAa PaBHU MOJOBUHHU.

4. KIMHNYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3HayeH BMII
Kyuera.
4.2 TepaneBTHYHU NOKa3aHUs], ONIPe/ieJIEHH 32 OTAeJTHUTE BU10BE KUBOTHH

[Ipu xydera, cTpamany WIK 3acTpaIieHd OT CMECEHU Mapa3uTHU HHBA3UW, IPUUNHEHU OT KPBIJIH
JyepBer (HeMaTo1) U TeHUH (IIECTON) OT CIICAHUTE BHIOBE:

Hemaroau

Toxocara canis (3penu Bb3pacTHH, HE3pean Bb3pacTHH, L4 u L3);
Toxascaris leonina (3penu Bb3pacTHH, HE3peu Bb3pacTHU U L4);
Ancylostoma caninum (3pesnu Bb3pacTHH U HE3PEJI Bb3PACTHH);
Uncinaria stenocephala (3pesm Bb3pacTHH U HE3PETH BB3PACTHH);
Trichuris vulpis (3penu Bp3pacThy, He3peau Bb3pacTHH U L4);

HCCTOHI/I

Dipylidium caninum;

Taenia spp.;

Echinococcus multilocularis (3penu u He3penu Bb3pacTHN);
Echinococcus granulosus (3pesu 1 He3peu Bb3pacTHH).
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4.3 IIporuBonoxazanus
Jla He ce M3MoI3Ba MpU KydeHIla Ha Bh3pacT noJ 12 ceamunu u Terio nox 1 kg.

I[a HC C€ U3M0JI3Ba P CBPBXUYBCTBUTCIHOCT KbM aKTUBHUTE Cy6CTaHHI/II/I WA HAKOM OT
CKCIIMIIMCHTHUTC.

4.4 CneunuajHu mpeana3sHu MepPKH 3a BCEKU BU/ *KMBOTHH, 32 KOUTO € npeaHaznadyen BMII

Moxe ma ce Ppa3BuUC napa3nuTHa pE3UCTCHTHOCT KbM BCCKH KJIAC aHTUXCIIMUHTH B CJICACTBUC YCCTO
IOBTAPAIIO CC IMPUIIOKECHUC HA aHTUXCIMHUHTH OT €IUH 1 CBIII KJ1ac.

4.5 CrnenyaJHu NpeAna3sHl MePKH NMpPH ynorpeda

Crennaniy npeana3sHy MEPKH 34 )KUBOTHUTE IIPHU YIIOTpeOaTa Ha MPOIYKTA

Ja ce npunara Ha riagHo. Kyderara, KouTo 11e ObAaT TpeTUPAHU CYTPHH Jia HE Ce XPaHSAT Ipe3
npenxonHara Houl. Jla He ce gaBa xpaHa 4 yaca ciefl TpeTUPaHETO.

[Tpu ycranossiBane Ha nHBa3us ¢ D. Caninum, Tps0Ba na Obe Ha3HAUCHO CHITBTCTBAIIO TPETHPAHE
cpelry MeXIUHHUTE TOCTONPUEMHHUIN — OBJIXU U BBILKH, 32 Jia c€ U30eTrHe peHHBA3HSI.

He ca n3BbpIiiBany n3cienBaHus CbC CHIIHO H3HEMOILETH Ky4YeTa U ¢ Ky4deTa CbC CEPHO3HU
HapymeHus B Ob0peuHara u yepHoapoOHa ¢pyHkuun. [lopaay ToBa, To3u BeTepUHAPHOMEAUITTHCKA
MIPOAYKT IIPH TaKHBa )KUBOTHU TPsIOBa 1a ce U3MOJ3Ba CJIe] OLEHKAa Ha ChOTHOIIEHUETO MOI3a/PUCK OT
JIEKyBaIllKsl BETEPUHAPEH JIEKap.

CHe]_[I/IaJIHI/I OpearnasHy MCEpPKHM 3a Jullara, IIpujaraimy BETCPUHAPHOMCEIUIIMHCKUS IIPOAYKT Ha
KHBOTHUTC

C uen noaabpikaHe Ha 100pa XUrueHa, M3MUBANUTE PBIETE CH CJIEH MpHIaraHe Ha TaOJIeTKH Ha
Kyd4eTo.

[Ipu cywaitHo morireliane, ocoOOEHO OT Jietia, He3a0aBHO J1a Ce MOTHPCH MEIUIIMHCKH ChBET, KaTO Ha
JIeKaps ce MPEIOCTaBH JINCTOBKATA WU €TUKETA Ha MPOIYKTA.

ExunHokoko3ara (KydemkaTa TeHHs) IpeCTaBIABa 3amiaxa 3a yoBeka. Thit kaTo ExuHOKOKO3aTa €
3a00J1s1BaHe, KOETO MOAJIEXKH Ha 00sIBsIBaHe, cbIacHo MexayHapoaHoTo bropo no Enuszooruure
(OIE), choTBETHHTE KOMIIETEHTHH BJIACTH TPSAOBA Jia MPEJAOCTABIT CrICIM()UIHITE PHKOBOJIHN HACOKH
10 OTHOLIEHNE Ha JICYEHUETO U ONa3BaHe 3PaBETO Ha XOpaTa.

4.6 HeOnaronpusaTHH peakuuu (4€CTOTA U BajKHOCT)

B MHOTO penku cnyuyan ca HaOIrOAaBaHH MPEXOHU, JIEKH Pa3CTPOHCTBA HA XPAHOCMUIIATEITHHS TPAKT
(HampuMep XUIEepCaTHBaIlKs, TIOBPbIIAHE).

B mHOTO peaku cirydyaun ca HaOIIOAaBaHN IIPEXOTHHU, JICKW HEBPOJIIOTHYHHU Pa3CTPOMCTBA (HaIpuMep
TPEMOp, HapyllleHa KOOPIUHALHUS).

OnucaHuTe peakiiy ce CBbP3BAT ChC CIy4au, IPH KOUTO HE € CIa3eHO MPENOPbUUTEIHOTO [JIaJyBaHe
npenu npueM. [Ipu3HanuTe Ha HEBPOJOTHYHH PAa3CTPOICTBA MOTAT Jia OBJIAT MO-TEKKU (HapuMep
KoHByJicun) tipu MArl myranuu (-/-) npu nopoxute Konu, [lent 1 ABCTpainiicko 0BY4apCcKo Kyde.
Hsma n3BecTHH ciennuyHN aHTHIOTH.

YectoraTa Ha He6J'IaI‘OHpI/I$ITHI/ITC pCaKknuuun CC ONPEACIId UPE3 CICAHATA KJ'IaCI/I(l)I/IKa]_II/ISII
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- MHOTO UecTH (ToBeue oT 1 Ha 10 TpeTHpaHu KMBOTHH, IPOSABABAILN HEOIATONPHATHA(H)
peaxisi(u))

- yectH (oBeyue ot 1, Ho mo-manko oT 10 sxuBoTHU Ha 100 TpeTUpaHu KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-manko ot 10 xuBoTaM Ha 1,000 TpeTHpaHu )KUBOTHH)

- penxu (roBede oT 1, HO mo-mako oT 10 xuBoTHH Ha 10,000 TpeTHpaHw )KUBOTHH)

- MHOT'O peakH (1o-majko ot 1 sxuBotHO Ha 10,000 TpeTnpaHu >KUBOTHH, BKIFOUUTEIHO H30IUPaHU
CHOOIICHU).

4.7 Ymnotpeda mo BpemMe Ha OpeMEeHHOCT, JAKTAIUsI HJIU sIiilleHOCeHe
Moxe Ja ce mpuiiara o BpeMe Ha OpEMEHHOCT H JIAKTallHs.

4.8 BzauMmopneiicTBHe ¢ APYTrH BeTePUHAPHOMEIUIMHCKH MPOAYKTH U APYru (hopMu HA
B3auMoOJeiicTBHE

Emodepside e cydcTpar 3a P-rimtokonporenna. [IpunaraHeto eTHOBPEMEHHO C APYTH MPOIYKTH,
KOUTO ca P-TiiiokonpoTenH cyocTpaTn/uHXuOUTOpH (HampuMmep, HBEPMEKTHH H APYTH aHTUIIAPA3UTHH
MaKpOIUKINYHH JJAKTOHH, EPUTPOMUIINH, TPEAHU30JI0H U [UKJIOCIIOPHH) MOTaT Ja JIOBEJAT JI0
3acuiieHH (papMaKOKMHETHYHH JIEKAPCTBEHHU B3auMoieicTBHsA. [I0TeHIMAIHUTE KIMHUIHH
MOCJIE/ICTBHS OT MOAOOHU B3aUMO/ICHCTBHS He ca OMIM 0OEKT Ha ITPOYYBaHE.

4.9 /1032 ¥ HAYMH HA NPUJIOKEHUe

Llo3uposka u mepanesmuyen niaH

Profender tpsi6Ba 1a ce npuiara B MuauMaiia go3a ot 1 mg/kg remecta maca emodepside u 5 mg/kg
TelrlecHa Maca praziquantel, ceriaacHo mocoueHnTe B TabIMIIATA JO3H.

3a €H KypC Ha JICUCHUEC € NOCTATbYHO €AHO CIMHCTBCHO IIpHUJIaraHe.

Bbpoii Tadnerku Profender 3a
MaJIKH Ky4eTa CpeIHO roJeMu roJieMH Ky4era
Tenecna Ky4era
maca (kg)
15> =3kg 1{ﬁzlokg 1 =30 kg
1 -15 7]
>15 -3 1
>3 — 45 1%
>45 - 6 2
>6 — 10 1
>10 - 15 15
>15 — 20 2
>20 - 30 1
>30 — 45 15
> 45 — 60 2

Hayun na npuaazarne

3a mepopaiHa yroTpeba mpu Kydera oT 12 ceMuyHa BB3pACT U Terio Hai-manko 1 Kg. Tabmerkure
Profender ca ¢ Bkyc Ha Meco U OOMKHOBEHO KyueTaTa I'i IpueMar 0e3 ITOMbIHUTEIHA XpaHa.

Ja ce npunara Ha riagHo. Kyuerara, kouTto me ObAaT TpeTUpaHU CYTPHH Ja HE CE€ XPaHsT 1pe3
npeaxonHara Houl. Jla He ce gaBa xpaHa 4 yaca ciiefl TpeTHPAHETO.
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4.10 Ilpeno3upaHe (CHMITOMHU, CIIEIIIHH MEPKH, AHTHIOTH), AKO € HE00X0IHMO

KpartkoTpaen MycKyJieH TpeMop, JUICa Ha KOOPIMHAIMS U ISpecHsl ca OWIIN HaOI01aBaHu
MOHSKOTa, KOTaTo BETCPUHAPHOMETUIIMHCKUST MPOIYKT € OWIJI PE03UpaH 5 MbTH HAl
npenopbuanata go3a. [Ipu mdrl myramuu (-/-) mpu nopoaara Kosu HUBOTO Ha 6€30MaCHOCT € 1M0-
HHCKO B CpaBHEHHE C TOBA Ha HOPMaJTHATA KydellIKa MOMyJIaius, MPH JBYKPATHO MPEBUINIABaHE Ha
MpernopbhyYaHara J103a MOHSKOTa ce HaOJI0/1aBa yMEepPEH KPaTKOTPaeH MYCKYJIEH TPEMOP H/HITH
aTaKCHs, PH KydeTa MPHU KOUTO € CMa3eHO MPENOPHUUTESTHOTO TJIayBaHe.

CuMIITOMHATE OTIIYMSIBAT HAITBJIHO OT CaMo ce0e cu Oe3 HUKAaKBO JiedeHne. XPaHEeHEeTO MOXe J1a
yBENU4H OpOsi Ha MHIIMCHTUTE ¥ HHTEH3WBHOCTTA HA CUMIITOMHUTE CBBP3aHU C TIPEIO3UPAHE, PSIKO
MOJKe Ja ce HaOJIr01aBa MOBPbILAHE.

Hsma n3BecTHH crienu(UYHE AHTHIOTH.

4.11 KapeHTeH cCpok

He e npuinoxxumo.

5. OAPMAKOJIOI'HYHU OCOBEHOCTH

dapMakoTepaneBTHYHA IPyIia: TCPANCBTHUCH MPOTUBOMNAPA3UTEH MPOYKT.
Berepunapnomenunuacku Anatomo-Tepanesruuen Kom: QP52AAS51.

5.1 ®apmakoJUHAMHYHH CBOICTBA

Emodepside e mosyCHHTETHYHO XUMUYIHO ChEANHEHHE, KOSTO MTPUHAICKH KbM HOBA XMMHYHA TpyIa
— JIETICUNIENTUIN. AKTHBEH € Cpellly KPbIJIM YepBeH (acCKapuau, aHKMIIOCTOMH U TPUXYPUIIH).
EdukacHoctTa Ha TO3U MPOIYKT cpeury Toxocara canis, Toxascaris leonina, Ancylostoma caninum,
Uncinaria stenocephala u Trichuris vulpis ce nemxu Ha emodepside.

[elicTBa Ha HEBPOMYCKYJIHOTO CBbP3BaHE Upe3 CTUMYJIHUPAHE HA IPECUHANITUYHUTE CEKPETOPHU
peucnTopu, KOCTO NMPEAN3BUKBA Iapajin3da U CMbPT Ha Mapa3uTUTE.

Praziquantel_e nupa3snHOM30KBUHOJIHHOB JA€PHUBAT, KOUTO € €(DEKTHBEH CpPEIILy [[ECTOIH, KATO
Dipylidium caninum, Taenia spp., Echinococcus multilocularis u Echinococcus granulosus.
Praziquantel ce abcopbupa 6bp30 Mpe3 MOBbPXHOCTTA HA MAPA3UTHUTE M JICHCTBA OCHOBHO Upe3
npomsHa Ha Kajnuesata (Ca™ mporyckiMBocT Ha MeMOpaHuTe Ha napasuTa. ToBa IIpen3BUKBa
CCPUO3HO YBPCKIAHC HAa BbHIIHATA 06BI/IBKa, KOHTpaKIus, Imapajin3a U HapylulaBaHC Ha MeTa6OHI/I3Ma,
KOC€TO BOAX A0 CMBPT HaA NMApasuTUTE.

5.2 dapMaKkOKHHETHYHHU 0COOEHOCTH

Cuien nteuenwe ¢ go3a ot 1,5 mg emodepside u 7,5 mg praziquantel na kg tenecia maca e yctaHoBeH
CIIEJIHUAT CPEJICH TeOMETPUIEH MaKCUMYM Ha TIa3MeHHTEe KOoHIeHTpanuu: 47 |ug emodepside/l u 593
Mg praziquantel/l. I iete akTuBHU CyOCTaHIIMU ca JOCTUTHAIM MAKCUMAJTHU KOHIIGHTPAIUK 2 Jaca
cnen npuema. M 1Bete akTHBHU CYyOCTaHIIMK ca OWITH STMMHUHUPAHH OT IIa3MaTa ¢ BpeMe Ha
nonypasmnaj ot 1,4 go 1,7 vaca.

Crier nepopaiiHo PHIOKEHHE MPH TUTbX0oBe, emodepside ce pasnpocTpaHsBa BbB BCHYKH OPraHU.
Haii-BrcOKM HHMBA Ha KOHIICHTPAI[KS ca OTKPUTH B MacTHaTa ThkaH. Hempomenen emodepside u
XUIPOKCUITUPAHH JIEPUBATH Ca OCHOBHHTE MPOAYKTH OT eKCKpenusita. Ekckpenusita Ha emodepside
HE ¢ POyYBaHa MPH Ky4eTa.

W3cnensanusta mpu MHOTO pa3InIHA BHIOBE MIOKa3Bart, ye praziquantel ce merabomusupa 66p30 B
uepHus 1po0. OCHOBHUTE METabOIHUTH Ca MOHOXUIPOKCHIIMKIIOXEKCHUIIOBU TPOU3BOIHH Ha
praziquantel. Otnens ce ocHOBHO upe3 OBOpenuTe.
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6. OAPMAIEBTHNYHU OCOBEHOCTH

6.1 Chnucbk Ha eKCUHHMITHEHTHTE

Calcium hydrogen phosphate anhydrous

Cellulose, microcrystalline

Silica, colloidal anhydrous

Croscarmellose sodium

Magnesium stearate

Povidone

Atrtificial beef flavour

6.2 OCHOBHM HECHBMECTHMOCTH

He ca uzBectnu.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHUs BeTepUHAPHOMEAUIIMHCKN POIYKT: 3 TOAUHU.
6.4 CnenmajHu ycJa0BHS 32 CbXpPaHEeHHE HA MPOAYKTA

I[a (6]§] CLXpaHHBa B OpI/IFI/IHaJ'IHaTa OITIaKOBKa, C ICJI npez[na3BaHe OT BJIara.

6.5 BI/II( U CbCTAB HA IbPBUYHATA OIIAaKOBKaA

Kapronenu KyTuu, chabprkainy OJucTep JICHTH OT allyMUHHEBO (onmo. Hannunu ca cneqaure
pa3MepH OMaKOBKU:

IIpodenabp 15 My/3 My TaOIETKH 32 MAJIKH KYYETa

- 2 TabeTKn (1 6mucTep nmeHTa)

- 4 TabneTkH (1 6amcTep neHTa)

- 10 rabnerku (1 6aucTep neHTa)

- 24 TabneTKu (3 6rucTep neHTH ¢ 8 TabeTKH BCSIKA)
- 50 TabseTku (5 6muctep nmentu ¢ 10 TabmeTku BesKa)

IIpodenasp 50 My/10 My TaGIETKH 32 CPEAHO TOJIEMHU KYUETA

- 2 TabJaeTKn (1 6amcTep neHTa)
- 4 TabmeTKn (1 6amcTep neHTa)
- 6 TabneTKu (1 6mmcTep neHTa)

- 24 tabnetkn (4 GnucTep JIEHTH ¢ 110 6 TaOJIETKH BCSIKA)
- 102 tabnerku (17 GaucTep JeHTH C 10 6 TAOJCTKU BCSIKA)

IIpodenabp 150 mg/30 Mg TaGiaeTK 3a TOJIEMH Ky4deTa

- 2 TabieTKn (1 6nucTep nmeHTAa)

- 4 tabneTku (1 6nucTep nmeHTAa)

- 24 tabnetkn (6 Onucrep JeHTH ¢ 110 4 TaOJIETKH BCSIKA)
- 52 tabnerkn (13 OnmcTep neHTH ¢ 1O 4 TaOJIETKH BCSKA)

He Bcuukn pa3sMEpu Ha OIMaKOBKATa Morar Ja 6’L,Z[aT npeajiaranv Ha masapa.
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6.6 CnenmaJHiM MepKH 32 YHUI03KABAHE HA HEU3MOJI3BAH MPOAYKT WJIM OCTATHIU OT HEro

Beeky HeM3Mmo3BaH BeTEpUHAPHOMEAUITUHCKY TPOIYKT UIIH OCTATBIIM OT HEro TPsiOBa aa Obaat
YHHIIIO)KEHH B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOIATENICTRO.

Hewusnons3BanuTte NOJOBUHKY OT TaOJIETKU HE TPsIOBA Jla ce ChbXpaHsBaT 3a ObJeia yrnorpeoa, a
TpsiOBa 1a OBJAT YHUIIIO)KEHH B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOIATEIICTRO.

7. NPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Vetoquinol S.A.

Magny-Vernois

70200 Lure

Opanuus

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/05/054/018 - 31

9. JATA HA IbPBOTO U3JABAHE / MIOAHOBSBAHE HA JIMIIEH3A 3A
YIIOTPEBA

JlaTta Ha TBPBOTO W3/aBaHe Ha JIUIEH3 3a yrmorpeda: 27/07/2005.

Jlata Ha MOCJIEIHOTO TTOTHOBSIBAHE Ha JIKIIEH3 3a yrotpeba: 01/07/2010.

10. JATATA HA HOCJIEAHATA PEJAKIIUSA HA TEKCTA

IMoapobHa uHpOpMAIIKs 3a TO3U MPOLYKT MOKE J]a HAMEPUTE Ha HHTEPHET CTPAHUIIATa Ha
Erponetickata Arenrus no Jlekapcrsara http://www.ema.europa.eu

3ABPAHA 3A ITPOJAXKBA, CHAB/IABAHE U/NJIN YIIOTPEBA

He e npuiioxxumo.
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MNPUIOXKEHHE II

INPOU3BOAUTEJI, OTTOBOPEH 3A OCBOBOXKJIABAHE HA
IHAPTUJAATA

YCJIOBUA NN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIIN CE 1O ITIPEJJIATAHETO 1 YIIOTPEBATA MY

CTATYC HA MACOK
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A INPOU3BOAUTEJI, OTTOBOPEH 3A OCBOBOKIABAHE HA ITAPTUJIATA

Hwme u agpec HAa MPOU3BOAMTEA, OTTOBOPEH 33 OCBOOOXK/IABAHETO HA MAPTUANTE 3a IpoaakOa

KVP Pharma + Veterindr Produkte GmbH
Projensdorfer Str. 324

24106 Kiel

I'epmanus

Vetoquinol S.A.
Magny-Vernois

70200 Lure
®paHuus

b. YCJ0OBUA WJIM OI'PAHUYEHUSA B JIMIEH3A 3A YIOTPEBA HA BMI],
OTHACHIIHA CE JO NPEAJATAHETO U YIIOTPEBATA MY

I[a CC OTITYCKa CaMO II0 JICKApPCKO MpEAIMCcaHue.

B. CTATYC HA MJICOK

He e npuinoxxumo.
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MNPUJIOKEHHUE IlI

ETUKET U JINCTOBKA

22



A. ETUKET
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NHOOPMAILUS, KOATO CE U3IINCBA BbPXY BbHIIHATA OITAKOBKA
IIpodenanbp coT-0H Pa3TBOP 32 MAJIKHA KOTKH
BbHIIIHA KAPTOHEHA OMAKOBKA, pa3Mep Ha onakoBkara: 2 (Wiu 4) nuneru

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

Ipodenasp 30 My/7,5 Mgy croT-0H pasTBOP 32 MAITKHA KOTKH

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLIUN

Bcska rarrera ot 0,35 ml cpappika:
AxrtuBHu cyoctanimu: 7,5 mg emodepside, 30 mg praziquantel

3. OAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpuiarane BpXy OrpaHUYeH y4acThK.

4. PABMEP HA OITAKOBKATA

2 IUNETH
4 uneTtn

5. BUJOBE )KMBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

3a manku kotku > 0,5 kg — 2,5 kg

6. TEPAIIEBTUYHU IOKA3AHUA

Kpbrmm uepBen (Hemaronn):
Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme

Tenun (ecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

benonpobHu mapasuru:
Aelurostrongylus abstrusus

3a mBJIHUTE IMOKa3aHu1s, BKIIFOUBAIHW JIAPBHUTE CTaAWU, IIPOYECTETE JIMCTOBKATA.

7. METOJ 1 HAYH HA TPUJIOKEHUE
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Camo 3a BBHIIHA yIOTpeOa.
[Ipenu ynotpeba mpoyeTy TUCTOBKATA.

8. KAPEHTEH CPOK

9. CIIEHUAJIHU NPEAYIIPEXXJIEHHUE(S), AKO E HEOBXO/JUMO

10 CPOK HA TOJHOCT

Tlonen mo {mecery/roauna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

)Z[a CC ChbXpaHsiBa B OpUTMHAIHATa OIIAaKOBKa, C LEJI IMPEAIIa3BaHe OT BJiara.

12. CHELUWAJIHM NPEANTASHU MEPKHU ITPU YHUILIOKABAHE HA HEU3ITOJI3BAH
HPOAYKT UJIN OCTATHLUU OT HET'O, AKO UMA TAKUBA

13. HAJNUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PASIIPOCTPAHEHHUETO U
YIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [a ce oTimycka caMo 1o JIeKapcKO MpeIrucaHue.

14, HAIIHUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEAA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpPaHsABa JaJICd OT 1orjieia 1 Ha HCAOCTHITHU 3a 1€11a MECTaA.

‘ 15. HUME U IIOCTOSAHEH AJIPEC HA ITPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus

‘ 16. HOMEP(A) HA JIMIEH3A 3A YIIOTPEGA HA BMII ‘

EU/2/05/054/001 2 nunietn
EU/2/05/054/002 4 nunetu
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17. TAPTHUAEH HOMEP

IMapruna {HOMEp}
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NHOOPMAILUS, KOATO CE U3IINCBA BbPXY BbHIIHATA OITAKOBKA
IIpodenanbp croT-0H Pa3TBOP 32 MAJIKH KOTKH
BbHIIHA KAapTOHEHA OMAKOBKA, pa3Mep Ha onakoBkarta: 12 (20 wiu 40) munern

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIMWHCKUA TIPOAYKT

Ipodenasp 30 My/7,5 Mgy croT-0H pasTBOpP 32 MAITKHA KOTKH

‘ 2. CbAbP/KAHUE HA AKTUBHUTE CYBCTAHIIMU

Besika mumnera ot 0,35 ml chbpixa:
AxTuBHE cyOctanmuu: 7,5 mg emodepside, 30 mg praziquantel

3. OAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpuitarane BbpXy OrpaHAYEH yYacThK.

4. PASMEP HA OITAKOBKATA

12 nunetn
20 mumetn
40 et

5. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

3a manku kotku > 0,5 kg — 2,5 kg

6. TEPAIIEBTUYHU IOKA3AHUA

Kpbrom uepBen (Hemaronn):
Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme

Tenun (ecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

benonpo6Hu mapasutu:
Aelurostrongylus abstrusus

3a mBJIHUTE IOKa3aHus, BKIIFOUBAIHW JIAPBHUTE CTaAHUU, IMTPOYECTETE JIMCTOBKATA.
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7. METOJA 1 HAYH HA TPUJIOKEHUE

Camo 3a BBHIIHA yIOTpeOa.
[Tpenn ynorpeba mpoyeTH JIUCTOBKATA.

8. KAPEHTEH CPOK

| 9. CHOEUMAJIHM OPEAYNPEXJIEHUE(S), AKO E HEOBXOUMO

Jla He ce M3MoJI3Ba ITPU KOTEHI[a Ha Bb3pacT mos 8 ceamunu win terio mox 0,5 Kg.
3a mpenynpexaeHusTa 3a 0e30MacHOCT Ha JHIaTa, KOMTO TO MpUIaraT — NpoYeTeTe JHCTOBKATA
penu ynorpeoa.

10 CPOK HATOJHOCT

T'omen mo {mecen/roauna}

11. CHELHUAJIHU YCJOBUS 3A CbXPAHEHHUE

I[a C€ CbXpaHsABa B OpUIMHaIHaTa OIIaKOBKa, C LEJI IPEAITIa3BaHe OT BJiara.

12. CHELHUAJIHA NPEANTAZHU MEPKHU ITPU YHU IO KABAHE HA HEU3ITOJI3BAH
HPOAYKT UJIN OCTATHUU OT HET'O, AKO UMA TAKUBA

[podennbp He TpsiOBa Aa ObAE U3XBHPISH BbB BOJHH OaceiiHH, Thil KaATO TOBa MOXe Ja ObJe ONacHO
3a puOUW WK APYTH BOJHU OPTaHU3MHU.

Bceku Hen3non3BaH BeTepMHAPHOMEAUIIMHCKY POIYKT WIIM OCTaThIM OT HEro TpsioBa aa Obaat
YHUILO’)KEHU B COTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEICTBO.

13. HAIIHUCDHT “CAMO 3A BETEPUHAPHOME/IUILIUHCKA YIIOTPEBA” U
YCJIOBUA NI OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a. I[a CC OTITYCKa CaMO IIO JICKApCKO IMpEAINTUCAaHUC.

14, HAJAIUCHT “JA CE CbXPAHSBA JAJIEY OT HOIVIEAA U HA HEJOCTBITHHU
3A JEHHA MECTA”

Jla ce cpxpansBa ganed OT MorJjie/ia ¥ Ha HEIOCTHITHH 3a JIeTa MecTa.

15. HUME U NOCTOSAHEH AJIPEC HA ITIPUTEXATEJISI HA JIMIIEH3A 3A YIIOTPEBA

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrs
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16. HOMEP(A) HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/05/054/003 12 nunetu
EU/2/05/054/004 20 nunetu
EU/2/05/054/005 40 numetn

17. TIAPTHUJIEH HOMEP

[Taptuga {HOMED}
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NHO®OPMAILUSA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA
IIpodgeHabp CHIOT-0H PA3TBOP 32 CPEJAHM 110 I0JIEeMHHA KOTKH
BbHIIIHA KAPTOHEHA OMAKOBKA, pa3Mep Ha onakoBkara: 2 (Wiu 4) nuneru

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

Ipodenmpp 60 My/15 My croT-oH pa3TBOP 3a CPEIHH IO TOJIEMUHA KOTKH

‘ 2. CbAbP/KAHUE HA AKTUBHUTE CYBCTAHIIMU

Bcesika mumiera ot 0,70 ml cbbpxa:
AxTuBHE cyOctanmuu: 15 mg emodepside, 60 mg praziquantel

3. OAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpuitarane BbpXy OrpaHHYEH y4acThK.

4. PASMEP HA OITAKOBKATA

2 MANETH
4 uneTn

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

3a cpesHu MO roieMUHa KOTKU > 2,5 kg — 5 kg

6. TEPAIIEBTUYHU IOKA3AHUA

Kpbrim uepBen (Hemaronn):
Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme

Tenun (ecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

benonpobuu mapasuru:
Aelurostrongylus abstrusus

3a mBJIHUTE IMOKa3aHu1s, BKIIFOYBAIH JIAPBHUTE CTaAWUU, IMTPOYETETE JIMCTOBKATA.

7. METOJ 1 HAYH HA TPUJIOKEHUE
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Camo 3a BBHIIHA yIOTpeOa.
[Ipenu ynotpeba mpoyeTH TUCTOBKATA.

8. KAPEHTEH CPOK

9. CIIEHUAJIHU NPEAYIIPEXXJIEHHUE(S), AKO E HEOBXO/JUMO

10 CPOK HA TOJHOCT

Tlonen mo {mecery/roauna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

)Z[a CC ChXpaHsiBa B OpUTMHAJIHATa OIIAaKOBKa, C LCJ IIPEAIIa3BaHe OT BJiara.

12. CHELUWAJIHM NPEANTASHU MEPKHU ITPU YHUILIOKABAHE HA HEU3ITOJI3BAH
HPOAYKT UJIN OCTATHLUU OT HET'O, AKO UMA TAKUBA

13. HAJNUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yrioTpeda. Ja ce oTimycka caMo 1o JIEKapcKo MpeIucaHie.

14, HAIINHUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIITHA
3A JEIIA MECTA”

I[a CC ChbXpPaHsABa JaJICd OT 1orjieia 1 Ha HCAOCTHITHU 3a 1€11a MECTaA.

‘ 15. HME U IIOCTOSAHEH AJIPEC HA ITPUTEXATEJISI HA JIMIHEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus

‘ 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEGA HA BMII ‘

EU/2/05/054/006 2 numnetn
EU/2/05/054/007 4 nunetu

31



17. TAPTHUAEH HOMEP

IMapruna {HOMEp}
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NHOOPMALUSA, KOATO CE U3ITUCBA BbPXY BLHIIHATA OITAKOBKA
IIpodgeHabp CHOT-0H PA3TBOP 32 CPEJAHM 110 I0JIEeMHHA KOTKH
BbHIIHA KAapTOHEHA OMAaKOBKA, pa3Mep Ha onakoskarta: 12 (20, 40 wim 80) nunerun

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

Ipodenapp 60 My/15 Mg croT-oH pa3TBOP 3a CPETHM IO TOIEMIHA KOTKH

‘ 2. CbAbP/KAHUE HA AKTUBHUTE CYBCTAHIIMU

Bcesika nmumiera ot 0,70 ml cbbpxa:
AxTuBHE cyOctanmuu: 15 mg emodepside, 60 mg praziquantel

3. OAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpuitarane BbpXy OrpaHAYEH yYacThK.

4. PASMEP HA OITAKOBKATA

12 et
20 nmumneTn
40 nuneTn
80 mumetn

5. BUJOBE )KMBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

3a cpesHu 1O roieMUHa KOTKu > 2,5 kg — 5 kg

6. TEPAIIEBTUYHU ITIOKA3AHUA

Kpbrim uepBen (Hemaronn):
Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme

Tenunu (miecToan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

Bbenoapobuu napazuru:
Aelurostrongylus abstrusus

3a MBJIHUTE IMOKa3aHu1d, BKIIFOYBAIIX JIAPDBHUTC CTAAWUH, IPOYCTCTC JIMCTOBKATA.
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7. METOJ 1 HAYH HA TPUJIOKEHUE

Camo 3a BBHIIHA yIOTpeOa.
[Tpenun ynorpeba mpoYeTH JITUCTOBKATA.

8. KAPEHTEH CPOK

| 9. CHOEUMAJIHM OPEAYNPEXJIEHUE(S), AKO E HEOBXOUMO

Jla He ce M3MoJI3Ba ITPU KOTEHI[a Ha Bb3pacT mos 8 ceamunu win terio mox 0,5 Kg.
3a mpenynpexaeHusTa 3a 0e30MacHOCT Ha JMIaTa, KOMTO TO MPUIaraT — NpoYeTeTe JHCTOBKATA
penu ynorpeoa.

10 CPOK HATOJHOCT

T'omen mo {mecen/roauna}

11. CHELHUAJIHU YCJOBUS 3A CbXPAHEHHUE

I[a C€ CbXpaHsABa B OpUIMHaIHaTa OIIaKOBKa, C LEJI IPEAITIa3BaHe OT BJiara.

12. CHELHUAJIHU NPEANTAZHU MEPKHU ITPU YHUILIOXKABAHE HA HEM3ITOJI3BAH
HPOAYKT UJIN OCTATHUU OT HET'O, AKO UMA TAKUBA

[podennbp He TpsiOBa Aa ObAE U3XBHPISH BbB BOJHH OaceiiHH, Thil KaATO TOBa MOXe Ja ObJe ONacHO
3a puOUW WK APYTH BOJHU OPTaHU3MHU.

Bceku Hensnon3BaH BeTepMHAPHOMEIUIMHCKY POIYKT MM OCTaThLIY OT HEro TpsioBa 1a ObaaT
YHUILO’)KEHU B COTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEICTBO.

13. HAIIHUCDHT “CAMO 3A BETEPUHAPHOME/IUILIUHCKA YIIOTPEBA” U
YCJIOBUA NI OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a. I[a CC OTITYCKa CaMO IIO JICKApCKO IMpEAINTUCAaHUC.

14, HAJAIUCHT “JA CE CbXPAHSBA JAJIEY OT HOIVIEAA U HA HEJOCTBITHHU
3A JEHHA MECTA”

Jla ce cpxpansBa ganed OT MorJjie/ia ¥ Ha HEIOCTHITHH 3a JIeTa MecTa.

15. HUME U MNOCTOSAHEH AJIPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus
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16. HOMEP(A) HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/05/054/008 12 numetn
EU/2/05/054/009 20 mumeru
EU/2/05/054/010 40 nunern
EU/2/05/054/011 80 nunern

17. TAPTHUIAEH HOMEP

[Taptuga {HOMED}
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NHOOPMAILUS, KOATO CE U3IINCBA BbPXY BbHIIHATA OITAKOBKA
IIpodgeHabp CHOT-0H PA3TBOP 32 roJieMH KOTKH
BbHIIIHA KAPTOHEHA OMAKOBKA, pa3Mep Ha onakoBkara: 2 (Wiu 4) nuneru

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

Ipodenapp 96 My/24 My croT-oH pa3TBOP 3a FOJIEMU KOTKH

‘ 2. CbAbP/KAHUE HA AKTUBHUTE CYBCTAHIIMN

Besika mumera ot 1,12 ml ceabpxa:
AxTuBHE cyOctanmuu: 24 mg emodepside, 96 mg praziquantel

3. OAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpuitarane BbpXy OrpaHAYEH yYacThK.

4. PASMEP HA OITAKOBKATA

2 MANETH
4 uneTn

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

3a ronemu koTKu > 5 kg — 8 kg

6. TEPAIIEBTUYHU IOKA3AHUA

Kpbrim uepBen (Hemaronn):
Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme

Tenun (ecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

benonpo6Hu mapasuTu:
Aelurostrongylus abstrusus

3a mBJIHUTE IMOKa3aHu1s, BKIIFOYBAIH JIAPBHUTE CTaAWUU, IMTPOYETETE JIMCTOBKATA.

7. METOJ 1 HAYH HA TPUJIOKEHUE
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Camo 3a BBHIIHA yIOTpeOa.
[Ipenu ynotpeba mpoyeTH TUCTOBKATA.

8. KAPEHTEH CPOK

9. CIIEHUAJIHU NPEAYIIPEXXJIEHHUE(S), AKO E HEOBXO/JUMO

10 CPOK HA TOJHOCT

Tlonen mo {mecery/roauna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

)Z[a CC ChbXpaHsiBa B OpUTMHAIHATa OIIAaKOBKa, C LEJI IMPEAIIa3BaHe OT BJiara.

12. CHELHUAJIHA NPEANTAZHU MEPKHU ITPU YHUILIOKABAHE HA HEU3IIOJI3BAH
HPOAYKT UJIN OCTATHLUU OT HET'O, AKO UMA TAKHUBA

13. HAJNUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. [la ce oTimycka caMo 1o JIeKapcKo MpeIucaHme.

14, HAIINHUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIITHA
3A JEIIA MECTA”

I[a CC ChbXpPaHsABa JaJICd OT 1orjieia 1 Ha HCAOCTHITHU 3a 1€11a MECTaA.

‘ 15. HUME U IIOCTOSAHEH AJIPEC HA ITPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus

‘ 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEGA HA BMII ‘

EU/2/05/054/012 2 nunetn
EU/2/05/054/013 4 nunetu
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17. TAPTHUAEH HOMEP

IMapruna {HOMEp}
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NHOOPMAILUS, KOATO CE U3IINCBA BbPXY BbHIIHATA OITAKOBKA
IIpodgeHabp CNIOT-0H PA3TBOP 32 roJIeMH KOTKH
BbHIIHA KAapTOHEHA OMAKOBKA, pa3Mep Ha onakoBkarta: 12 (20 wiu 40) munern

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

Ipodenapp 96 My/24 My croT-oH pa3TBOP 3a FOJIEMH KOTKH

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLIUN

Bcska narrera ot 1,12 ml cpappika:
AxrtuBHE cyoctanimu: 24 mg emodepside, 96 mg praziquantel

3. OAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpuiarane BpXy OrpaHUYeH y4acThK.

4. PABMEP HA OITAKOBKATA

12 nunetu
20 umetn
40 mumetn

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

3a ronemu koTku > 5 kg — 8 kg

6. TEPAIIEBTUYHU IOKA3AHUA

Kpbrim uepBen (Hemaronn):
Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme

Tenun (ecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

benonpobHu mapasuru:
Aelurostrongylus abstrusus

3a mBJIHUTE IMOKa3aHu, BKIIFOYBAIHW JIAPBHUTE CTaAWU, ITPOYETETE JIMCTOBKATA.
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7. METOJ 1 HAYH HA TPUJIOKEHUE

Camo 3a BBHIIHA yIOTpeOa.
[Tpenu ynorpeba mpoYeTH JITUCTOBKATA.

8. KAPEHTEH CPOK

| 9. CHOEUMAJIHM OPEAYNPEXJIEHUE(S), AKO E HEOBXOUMO

Jla He ce M3MoJI3Ba ITPU KOTEHI[a Ha Bb3pacT mos 8 ceamunu win terio mox 0,5 Kg.
3a mpenynpexaeHusTa 3a 0e30MacHOCT Ha JMIaTa, KOMTO TO MpUIaraT — NpoYeTeTe JHCTOBKATA
npenu ynorpeoa.

10 CPOK HATOJHOCT

T'omen mo {mecen/roauna}

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a C€ CbXpaHsABa B OpUI'MHAJIHATa OIMaKOBKa, C LEJI IPEAIIa3BaHe OT BJiara.

12. CHELUAJIHU NPEANTASHU MEPKHU ITPU YHUILIOKABAHE HA HEU3ITOJI3BAH
HPOAYKT UJIN OCTATHUU OT HET'O, AKO UMA TAKUBA

[podennbp He TpsiOBa A2 ObaE U3XBHPISH BHB BOJAHU OACEHHU, Thil KATO TOBA MOXE Jia O'b/Ie OMAacHO
3a puOUW WK APYTH BOJHU OPTaHU3MHU.

Bceku Hensnon3BaH BeTepMHAPHOMEIUIMHCKY POIYKT MM OCTaThLIY OT HEro TpsioBa 1a ObaaT
YHUILO’)KEHU B COTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEICTBO.

13. HAIIHUCDHT “CAMO 3A BETEPUHAPHOME/IUILIUHCKA YIIOTPEBA” U
YCJIOBUA NI OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a. I[a CC OTITYCKa CaMO IIO JICKApCKO IMpEAINTUCAaHUC.

14, HAAIUCHT “JA CE CbXPAHSBA JAJIEY OT INOIVIEAA U HA HEJOCTBIIHHU
3A JEHHA MECTA”

Jla ce cpxpansBa ganed OT MorJjie/ia ¥ Ha HEIOCTHITHH 3a JIeTa MecTa.

15. HUME U MNOCTOSAHEH AJIPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus
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16. HOMEP(A) HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/05/054/014 12 nunetun
EU/2/05/054/015 20 nunetu
EU/2/05/054/016 40 numnern

17. TIAPTHUJIEH HOMEP

[Taptuga {HOMED}
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HNH®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITIAKOBKA
IIpoenanp cOT-0H Pa3TBOP 32 KOTKHU
BbHIIHA KAPTOHEHAa ONAKOBKA, 0yTHJ/IKA 32 MHOTOKPAaTHO 103UpaHe

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

Ipodenmsp 85,8 mg/ml /21,4 mg/ml crior-oH pa3TBOp 3a KOTKH

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLIUN

AxtuBau cyocranmun: 21,4 mg/ml emodepside, 85,8 mg/ml praziquantel

3. OAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpuitarane BbpXy OrpaHAYEH y9acThK.

4. PASMEP HA OITAKOBKATA

14 ml

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kotkn

6. TEPAIIEBTUYHU IOKA3AHUA

Kpbrim uepBen (Hemaronn):
Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme

Tenun (ecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

Benoapobuu napazuru:
Aelurostrongylus abstrusus

3a mBJIHUTE TMOKa3aHu, BKIIIOUBAIHW JIAPBHUTC CTAAHUU, IMTPOYCTETE JIMCTOBKATA.

7. METOJ 1 HAYMH HA ITPUJIOKEHUE

Camo 3a BBHIITHA yroTpeoa.
[Ipenu ynoTtpeba mpoveTy INCTOBKATA.

8. KAPEHTEH CPOK
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9. CHELUAJHM OPEIYIPEXJIEHUE(ST), AKO E HEOBXOJUMO

3a mpenynpexaeHusTa 3a 0e30MacHOCT Ha JHMIaTa, KOMTO TO MpUIaraT — MpoYeTeTe JHCTOBKATA
npenu ynorpeoa.

10. CPOK HATOJHOCT

lonen mo {mecery/roauna}
Cpok Ha rOJHOCT CJIE/ ITbPBO OTBApsHE HAa TbPBUYHATA OMAKOBKA: 3 Mecera

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

12. CHELHUAJIHU NPEANTASHU MEPKHU ITPU YHUILIOKABAHE HA HEU3ITOJI3BAH
HPOAYKT UJIN OCTATHUU OT HET'O, AKO UMA TAKHUBA

13. HAIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUILIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIIOTPEBATA, AKO E TPUJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a. I[a CC OTITYCKa CaMO IIO JICKApCKO IMpEAINTUCAaHUC.

14, HAAIUCHT “JA CE CbXPAHSBA JAJIEY OT INIOIVIEJA U HA HEJOCTBITHU
3A JEIHA MECTA”

[a ce cpxpansBa jganed OT Morjie/ia ¥ Ha HEOCTHITHH 3a JIeTa MecTa.

‘ 15. HUME U NIOCTOSAHEH AJIPEC HA ITPUTEXATEJISA HA JIMIHEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panmust

‘ 16. HOMEP(A) HA JIMIEH3A 3A YIIOTPEGA HA BMII ‘

EU/2/05/054/017

17. NHAPTHUJAEH HOMEP

[aptuna {HOMep}
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MUHUMYM HHOOPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BbPXY
MAJIKHM OITAKOBKHU BMII, KOUTO CBbABPXKXAT EJUHUYHA JIO3A
IIpodenanbp coT-0H Pa3TBOP 32 MAJIKHA KOTKH

ETuker Ha nunerara

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TPOAYKT

Profender 3a xotkm (> 0,5 — 2,5 kQ)

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHUUAM)

3. CbABbPXKAHUE CIIPSIMO MACA, OGEM WM BPOM HA EJJMHUYHUTE 103U

4. HAYMH HA ITIPUJIOKEHHUE

Spot-on

5. KAPEHTEH CPOK

6. HHAPTUJAEH HOMEP

[Maptuna {HOMEP}

1. CPOK HA I'OJHOCT

lonen mo {mecern/roanna}

8. HAJAIIMUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”
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MUHUMYM HHOOPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BbPXY
MAJIKHM OITAKOBKHU BMII, KOUTO CBbABPXKXAT EJUHUYHA JIO3A
IIpodgeHabp CHIOT-0H PA3TBOP 32 CPEJAHM 110 I0JIEMHHA KOTKH

ETuker Ha nunerara

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Profender 3a xotku (> 2,5 -5 Kkg)

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIUA(N)

3. CbIABPXKAHUE CIIPSIMO MACA, OGEM WX BPO HA EJJMHUYHUTE 103U

‘ 4. HAYYH HA ITPUJIOKEHUE

Spot-on

5. KAPEHTEH CPOK

6. IHHAPTUJAEH HOMEP

[Maptuna {HOMED}

7. CPOK HA I'OJHOCT

Tonen mo {mecery/roauna}

‘ 8. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”
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MUHUMYM HHOOPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BbPXY
MAJIKHA OITAKOBKH BMII, KOUTO CBbABPXAT EJUHUYHA JIO3A
IIpodgeHabp CNIOT-0H PA3TBOP 32 roJieMU KOTKH

ETuker Ha nunerara

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Profender 3a xotku (> 5 — 8 k@)

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIUA(N)

3. CbIABPXKAHUE CIIPSIMO MACA, OGEM WX BPO HA EJJMHUYHUTE 103U

‘ 4. HAYYH HA ITPUJIOKEHUE

Spot-on

5. KAPEHTEH CPOK

6. IHHAPTUJAEH HOMEP

[Maptuna {HOMED}

7. CPOK HA I'OJHOCT

Tonen mo {mecery/roauna}

‘ 8. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”
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MHUHHUMYM UHOOPMAILUSA, KOSATO TPABBA JA BbAE U3IIMCAHA BbPXY
MAJIKHA OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA JO3A
IIpoenanp cOT-0H Pa3TBOP 32 KOTKHU

ETuxer Bbpxy OyTHIKaTa

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Profender spot-on pa3TBop 3a KOTKH

‘ 2. KOJIMYECTBO HA AKTUBHATUTE CYBCTAHIIUU

21,4 mg/ml emodepside, 85,8 mg/ml praziquantel

‘ 3. CbIABbPKAHUE CIIPSIMO MACA, OBEM WJIHA BPOM HA EJUHUYHHUTE 1031

14 mi

4. HAYYH HA ITPUJIOKEHUE

[Ipunarane BbpXy OrpaHU4EH Y4aCThK.
CaMo 3a BBHITHO NPUIIOKEHHUE.

5. KAPEHTEH CPOK

6. IHAPTUJEH HOMEP

[Maptuna {HOMED}

7. CPOK HA I'OJHOCT

Tonen mo {mecery/roauna}

Crnen oTBapsiHe, H3MOI3BANTE MIPENH ................ {octaBeTe MiCTO, 32 1a OBb/IE BIIMCaHA JaTaTa}.

8. HAAIIMUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a.
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MUHUMYM HHOOPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BbPXY
BJMCTEPU U JIEHTHU

IIpodenanbp coT-0H Pa3TBOP 32 MAJIKHA KOTKH

osucrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

IIpodenapp croT-oH pa3TBop 3a Manku KoTku (>0,5 - 2,5 kQ)

‘ 2. HAUMEHOBAHUE HA ITIPUTEXATEJISA HA JIMIHEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA I'OJHOCT

lonen mo: {meceryroawna}

4. HAPTUJAEH HOMEP

[aptuna: {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEIMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAapHOMEAMIIMHCKA yIIoTpeoa.
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MUHUMYM HHOOPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BbPXY
BJMCTEPU U JIEHTHU

IIpodgeHabp CNOT-0H PA3TBOP 32 CPEJAHM 110 I0JIEMHHA KOTKH

osucrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

[Mpodenbp crOT-0H pa3TBOP 3a CPEAHU IO ToJieMUHa KOTKH (>2,5 - 5 KQ)

‘ 2. HAMMEHOBAHUE HA TIPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJHOCT

lonen mo: {meceryroawna}

4, HAPTUJAEH HOMEP

[aptuna: {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAapHOMEAMLIMHCKA yIoTpeda.
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MUHUMYM HHOOPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BbPXY
BJMCTEPU U JIEHTHU

IIpodgeHabp CNIOT-0H PA3TBOP 32 roJieMU KOTKH

osucrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

[Tpodennbp croT-oH pa3TBop 3a ronemu Kotk (> 5 - 8 kg)

‘ 2. HAMMEHOBAHUME HA ITIPUTE/KATEJISA HA JIMIHEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJHOCT

lonen mo: {meceryroawna}

4, HAPTUJAEH HOMEP

[aptuna: {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAapHOMEAMLIMHCKA yIoTpeda.
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NH®OPMALMSA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA
Ipodenasp 15 Mgy/3 Mg TadiieTku 3a MaJIKH Ky4eTa
KapTroHeHa BbHIIHA ONAaKOBKA, pa3Mep Ha onakoBkata: 2 (WM 4) tadieTku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

IMpodenabp 15 Mg/3 mg tabieTku ¢ MOTUMHUIIMPAHO OCBOOOXKIABAHE 32 MAJIKU Ky4eTa

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLIUN

3 mg emodepside, 15 mg praziquantel.

3. OAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MogU(pHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

2 TaOIETKH.
4 TabneTKy.

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kyuera.

6. TEPAIIEBTUYHU IOKA3AHUA

AHTHXEIMHUHTHUK Cpelly KpbIJIH YepBer (HEMaToI1) U TeHUH (IIeCTON).
3a MbIHNUTE TIOKAa3aHMs, BKIIOYBAIIY BUIOBETE U JJAPBHUTE CTAHMH, TPOYETETE JIUCTOBKATA.

7. METOJ 1 HAYH HA ITPUJIOKEHHUE

3a nepopaiiHa ynorpeoa.
IMpenu ynotpeba MpoYeTH JTUCTOBKATA.

8. KAPEHTEH CPOK

9. CHHEHNUAJIHU MPEAYIPEXJIEHUE(S1), AKO E HEOBXOJUMO
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10 CPOK HA T'OJHOCT

T'omen mo {mecen/roguna}

‘ 11. CHELOHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a CC€ ChbXpPaHsBa B OpUTIMHAJIHATa OIIAaKOBKa, C LEJI IIPEAIIa3BaHE OT BJiara.

12. CIEINUWAJIHU NNPEAITA3HU MEPKHU ITPU YHUIILO’)KABAHE HA HEU3ITIOJI3BAH
MHNPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

VHumoxapaHe: IPpOY€TH JINCTOBKATA.

13. HAINUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA”
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHHUETO N
YIHOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHAapHOMEIUIIMHCKA yroTpeda. Jla ce oTmycka caMo 1o JIeKapcKo MpeArucaHume.

14, HAIIMUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIITHA
3A JEIIA MECTA”

[a ce cpxpansBa ganed OT Morjie/ia U Ha HEIOCTHITHH 3a JIeTa MecCTa.

‘ 15. HMME U NOCTOSAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus

‘ 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEGA HA BMII ‘

EU/2/05/054/018 2 TabneTkn
EU/2/05/054/019 4 tabinerku

17. TMAPTHUJAEH HOMEP

IMaptuna {Homep}
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HNHOOPMALUSA, KOATO CE U3ITUCBA BbPXY BHHIIHATA OITAKOBKA
Ipodenasp 15 Mgy/3 Mg TadiieTku 3a MaJIKH Ky4eTa
KaproneHna BbHIIHA ONAKOBKA, pa3Mep Ha onakoBkara: 10 (24 mum 50) Tadnerku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

IMpodenabp 15 Mg/3 mg tabieTku ¢ MOIUMHUIIMPAHO OCBOOOXKIABAHE 32 MAJIKU KydeTa

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLIUN

3 mg emodepside, 15 mg praziquantel.

3. OAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MogU(pHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

10 TaOneTku.
24 TabneTKy.
50 TabneTKH.

5. BUJOBE ’KMBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kyuera

6. TEPAIIEBTUYHU ITIOKA3AHUA

AHTHXEIMHUHTHUK Cpelly KpbIJIH YepBer (HEMaToI1) U TeHUH (IIeCTON).
3a MbIHNUTE TIOKA3aHMs, BKIIOYBAIIY BUIOBETE U JAPBHUTE CTAIHH, TPOYETETE IUCTOBKATA.

7. METOJ 1 HAYMH HA ITPUJIOKEHHUE

3a nepopaiHa ynotpeoa.
[Ipenu ynotpeba npoyeTn JUCTOBKATA.

8. KAPEHTEH CPOK
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‘ 9. CHEONUAJHU NPEAYHPEXJIEHUE(S1), AKO E HEOBXOJUMO

Jla He ce M3MoJI3Ba MPU Ky4eHIa Ha Bb3pacT moj 12 ceamunu win Terio mox 1 kg.

| 10. CPOK HA FOJIHOCT

T'open mo {mecen/roauna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a CC€ ChbXpPaHsBa B OpUTIMHAIHATa OIIAaKOBKa, C LEJI IIPEAIIa3BaHE OT BJiara.

12. CHELOUWAJIHM NPEAITIA3HU MEPKHU IIPU YHUILIOXKABAHE HA HEU3ITIOJI3BAH
MHNPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

YHI/IHJ;O)KaBaHC: IMpOYCTH JIMCTOBKATA.

13. HAIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUILIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIHOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepHHapHOMEAMIIMHCKA yroTpeba. [la ce oTIycKa camo 0 JIEKapcKo MpeANnycaHue.

14. HAJIMUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJEJA M HA HEAOCTBITHUA
3A JIELIA MECTA”

[a ce cpxpansBa janed OT Morjie/ia U Ha HEOCTHITHH 3a JIeTa MecTa.

‘ 15. HMME U NOCTOSHEH AJIPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus

| 16. HOMEP(A) HA JIMLIEH3A 3A YIIOTPEFA HA BMII |

EU/2/05/054/020 10 tabneTku
EU/2/05/054/021 24 tabneTku
EU/2/05/054/022 50 Tabierku

17. TAPTHUIAEH HOMEP

IMaptuna {Homep}
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NHOOPMALUSA, KOATO CE U3ITUCBA BbPXY BHHIIHATA OITAKOBKA
IMpodenanp 50 mg/10 Mg TadeTku 3a cpeHO rojieMHu KyveTa
KaproHeHna BbHIIIHA ONAKOBKA, pa3Mep Ha onakoBkata: 2 (Wi 4) TaéaeTku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

IMpoderabp 50 mg/10 mg tabiaetku ¢ MOTUPHUITPAHO OCBOOOKIABAHE 32 CPEIAHO TOJIEMH KyJeTa

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLIUN

10 mg emodepside, 50 mg praziquantel.

3. OAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MogU(pHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

2 TabeTKN
4 tabnerkn

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kyuera

6. TEPAIIEBTUYHU IOKA3AHUA

AHTHXEJIMHUHTHUK Cpelly KpbIJIH YepBer (HEMaToI1) U TeHUH (IIeCTO/IN).
3a MbIHNUTE TIOKAa3aHMs, BKIIOYBAIIY BUIOBETE U JJAPBHUTE CTAHMH, TPOYETETE JIUCTOBKATA.

7. METOJ 1 HAYH HA ITPUJIOKEHHUE

3a nepopaiiHa ynorpeoa.
IMpenu ynorpeba MpoYeTH JTUCTOBKATA.

8. KAPEHTEH CPOK

9. CHHEHNUAJIHU MPEAYIPEXJIEHUE(S1), AKO E HEOBXOJUMO
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10. CPOK HAT'OJHOCT

T'omen mo {mecen/roauna}

11. CHENUAJIHM YCJIOBUs 3A CbXPAHEHHUE

L[a CC ChbXpaHsiBa B OpUTHMHAIHATa OIIAKOBKaA, C LCJI IIPCAIIa3BaHe OT BJiara.

12. CHELUAJIHM NPEANTASHU MEPKHU ITPU YHUILIOKABAHE HA HEU3ITOJI3BAH
HNPOAYKT UJIN OCTATHLUU OT HET'O, AKO UMA TAKHUBA

yHI/IHJ;O)KaBaHC: IMPpOYCTH JIMCTOBKATA.

13. HAINUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIIOTPEBATA, AKO E TPUJIOKUMO

Camo 3a BeTepHHapHOMEAMIIMHCKA yroTpeba. [la ce oTIycka camo 0 JIEKapcKo MpeAnrcaHue.

14. HAJIMUCHT “JIA CE CbXPAHSIBA JAJIEY OT MOTJEJA U HA HEJOCTBIIHUA
3A JIELJA MECTA?”

Jla ce cpxpaHsBa Jaed OT MoTJie/ia ¥ Ha HEJAOCTHITHH 32 JIella MecTa.

15. HUME U NIOCTOAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®pamxiust

‘ 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEGA HA BMII ‘

EU/2/05/054/023 2 Tabnerku
EU/2/05/054/024 4 taGneTtkn

17. NAPTHUAEH HOMEP

IMaptuna {Homep}

56



NHOOPMALUSA, KOATO CE U3ITUCBA BbPXY BHHIIHATA OITAKOBKA
IMpodenanp 50 mg/10 Mg TadeTku 3a cpeHO rojieMHu KyveTa
KaproHneHna BLHIIHA OIAKOBKA, pa3Mep Ha onakoBkara: 6 (24umm 102) Tadinerku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

IMpoderabp 50 mg/10 mg tabiaetku ¢ MOTUPHUITPAHO OCBOOOKIABAHE 32 CPEIAHO TOJIEMH KyJeTa

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLUN

10 mg emodepside, 50 mg praziquantel.

3. OAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MogU(pHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

6 TabneTkn
24 TabneTku
102 TabneTku

5. BUJOBE ’KMBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kyuera.

6. TEPAIIEBTUYHU ITIOKA3AHUA

AHTHXEIMHUHTHUK Cpelly KpbIJIH YepBer (HEMaToI1) U TeHUH (IIeCTON).
3a MbIHNUTE TIOKA3aHMs, BKIIOYBAIIY BUIOBETE U JAPBHUTE CTAIHH, TPOYETETE IUCTOBKATA.

7. METOJ 1 HAYMH HA ITPUJIOKEHHUE

3a nepopaiHa ynotpeoa.
[Ipenu ynotpeba npoyeTn JUCTOBKATA.

8. KAPEHTEH CPOK
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‘ 9. CHEONUAJHU NPEAYHPEXJIEHUE(S1), AKO E HEOBXOJUMO

Jla He ce M3MoJI3Ba MPU Ky4eHIa Ha Bb3pacT moj 12 ceamunu win Terio mox 1 kg.

| 10. CPOK HA FOJIHOCT

T'open mo {mecen/roauna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a CC€ ChbXpPaHsBa B OpUTIMHAIHATa OIIAaKOBKa, C LEJI IIPEAIIa3BaHE OT BJiara.

12. CHELOUWAJIHM NPEAITIA3HU MEPKHU IIPU YHUILIOXKABAHE HA HEU3ITIOJI3BAH
MHNPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

YHI/IHJ;O)KaBaHC: IMpOYCTH JIMCTOBKATA.

13. HAIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUILIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO N
YIHOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepHHapHOMEAMIIMHCKA yroTpeba. [la ce oTIycKa camo 0 JIEKapcKo MpeANnycaHue.

14. HAJIMUCHT “JIA CE CbXPAHSIBA JAJIEYU OT MOTJEJA U HA HEJOCTBIIHA
3A JIELIA MECTA”

[a ce cpxpansBa janed OT Morjie/ia U Ha HEOCTHITHH 3a JIeTa MecTa.

‘ 15. HMME U NOCTOSHEH AJIPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus

| 16. HOMEP(A) HA JIMLIEH3A 3A YIIOTPEFA HA BMII |

EU/2/05/054/025 6 Tabnerku
EU/2/05/054/026 24 TabneTku
EU/2/05/054/027 102 tabneTku

17. TAPTHUIAEH HOMEP

IMaptuna {Homep}
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NHOOPMALUSA, KOATO CE U3ITUCBA BbPXY BHHIIHATA OITAKOBKA
Ipodenanp 150 mg/30 mg TadaeTKu 3a rojieMu Kydera
KaproneHna BbHIIHA 0NAKOBKA, pa3Mep HA ONAKOBKATa: 2 Ta0JIeTKH

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TPOAYKT

IMpodenapp 150 mg/30 mg TabneTku ¢ MOAUGHUIIUPAHO OCBOOOXKIaBAHE 3a TOJIEMHU KyJeTa

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLIUN

30 mg emodepside, 150 mg praziquantel.

3. OAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MogUPHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

2 TabneTKn

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kyuera

6. TEPAIIEBTUYHU IOKA3AHUA

AHTHUXEJIMUHTHK CPEeIy KPbIIH YepBer (HeMaToI1) U TeHuH (IIeCTOIN).
3a mbJIHKATE TIOKAa3aHMs, BKIIOYBAIIY BUIOBETE U JJAPBHUTE CTAHH, TPOYETETE JIUCTOBKATA.

1. METOJ 1 HAYMH HA ITPUJIOKEHUE

3a nepopaiHa ynotpeoa.
[Ipenu ynoTtpeba nmpoveTy JINCTOBKATA.

8. KAPEHTEH CPOK
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9. CHEONUAJHU NPEAYHPEXJIEHUE(S1), AKO E HEOBXOJUMO

10 CPOK HA TIOJHOCT

T'open mo {mecen/roauna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

L[a CC ChbXpaHsiBa B OpUTMHAIHATa OIIAKOBKaA, C LCJI IIPEAIIa3BaHe OT BJiara.

12. CHELUWAJIHU NPEANTASHU MEPKHU ITPU YHUILIOKABAHE HA HEU3ITOJI3BAH
HNPOAYKT UJIN OCTATHUU OT HET'O, AKO UMA TAKUBA

VHumoxapaHe: IpOY€TH JINCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA”
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepHHapHOMEAMIIMHCKA yroTpeba. [la ce oTIycka camo 0 JIEKapcKo NpeANnycaHue.

14, HAIIMUCDHT “JA CE CbXPAHSBA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIIHA
3A JEIIA MECTA”

I[a CC ChbXpPaHsABa JaJICd OT Horjieia 1 Ha HCAOCTHITHU 3a 1€11a MECTaA.

‘ 15. HUME U IOCTOSAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMLHEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®paniust

‘ 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEGA HA BMII ‘

EU/2/05/054/028 2 Tabnerku

17. TMAPTHUJAEH HOMEP

IMaptuna {Homep}
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HNHPOPMALUSA, KOATO CE U3ITUCBA BbPXY BBHIIHATA OITAKOBKA
Ipodenanp 150 mg/30 mg TadaeTKu 3a rojieMu Ky4dera
Kapronena BbHIIHA OMAaKOBKA, pa3Mep Ha onakoBkarta: 4 (24 wiun 52) TaéaeTku

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUSA TIPOAYKT

Ipodenapp 150 mg/30 mg tabaeTku ¢ MOTUGHUIIMPAHO OCBOOOXKIaBAHE 3a TOJICMHU KyUeTa

‘ 2. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHLIUN

30 mg emodepside, 150 mg praziquantel.

‘ 3. OAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MOAU(HUIIMPAHO OCBOOOKIaBaHE

4, PASMEP HA OITAKOBKATA

4 Tabnetku
24 tabneTku
52 TabneTku

5. BUJAOBE )KUBOTHMU, 3A KOUTO E HPEJJHA3HAYEH BMII

Kyuera

6. TEPAIIEBTUYHU IOKA3AHUA

AHTHUXEJIMUHTHK CPEIy KPbIJIH YepBer (HeMaToI1) U TeHuH (IIeCTOIN).
3a mBIHATE TIOKA3aHMs, BKIIOYBAIIY BUIOBETE U JJAPBHUTE CTAUH, TPOYETETE INCTOBKATA.

1. METOJ 1 HAYMH HA ITPUJIOKEHUE

3a nepopaiHa ynotpeoa.
[Ipenu ynoTtpeba mpoveTy INCTOBKATA.

8. KAPEHTEH CPOK

9. CHHEHNUAJIHU MTPEAYHPEXJIEHUE(S1), AKO E HEOBXOJUMO
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Jla He ce M3MoJI3Ba MpH Ky4eHIla Ha Bb3pacT moj 12 ceamunu win Terio mox 1 kg.

| 10. CPOK HA TOJIHOCT

T'omen mo {mecen/roguna}

‘ 11. CHELOHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a CC€ ChbXpPaHsBa B OpUTIMHAJIHATa OIIAaKOBKa, C LEJI IIPEAIIa3BaHE OT BJiara.

12. CIEINUWAJIHU NNPEAITA3HU MEPKHU ITPU YHUIILO’)KABAHE HA HEU3ITIOJI3BAH
MHNPOAYKT UJIN OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

VHumoxapaHe: IPpOY€TH JINCTOBKATA.

13. HAINUCDHT “CAMO 3A BETEPUHAPHOMEJIULIMHCKA YIIOTPEBA”
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHHUETO N
YIHOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepuHAapHOMEIUIIMHCKA yroTpeda. Jla ce oTmycka caMo 1o JIeKapcKo MpeArucaHume.

14, HAIIMUCDHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIITHA
3A JEIIA MECTA”

[a ce cpxpansBa ganed OT Morjie/ia U Ha HEIOCTHITHH 3a JIeTa MecCTa.

‘ 15. HMME U NOCTOSAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA ‘

Vetoquinol S.A., Magny-Vernois, 70200 Lure, ®panrus

‘ 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEGA HA BMII ‘

EU/2/05/054/029 4 tabnetkn
EU/2/05/054/030 24 TabneTku
EU/2/05/054/031 52 Tabnerku

17. NHAPTHUJAEH HOMEP

[Maptuna {Homep}
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MHUHHUMYM HUHO®OPMALUSA, KOATO TPABBA JA BbAE U3IIMCAHA BbPXY
BJIMCTEPU U JIEHTHU

Mpodenasp 15 Mg/3 Mg TadiieTku 3a MaJIKH Ky4eTa

Baucrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

[Ipodennsp TabneTku 3a MaJIKu Ky4era

‘ 2. HAMMEHOBAHUE HA ITIPUTE/KATEJISAA HA JIMIEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJHOCT

T'open mo {mecen/roguna}

4, HAPTUJAEH HOMEP

IMaptuna {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEANUIIMHCKA yIIoTpeoa.
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MUHUMYM UHOOPMAIIUS, KOSITO TPABBA JIA BbJAE U3IIMCAHA BbPXY
BJIUCTEPU U JIEHTU

Ipodenanp 50 Mg/10 mg TadaeTKu 3a CpeHO roJieMu Ky4yeTa

Baucrep

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TPOAYKT

[Ipodenapp TabneTkn 3a CpeHO TOIEMH KydeTa

‘ 2. HAUMEHOBAHUE HA ITIPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA

Vetoquinol S.A.

‘ 3. CPOK HA T'OJHOCT

T'omen mo {mecen/roguna}

4. IHAPTUJEH HOMEP

IMaptuna {Homep}

‘ 5. HAJAIIUCBHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEANIIMHCKA yIIoTpeoa.
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MUHUMYM UHOOPMALIUSA, KOATO TPSBBA JIA BbJIE U3IIUCAHA BbBPXY
BJMCTEPU U JIEHTHU

Ipodenanp 150 mg/30 mg TadaeTKu 3a rojieMu Kydera

Baucrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

[Ipodennbp TabnETKH 32 TONIEMH KydeTa

‘ 2. HAMMEHOBAHUE HA ITIPUTE/KATEJISAA HA JIMIEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJHOCT

T'open mo {mecen/roguna}

4, HAPTUJAEH HOMEP

IMaptuna {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEANUIIMHCKA yIIoTpeoa.
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B. JUCTOBKA
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[[TumeTn, chabpsKaly eTHHUIHHI J03H |
JUCTOBKA:

Ipodenanp 30 mg/ 7,5 Mg cnioT-oH pa3TBOp 3a MaJKH KOTKH
IMpodenanp 60 Mg/ 15 My cnoT-oH pa3TBOP 32 CPETHHU MO FOJIEMHUHA KOTKH
Mpodenanp 96 Mg/ 24 My cnoT-0H pa3TBOP 32 rOJeMH KOTKH

il UME N TTIOCTOSAHEH AJJPEC HA IPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexaTen HA JIMIICH3A 3a VHOTDe6aZ
Vetoquinol S.A.

Magny-Vernois

70200 Lure

Opanuys

HDOI/BBOIII/ITGJL OTTrOBOPECH 3a OCBO60>KIlaBaHC Ha naprujgaTta.
KVP Pharma + Veterinar Produkte GmbH
Projensdorfer Str. 324

24106 Kiel
I'epmanus

2. HAUMEHOBAHHUE HA BETEPUHAPHOMEJAULIUHCKUSA TIPOAYKT
IMpodenabp 30 mg/ 7,5 mg croT-oH pa3TBOp 3a MAJIKH KOTKH

IMpoderapp 60 Mg/ 15 mg crnot-oH pa3TBOP 3a CPEIHHU 1O TOJIEMHHA KOTKU

ITpodenapp 96 Mg / 24 mg croT-0H pa3TBOP 3a TOJIEMH KOTKH

Praziquantel / Emodepside

3. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCUUITUEHTUTE
AKTHBHM CyOCTAHIIUM:

Profender ceabpixa 21,4 mg/ml emodepside u 85,8 mg/ml praziquantel.

Bcesika enmuandana no3a (mureta) [Ipodhenabp cpappxka:

Oodem Emodepside Praziquantel

[Ipodenapp 3a MaTKu KOTKH 0,35 ml 7,5mg 30 mg
(>0,5-2,5kg)

[Ipodenasp 3a cpeanu Mo 0,70 ml 15 mg 60 mg
roJIeMUHa KOTKH

(>2,5-5Kkg)

[Ipodenasp 3a roneMu KOTKH 1,12 ml 24 mg 96 mg
(>5-8Kg)
ExcuunuenTu:

5,4 mg/ml butylhydroxyanisole (E320, kaTo aHTHOKCHIAHT)
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4. TEPAIIEBTUYHU IOKA3AHUA

[Ipu KOTKH, CTpaJaIN UK 3aCTPAIIEHN OT CMECEHHU TTapa3uTHU WHBA3WH, IPUINHEHN OT KPBIIIH
yepBer (HeMaTou), TeHUH (1iecToau) U OeoApOoOHN Mapa3uTH OT CIICHUTE BUIOBE!

Hematonu:

Toxocara cati (3peau Bp3pacTHH, He3peau Bb3pacTaH, L4 u L3)

Toxocara cati (L3 napBu) — ieueHre Ha KOTKH B HanpeHajaa OpeMEHHOCT C IIeJ Tpe/Ia3BaHe Ha
MOKOJICHHETO OT ONapa3HuTsIBaHE Ype3 MIIIKOTO

Toxascaris leonina (3pemu Be3pacTHy, He3peIn Bb3pacTHU u L4)

Ancylostoma tubaeforme (3penu Bb3pacTHH, He3penu Bb3pacTHU 1 L4)

ﬂCCTOQI/I:

Dipylidium caninum (3penu Bb3pacTHH U HE3PEIH BB3PACTHH)
Taenia taeniaeformis (Be3pacTau)
Echinococcus multilocularis (Bs3pactau)

Benonpobuu napazutu
Aelurostrongylus abstrusus (Be3pacTHu)

5. MPOTUBOIIOKA3AHUSA
Jla He ce M3M0JI3Ba ITPU KOTEHI[a Ha Bb3pacT moj 8 ceamunu win terio mox 0,5 Kg.

I[a HE C€ U3M0JI3Ba IIPHU CBPBXYYBCTBUTECIIHOCT KbM aKTUBHUTE Cy6CTaHHI/II/I WIH KbM HSIKOH OT
CKCIIMIIMCHTHUTC.

6. HEBJIATOITPUATHHN PEAKIIMN

B MHOTO peiku ciiyyau MOTarT Jia ce HaOJII01aBaT MOBUIIICHO OT/ACJISHE Ha CIIFOHKA (XUIIepCaIiBaIlus )
U TIoBpbIane. JIeku ¥ MPexXoHN HEBPOJIOIMYHU PA3CTPOMCTRA KATO ATAKCHS WJIM TPEMOP MOTaT Jia ce
MOSIBSIT B MHOTO peAiku cirydan. CuuTa ce, 4e Te3u peakiliy ca CIe/ICTBHE OT 00JM3BaHe Ha MACTOTO
Ha TpETUpaHe, HEMOCPEICTBEHO CJIe]l IpUlaraHeTo. B MHOTO pejiku ciiydau ciiej puiarane Ha
Profender € Bb3MOXKHO J1a CE MTOSIBUM BPEMEHHO aJIONCIHsI, ChPOEK W/WIIM Bh3MAJICHUE Ha MICTOTO Ha
MPUIOKEHUE.

YecToTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONPEAEIs Upe3 ClIeHATa KIIaCU(UKAIHL:

- MHOTO YecTH (moBede oT 1 Ha 10 TpeTupaHu KHUBOTHH, IPOSBSBAIIN HEOJIATONPHUSITHU PEAKIMU 110
BpeMe Ha Kypca Ha €THO JIeUEeHHE)

- yectr (oBeye oT 1, HO mo-mainko ot 10 xxuBoTHU Ha 100 TpeTHUpaHU )KUBOTHH)

- He "yecTH (moBede ot 1, Ho mo-Maiko oT 10 xuBoTHU Ha 1,000 TpeTHpaHu KUBOTHN)

- peaku (moseue ot 1, HO mo-mainko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu >KUBOTHH)

- MHOTO peak# (1mo-majiko ot 1 sxuBotHO Ha 10,000 TpeTnpaHu >KUBOTHH, BKIFOUUTEIHO H30JIUPaHU
CHOOIICHU ).

Ako 3a0enexnure HIKaKBH HEOIaronpusiTHA PeaKUH, BKIIOUYUTEIHO U TAKHBA, KOUTO HE Ca OIHCAHU B
Ta3M JIMCTOBKA WJIM MUCIIUTE, Y€ BETEPUHAPHOMEAULUHCKNS IPOIYKT He pabOTH, MOJIS 1a YBEIOMHTE
Bamus BeTeprHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E HPEJIHA3HAYEH BMII
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Kotkn.

8. JO3UPOBKA 3A BCEKHX BUJ ’KUBOTHO, METOJ1 U HAYHUH HA ITPUJIATAHE

Camo 3a BBHIIHA yIOTpeOa.

Hoszuposka u mepanesmuyer niam

IpemopbuannTe MUHHMAJIHK 103K ca 3 mg emodepside / kg texecua maca (1.M.) 1 12 mg praziquantel
/ kg T.M., K0oeto e ekpuBasieHTHO Ha 0,14 ml Ilpodennsp / kg T.Mm.

Tegecua |Pasmep Ha numeTara, KOSATO Oo6em (Ml) Emodepside | Praziquantel
Maca Ha | TpsOBa Aa ce M3M0J3Ba (mg/kg/ t.m.) | (mo/kg / T.m.)
koTkata (kg)
>0,5-25 |[IIpodenabp 3a MaJIKu KOTKH 0,35 (1 munera) 3-15 12 - 60
>25-5 [Ipodennasp 3a cpeanan mo 0,70 (1 nmunera) 3-6 12-24
TOJIEMUHA KOTKH
>5-8 ITpodenapp 3a rogemu kotku | 1,12 (1 numera) 3-48 12-19.2
>8 H3noissaiiTe moaxoasaia KoMOMHALMS OT ITUIIETH

3a eIMH Kypc Ha JICYCHUE CPElLy KPBIUIM YEPBEH U TEHUU € JOCTAThYHO €IHO MPIWIOKCHHE.

3a eaMH Kypc Ha JIeUE€HHE HAa KOTKHM C IIeJ TpEANa3BaHe Ha MOKOJCHHETO OT OMapasuTsIBaHe ¢
Toxocara cati (LsmapBu) upe3 MISIKOTO € JOCTAThYHO €IHO MPHIOKEHUE, IPHOIU3UTEITHO CEAEeM IHU
eI 0YaKBAHOTO paXkIaHe.

3a neuenue cpenry Aelurostrongylus abstrusus ca qocTaThuHH JBE MPHIOKEHUS C HHTEPBAT OT JBE

CEJIMUIIH.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHUE

M3Banere nunerara oT onakoBkaTa. J[pbiKTe nunerarta B U3MPABEHO MOJIOKEHUE, 3aBbPTETE U
HU3bpHaiiTe KanavykaTa v U3M0JI3BalTe MPOTUBOIIOJIOKHUS Kpaid Ha Karadkara, 3a Ja CUylnuTe

wiomoOara.

Pa3rBOpeTe Ko3MHaTa Ha BpaTa Ha KOTKaTa, B OCHOBATa Ha Yeperna, JOKaTo ce BUIU KoXKaTa.
[TocTaBere Bbpxa Ha MUMETaTa BHPXY KOXKaTa M CTUCHETE CHITHO HAKOJIKO MIBTH, 33 1a U3MPa3HUTE
ISJI0TO ChABPIKAaHUE BbPXY KokaTa. [Ipumaranero Ha mpoyKTa BbpXY THJIa, B OCHOBAaTa Ha 4epemna,
I11e HaMaJIi Bb3MOXKHOCTTa KOTKAaTa Ja 00JIIKe He3aChXHANUs MPOoAyKT. /la ce mpuiara caMo BbpXy
KOXKHaTa OBBPXHOCT, BBPXY 37[paBa KOXa.
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10. KAPEHTEH CPOK

He e npunoxumo.

11. CHELOUAJIHM YCJOBUs 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cpxpaHsBa Jaed OT IOTJie/ia U Ha HEAOCTHITHH 32 JIella MecTa.

[a ce cbxpaHsiBa B OpUrHHAIHATA OTIAKOBKA, C IS MIpEeAna3BaHe OT Biara.

[a He ce u3Mmos3Ba TO3M BETEPUHAPHOMETUIIMHCKY MMPOAYKT CJIe U3THUYaHE CPOKA Ha TOJTHOCT,
MTOCOYEH BHPXY €TUKETa M KapTOHEeHaTa omakoBKa. CpOKBT Ha TOHOCT OTTOBApPS HA MOCIEAHUS ACH
OT TO3H MECEIL.

12. CIEINUWAJIHU NPEAYINPEXIEHUA

Crennaiiy OpeaynpekIeHns 3a BCEKH BHJI JKUBOTHHM, 3a KOUTO € mpeanasnayen BMIT:

Kbnanerto ¢ maMnoas win NOTansHETO Ha )KUBOTHOTO BBB BOJIa HEMTOCPEICTBEHO CJIE] NPUIAraHeTo
Ha TIPOAyKTa MOXe Ja HaMmanu eukacHocTTa My. [lopanu Ta3u npudrHa, TpETHPAHHUTE KUBOTHHU HE
TpsiOBa Jia CE KBIIAT, IOKATO Pa3TBOPBHT HE € U3ChXHAI.

Moxe Ja €€ pa3BUC Mapa3duTHa PE3UCTCHTHOCT KbM BCCKH KJIAC aHTUXCIIMUHTHU B CJICACTBUC OT YCCTO
MOBTAPAIIO CC MPUJIIOKECHUC Ha aHTUXCIMHUHTHU OT €/IUH U CBhII KJ1acC.

CrienMaaHy peAna3Hy MEpKH 3a )KHBOTHUTE P yHOTpebaTa Ha MPOIYyKTa:
Ja ce mpunara caMo BbpXy KO>KHaTa IOBBPXHOCT, BBPXY 3[paBa Koxa. [la He ce mpujara nepopaiHo
WK TIAPEHTEPAIIHO.

I[a HE CC 0ITyCKa JICKYBaHATa KOTKa WJIN APYTY KOTKU B JOMAIITHOTO OGKp”b)KeHI/Ie Ja 00mM3BaT
MACTOTO HA NPUJIAraHETO, JOKATO € OLIC BJIAKHO.

ChIleCTBYBa OCKBJICH OIMUT OT MPUJIAraHe Ha MPOIYKTa NPy OOJHU U HEMOIIHY KHUBOTHHU. ETO 3a1110
NpUJIAraHeTo My ITPU TaKWBa )KUBOTHH TPSIOBA /1a CTaBa €AMHCTBEHO CJIE/ MPEIEHKA Ha
CHOTHOIICHHUETO I10J13a/PHUCK.

CrienmasiHy Ipena3sHy MEPKH 3a JIMIaTa, IpUjaraiy BeTEpUHAPHOMENUIIMHCKUS TPOAYKT Ha
KUBOTHUTE!

Jla He ce mymy, s/ WIK ITUE 110 BpeMe Ha MPUJIaraHeTo Ha MPOIyKTa.

Ha ce u30srBa KOHTAaKT C TPETHPAHOTO MSCTO, AOKATO € BIaXHO. Jlenara na ce OppikaT Jajed OT
TPETHPAHUTE )KUBOTHH MPE3 ISUIOTO TOBA BPEME.

Ja ce u3MuBar polieTe ciiesl ynorpeoda.

[pu ciyuaiiHo pa3MBaHe BbPXY KOXara, Jia ce M3MHE He3a0aBHO C BOJIA U CAITyH.

[Ipu ciyuaiiHo momagane B 04uTe, TE TPSAOBA Ja Ce U3MUSAT CTApaTEeTHO U OOMIIHO C BOAA.
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AKO CUMIITOMHTE IO KOXKaTa MJIM O4UTe NPOAbKaBaT, WIK IPU CIIydaiiHO MOTJIbIIaHe, He3a0aBHO 1a
ce MOThPCH MEIUIMHCKUA CBHBET, KaTo Ha JieKapsl ce MpeNoCTaBH JIMCTOBKATa WIM €THUKETa Ha
MPOAYKTA.

Tps0Ba na ce B3eMaT MEpKH, 3a Jla HE ce MO3BOJIM Ha AenaTa a UMaT IpoIbIDKUTENICH, UHTEH3UBEH
KOHTAaKT C TPETUPAHHU KOTKH (HaIlpUMep Ja CIISIT C TAX) Mpe3 MbpBUTe 24 Yaca ciel] MpujlaraHeTo Ha
MPOAYKTA.

PasTBOpUTENST Ha TO3H BETEPUHAPHOMEIUIIMHCKH MPOAYKT MOXKE JIa HAIIPABH IETHA BHPXY HIKOU
MaTEpPUH, BKIFOYHUTEIHO KOXKa, TEKCTHII, IUTaCTMaca U JIAKMpaHHU MMOBbPXHOCTH. YOeaeTe ce, ue
TpeTHpaHaTa MOBBPXHOCT € U3ChXHAIA IIPE/IH J1a TIO3BOJIMTE Ha JKUBOTHOTO J1a UMa KOHTAKT C
MOI00HK MaTEPUAIIH.

ExuHOKOKO3aTa (KydenKkaTa TeHHs) MPeICTaBIABa 3aluiaxa 3a 9oBeka. T'pit kaTo ExuHOKOKO3aTa e
3a00IsBaHe, KOETO MOAJIEKH Ha 00siBsiBaHe, ChIIIacHO MexayHapoaHoTo bropo mo Enmzoorunre
(OIE), chOTBETHHTE KOMIIETEHTHH BIACTH TPAOBA /1A IPEIOCTABAT CHENU(YUIHUTE PHKOBOIHN HACOKH
10 OTHOIIEHHE Ha JISYEHNETO U ONa3BaHe 3/JpaBeTO Ha XOpara.

bpemMeHHOCT U JakTanus:
Profender moxe 1a ce mpwuiara mo BpeMe Ha OpeMEHHOCT U JIAKTaIHs.

BsaumosieiicTBre ¢ ApYry BETEpUHAPHOMENUIIMHCKH TPOAYKTH U APYTH (JOPMHU HA B3aUMOJICiCTBHE:
Emodepside e cydcTpar 3a P-rimtokonporenna. [IpunaraHeTto eTHOBPEMEHHO C JAPYTH MPOIYKTH,
KOUTO ca P-riitokonpoTens cyOcTpaTn/MHXUONTOpU (HapuMep UBEPMEKTHH H APYTH aHTHUIIAPA3UTHH
MaKpOLUKINYHH JIAKTOHH, €PUTPOMHIIMH, PEJTHU30JIOH U IIUKIOCIIOPUH) MOXKE J1a JOBEIC 10
3acuiIeHU (papMaKOKWHETHYHH JICKApCTBEHH B3anMoecTBUs. [loTeHIIMaNHUTE KIIMHUIYHU
MOCJIC/ICTBHS OT MOJ0OHU B3aUMOJICHCTBHS HE ca OMIIM OOEKT Ha MPOy4BaHe.

IIpenosupane (CUMOTOMH, CHICIIHU MEPKH, aHTUIOTH):

[loBuimeHo cIrOHOOTHENSIHE (XHUIIepCATUBAINS ), TOBPBIAHE U HEBPOJIOTHYHH MIPU3HAIH (TPEMOP)
MOJKE JIa ce TOSBST MOHSIKOTa, aKo MpernopbuaHara J103a ce MPEBUIIH AECETOKPATHO MPU Bb3PacTHU
KOTKH WJIHM NIETKPATHO MPU MaJIKU KOTEeHIa. ToBa € Bb3MOKHO Clie/l 00JIM3BaHe Ha MACTOTO Ha
TpeTUpaHe, HEMOCPEICTBEHO Cie]l MpHiiaraHeTo. Te3u CUMIITOMH ca HamrbJIHO oOpaTumu. He e
M3BECTEH Creu(UIeH aHTU/IOT.

OCHOBHH HECHBMECTUMOCTH.
He ca usBecTHH.

13. CIIEHUAJIHU MEPKH 3A YHUILIO’)KABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIN OCTATHBIH OT HEI'O, AKO UMA TAKHUBA

[Ipodennsp He TpsiOBa ga Ob/Ie M3XBHPIISH BHB BOJIHU OaceiiHM, Thil KATO TOBA MOXe J1a Ob/Ie OIMacHO
3a pubM WK JPYTH BOJHU OPTaHU3MH.

Bceku Hensnos3BaH BETEPUHAPHOMEAMIIMHCKY IPOAYKT HIIM OCTATBIIM OT HETO TPsiOBa Ja Obaar
VHUIIIOKEHU B CHOTBETCTBHUE C M3MCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

14, JATATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA

IMoapo6Ha uHbopMaIKs 3a TO3K BETCPUHAPHOMETUIIMHCKH MPOIYKT MOXKE J1a HAMEPUTE HA HHTEPHET
ctpanuniata Ha EBpomnelickata Arenius no Jlekapcrsata http://www.ema.europa.eu/.
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15, JAOHIBJHUTEJIHA UHOOPMALUA

He Bcuuku pa3mepu Ha OnakoOBKaTa MOTat Aa ObJaT MpeajaraHy Ha masapa.
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[ByTuniika 3a MHOTOKpaTHO 103upaHe]
JUCTOBKA:

Mpodenanp 85,8 mg/ml /21,4 mg/ml cnor-on pa3TBop 3a KOTKH

il HUME U TITOCTOSAHEH AJJPEC HA IPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexaTen Ha IMIICH3A 3a VHOTDe6aZ
Vetoquinol S.A.

Magny-Vernois

70200 Lure

Opanuys

[IpousBoauTes, OTTOBOPEH 3a OCBOOOXKIaBaHE HA HApTHUIATA:
KVP Pharma + Veterinar Produkte GmbH

Projensdorfer Str. 324

24106 Kiel

I'epmanus

2. HAUMEHOBAHHUE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT
IMpodenabp 85,8 mg/ml /21,4 mg/ml ciot-oH pa3TBOp 332 KOTKH

Praziquantel/Emodepside

3. CbABPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCITUITUEHTUTE
AKTHBHM CyOCTAHIIUM:

Profender coaspixa 21,4 mg/ml emodepside u 85,8 mg/ml praziquantel.

Excuunuenru:

5,4 mg/ml butylhydroxyanisole (E320, kaTo aHTHOKCHIaHT)

4. TEPAIIEBTUYHU IIOKA3AHUA

[Ipu KOTKH, CTpaJALIN WK 3aCTPAIICHU OT CMECCHHU apa3uTHU MHBA3UH, IPUYUHEHU OT KPBIJIH
yepBer (HeMaTo 1), TeHUH (1lecToan) U OeoApOoOHN Mapa3uTH OT CIIETHUTE BUIOBE!

Hemaroau:
Toxocara cati (3penu Bb3pacTHH, He3penu Bb3pacTHH, L4 u L3)

Toxocara cati (L3 napBu) — ieueHre Ha KOTKH B HanpeIHajaa OpEeMEHHOCT ¢ IIeJ Tpe/Ia3BaHe Ha
HOKOJICHHETO OT ONapa3HuTsIBaHE Ype3 MIISIKOTO

Toxascaris leonina (3pesnu Bb3pacTHH, He3pesu Bb3pacTHu u L4)

Ancylostoma tubaeforme (3penu Bb3pacTHH, He3penu Bb3pacTHU u L4)

HCCTOQII/I:

Dipylidium caninum (3penu Bb3pacTHH U HE3PEIIU Bb3PACTHH)
Taenia taeniaeformis (Bb3pacthu)
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Echinococcus multilocularis (Bs3pactan)

Benonpobuu napazuru
Aelurostrongylus abstrusus (Be3pacTHu)

5. IMPOTUBOIIOKA3AHUS
Jla He ce M3II0JI3Ba IIPX KOTEHIIA Ha BB3pacT mox 8 ceamunu win terio mox 0,5 Kg.

I[a HE C€ U3M0JI3Ba IIPHU CBPBbXUYBCTBUTCIIHOCT KbM aKTUBHUTE Cy6CTaHI_II/II/I WIA KbM HSIKOH OT
CKCIIMIIMCHTUTC.

6. HEBJIATOITPUATHHN PEAKIINN

B MHOTO peiku ciyyau MOTaT J1a ce HaOJIr01aBaT MOBUIIICHO OTACISHE Ha CIIFOHKA (XUIIepCaIUBaIls )
W TOBpbINane. JISKH ¥ MPeXoHN HEBPOJOTMYHU PA3CTPOMCTRA KATO ATAKCHS WM TPEMOP MOTarT Jia ce
MOSIBAT B MHOTO pelku ciay4an. CuuTa ce, 4e Te3 Peakiuy ca CICICTBHE OT 00JU3BaHE HA MICTOTO
Ha TpeTUpaHe, HEMOCPEACTBEHO CJIe] IpUlaraHeTo. B MHOTO peku citydau, ciiej mpuiaraie Ha
Profender € Bb3MOXXHO J1a CE MOSIBM BPEMEHHO aJIONCIHs, ChPOEK U/WIIM Bh3MAICHUE Ha MICTOTO Ha
MPUIOKCHUE.

YecToTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONPEAEIs Upe3 ClieHaTa KIIaCU(pHUKAIHSL:

- MHOTO yecTH (moBeue oT 1 Ha 10 TpeTupaHu KHUBOTHH, IPOSBSIBAILN HEOIATONPHUSITHU PEAKIUU 110
BpEME Ha Kypca Ha €[[HO JIEUEHHE)

- yectr (oBeye oT 1, Ho mo-mainko ot 10 xuBoTHU Ha 100 TpeTHUpaHu )KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-Manko ot 10 xuBoTHM Ha 1,000 TpeTHpaHU )KUBOTHH)

- peaxu (moseue ot 1, Ho mo-mainko ot 10 >xuBoTHH Ha 10,000 TpeTupaHu >KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xxuBoTHO Ha 10,000 TpeTnpaHu KUBOTHH, BKIFOUUTEITHO H30IHPAHU
CHOOIIICHU ).

AKo 3a0eeXNUTe HIKAKBU He6JIaFOHpI/IHTHI/I pCaKnuu, BKIIOYUTCIIHO U TaKUBA, KOUTO HE Ca OIIMCAHU B

Ta3H JINCTOBKA WK MUCITUTE, Y€ BETEPUHAPHOMEIUIIMHCKHUS POAYKT HEe pabOTH, MOJIS 1a YBEIOMHTE
Bamus BerepuHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kotku.

8. JAO3UPOBKA 3A BCEKH BUJ] ’KUBOTHO, METOJ U HAYUH HA TIPUJIAT AHE
Camo 3a BBHIIHA ynioTpeoa.

Jlozupoeska u mepanesmuyer niam

IpemopbuannTe MUHUMAJIHHK 103K ca 3 mg emodepside / kg teixecua maca (1.M.) u 12 mg praziquantel
/ kg T.M., koeto e exBuBaieHTHO Ha 0,14 ml ITpodenasp (Profender) / kg t.m.

HMMmate BE3MOXKHOCT Ja U3YMCIMTE TOYHATAa J03a Bb3 OCHOBA Ha MHAMWBUAYyaJIHAaTA TCJIECHA Maca UJIn

Jla U3M0JI3BATE U3JIOKEHUTE TO-/I0JTy MPEMOPHUYNTEIHH 3a PA3IMIHUTE BUAOBE TETJIOBHU MPAHHUIIN
00EeMHH J03U:
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Tesecna Oo0em Emodepside Praziquantel
Maca Ha (ml) (mg) (mg/kg T.m.) (mg) (mg/kg T.m.)
koTkara (KQg)
>0,5-25 0,35 7,5 3-15 30 12 - 60
>25-5 0,70 15 3-6 60 12-24
>5-8 1,12 24 3-48 96 12 -19,2
>8 W3znomn3BaiiTe moaxosmia KOMOMHAINS OT 00eMH

3a eIMH KypC Ha JIeYeHHE CPENLy KPBITIH YePBEH M TEHHH 3a € I0OCTAThYHO €IHO MPUIIOKEHHE.

3a eaMH Kypc Ha JIeYeHHE Ha KOTKHM C IIeJI TIPEANa3BaHe Ha IMOKOJEHHETO OT ONapasuTsIBaHe ¢
Toxocara cati (L3 mapBu) upe3 MISKOTO € JOCTATHYHO €IHO IPIIOKEHNE, IIPHOIM3UTEIIHO CEAEM IHU
IpeIr 0YaKBAHOTO PaXkIaHe.

3a neuenue cpenry Aelurostrongylus abstrusus ca moctarbuHM ABE HMPHIOKEHHS C HHTEPBAI OT JBE
CEJIMUIIN.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHUE

Bsemere aganTepa, cBaneTe NpeanasHaTa Karnadka OT OCTPUETO U I'o 3a0HiiTe B [IEHTpaJIHATa 4acT Ha
3amymankata (1). OTBopere BUHTOBaTa Kanauka (2). Bzemere eqHa cranaapTHa CIIpUHIIOBKA 32

eIHOKpaTHa yroTpeba ¢ yep HakpatHuk oT 1 ml u s cBbpkere ¢ agantopa (3). Crnex ToBa 00bpHETE
OyTHIIKaTa C TBPJIOTO HAJ0JY U M3TerieTe Heooxoaumus obem (4). [ToctaBeTe BUHTOBATA Kamavyka
cien ynotpeba. PazTBopeTe ko3MHaTa Ha BpaTa Ha KOTKaTa B OCHOBaTa Ha ueperna, JJ0KaTo ce BUAN
koxara. [loctaBeTe BbpXa Ha CIIPUHIIOBKATA BBPXY KOXKATa M U3MPA3HETE ChAbPKAHUETO BBPXY
koxara (5).

[Ipunaranero Ha MpoayKTa BbPXY THJIA, B OCHOBATa Ha Yeperna, I1e HaMaJld Bb3MOXKHOCTTa KOTKaTa Ja
o0nrxe He3achXHaNUs NPOAYKT. [la ce mpuiara caMo BbpXy KOXHATa MOBBbPXHOCT, BBPXY 37paBa
KOXa.

10. KAPEHTEH CPOK

He e npuioxxumo.

11, CHELMUAJIHM YCJIOBUS 3A CbXPAHEHHUE HA TPOAYKTA

Jla ce cpxpansBa ganed OT Morjie/ia ¥ Ha HEIOCTHITHH 3a JIeTla MecTa.

[a He ce U3MoJ3Ba TO3U BETEPUHAPHOMEIUIIMHCKY MPOAYKT CJIe/ U3THYaHE CPOKA Ha TOJTHOCT,
IIOCOYEH BHPXY €THUKETa U KapTOHEHATa omakoBKa. CpOKBT Ha TOAHOCT OTrOBaps Ha MOCIECIHUS ACH
OT TO3H MeEcCell.

CpoK Ha TOIHOCT cJell bPBO OTBApsIHE Ha MbPBUYHATA OMAKOBKa: 3 Mecela.

75



12. CHELUAJIHM NPEAYNPEXJIAEHUS

CroenmaaHy NpeaynpexacHNs 3a BCEKH BUJI JKUBOTHH, 38 KOUTO € npeaHasHayed BMIT:

Kbnanero ¢ mammoan win MOTansHETO HA KUBOTHOTO BBB BOJIa HEMIOCPEICTBEHO CJIE]] MPUIaraneTo
Ha TIPOIyKTa MOXKe Ja HaMmainu epukacHocTTa My. [lopanu Ta3m npuarHa, TpeTHPAHHUTE KUBOTHH HE
TpsIOBa Ja ce KBIIAT, TOKATO Pa3TBOPHT HE € U3CHXHAIL.

Moxe na ce Ppa3BUC napasuTHa PE3UCTCHTHOCT KbM BCCKH KJIAC aHTUXCIIMUHTH B CIIEACTBUE OT YECTO
IOBTAPAIIO CC IMPUIIOKECHUC HA aHTUXCIMHUHTH OT €IUH 1 CBIII KJ1ac.

CrnenuanHy npeAna3Hy MEpKU 3a )KUBOTHUTE NP yHoTpebaTa Ha MPOAYKTA!
Ja ce npunara camo BbpXy KO’KHaTa MMOBBPXHOCT, BBPXY 3/IpaBa Koxka. [[a He ce mpuiara nepopaiHo
WJIM TTapEeHTEPATTHO.

Ja He ce momycka JeKyBaHaTa KOTKA WM JPYTd KOTKU B JOMAIIHOTO OOKPBXEHUE J1a 00IM3BaT
MSICTOTO Ha IPUJIAraHeTo, JOKATO € OIIE BJIAXKHO.

CoIiecTBYBa OCKB/ICH ONUT OT NPHUJIaraHe Ha MPOIyKTa MpU OOJHU M HEMOIIHH XUBOTHH. ETO 3amo
NpUJIaraHeTo My IPY TaKMBa )KUBOTHH TPsIOBa []a CTaBa €AMHCTBEHO CIIE NPEIeHKa Ha
CHOTHOIIEHHUETO TT0JI3a/PHUCK.

Crenmasiiy npeanasHy MEpKH 3a JIMIaTa, Ipuiaray BeTepruHapHOMEIUIMHCKUSA TPOAYKT Ha
XKHUBOTHHTE!

Ja He ce my1uu, 7€ WiIK IHE 10 BpeMe Ha MPUJIaraHeTo Ha MPOAYKTa.

Ha ce u30srBa KOHTAKT C TPETHPAHOTO MSCTO, AOKATO € BIAXHO. Jlemara nma ce OpprkaT gajned OT
TPETUPAHUTE KUBOTHH IIPE3 ISIIOTO TOBA BPEME.

Ha ce u3MuBar poleTe cies ynorpeoda.

[pu ciyuaiiHo pa3nuBaHe BbPXY KOXara, la ce M3MHE He3a0aBHO C BOJIA M CAITyH.

[pu cnyuaiiHo momagane B 04UTe, T TPSOBA J]a Ce U3MUST CTAapaTeTHO U OOMIIHO C BOJIA.

AKO CHMIITOMHTE MO KOXKaTa MM O4WTe MPOAbKaBaT, WM NP CIyYailHO MOTJIbIIaHe, He3a0aBHO /1a
ce TMOTHhPCH MEIUIIMHCKH CHBET, KaTO Ha JieKapss ce MPeJOCTaBH JIMCTOBKAaTa MJIM €THKeTa Ha
MPOIYKTA.

Tps6Ba na ce B3eMaT MEPKH, 3a /1a HE ce ITO3BOJIM Ha JielaTta 1a UMaT MPOIBbIDKUTEIICH, NHTEH3UBEH
KOHTAaKT C TPETUPAHHU KOTKH (HaIlpuMep JAa CIST ¢ TAX) Npe3 MbpBUTe 24 yaca ciel] NpuilaraHeTo Ha
MPOIYKTA.

PasTBOpUTENAT HA TO3M BETEPUHAPHOMEIULIMHCKY IIPOJLYKT MOXKE J1a HAIIPABU [1IETHA BEPXY HAKOU
MaTepHH, BKIIOYUTEIHO KOXKa, TEKCTHII, IIacTMaca 1 JIaKUpaH! OBBPXHOCTH. YOexere ce, ue
TPETUPAHATA TOBBPXHOCT € U3ChXHAJA IIPEAU J1a ITO3BOJINTE HA )KUBOTHOTO J1a UMA KOHTAKT C
0JOOHU MaTEepPHAIIH.

ExunnHokoko3ara (KyuemkaTa TeHHs) IpeCTaBIABa 3amaxa 3a yoBeka. Thit kaTo ExuHOKOKO3aTa €
3a00JIsIBaHe, KOETO MOJIJICKU Ha 00sIBsIBaHE, ChIIacHO MexayHapoaHoTo bropo o Enuzoorunte
(OIE), chOTBETHUTE KOMIIETCHTHH BJIACTH TPSIOBA J1a MPEIOCTABAT CHCHU(UIHUTE PHKOBOAHN HACOKH
10 OTHOIIICHHE Ha JISYSHHUETO U Olla3BaHe 3JpaBeTO Ha XOpara.

BbpeMeHHOCT U JIaKTaIU:
Profender moxe 1a ce npuiara mo BpeMe Ha OpeMEHHOCT U JIAKTAIHS.

BSaHMOHeﬁCTBHe C APYIY BETCPUHAPHOMCANITMHCKHN ITPOAYKTH U APYI'U d)ODMI/I Ha B3aHMOJIeI>’ICTBPIe:
Emodepside e cydcTpar 3a P-riitokonporenna. [IpunaraHeto eTHOBPEMEHHO C JIPYTH MPOIYKTH,
KOUTO ca P-rirokonpotenH cyOcTpaT/MHXHOUTOPH (HAIIPUMEP UBEPMEKTHH U APYTH aHTHIIAPA3UTHH
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MaKpPOIUKINIHY JIAKTOHU, CPUTPOMHUIIHH, TPEIHU3O0JIOH B IIUKJIOCIIOPHH) MOXKE JIa IOBEIIE 10
3acwiIeHn (DapMaKOKHMHETHYHH JICKAPCTBCHH B3aUMOACHCTBHA. [loTeHIIMaTHUTE KITMHIYHA
MOCJICACTBUS OT MOTIOOHU B3aUMOJICHCTBUS He ca Ouiin 00EKT Ha MPOy4YBaHe.

[Ipeno3upane (CHMITOMH, CIIEITHA MEPKH, AHTUIAOTH):

[ToBHuIIIEHO CITOHOOTAEISHE (XUTICPCATHBAIINS ), TIOBPBIAHE M HEBPOJIOTHIHH IMPU3HAIH (TPEMOP)
MOJXKE JIa Ce TIOSIBAT MOHSAKOra, aKo MpenopbyuaHara j03a ce MPEBUIIH JSCETOKPATHO MTPHU Bh3PACTHH
KOTKHU WJIX NIETKPATHO MPH MAJIKK KOTeHI[a. ToBa € Bh3MOXKHO Clie]l O0JIM3BaHE HA MSICTOTO Ha
TpeTHpaHe, HEMOCPEICTBEHO CJIC]] MPUJIAraHeTo. Te3U CHMIITOMH Ca HAIThJIHO OOPaTHUMH.

He e u3Becten cnienuduyeH aHTUAOT.

OCHOBHH HECHBMECTUMOCTH.
He ca uzBectnu.

13. CIENUAJIHU MEPKH 3A YHUIIIO’)KABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIN OCTATHBLHU OT HEI'O, AKO UMA TAKUBA

[Ipodernsp He TpsiOBa ga OB/ M3XBHPIISTH BB BOJHU OaceiHH, Thil KATO TOBa MOXe J1a Obe OTTacHO
3a puOM WK APYTH BOJTHHU OPTaHU3MH.

Bceku Hensmon3BaH BeTepUHAPHOMEAUIIMHCKY TPOIYKT WIIM OCTATBIIX OT Hero TpsiOBa aa ObaaT
YHHIIO)KEHHU B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATENICTBO.

14, JATATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA

[MonpoOHa nH(OpMAIHS 32 TO3U BETCPUHAPHOMEIHIIMHCKH POILYKT MOXKE []a HAMEPHTE Ha HHTEPHET
crpanunata Ha EBponeiickara Arennus o Jlekapcrsara http://www.ema.europa.eu/.

15. AOHIBJHUTEJHA UHO®OPMAL U

He Bcuukn pa3sMEpu Ha OIMaKOBKATa MOrart Ja 6’L,Z[aT npeajiaranv Ha 1masapa.
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JIMCTOBKA:

Ipodenapp 15 Mg/3 Mg TabaeTku ¢ MOAUGDHUIIMPAHO OCBOOOKIABAHE 33 MATIKH KydeTa
[Mpodenabp 50 mg/10 mg TadieTku ¢ MOTUPHIIPAHO OCBOOOKIABAHE 32 CPEIHO TOJIEMH KydeTa
Ipodenabp 150 mg/30 mg Tabnetku ¢ MOAUGHUIIEPAHO OCBOOOKIaBaHE 3a TOJIEMH KydeTa

il HUME U IIOCTOSSHEH AAPEC HA IIPUTEXXATEJISA HA JIMILEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

H‘[)I/ITC)KaTeJ'I Ha JIUIICH3a 3a ynome6a:
Vetoquinol S.A.

Magny-Vernois

70200 Lure

®paHuus

HDOI/BBOIIHTGJL OTTrOBOPECH 3a OCBO60)KIlaBaHC Ha naprujgaTta.
KVP Pharma + Veterinar Produkte GmbH
Projensdorfer Str. 324

24106 Kiel
I'epmanus

Vetoquinol S.A.
Magny-Vernois
70200 Lure
OpaHuus

2. HAMUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT
[Mpodenabp 15 mg/3 mg tabneTku ¢ MoaUMUIIMPAHO OCBOOOKIABAHE 32 MAJIKU Ky4eTa
IMpodenapp 50 mg/10 mg tabsaeTku ¢ MOTUPHITPAHO OCBOOOKIABAHE 32 CPEAHO TOJIEMH KyJeTa

ITpodenapp 150 mg/30 mg tabaeTkn ¢ MOTUGHUIIMPAHO OCBOOOKIaBAHE 3a TOJIEMHU KydeTa
Praziquantel / Emodepside

3. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUUU U EKCHUIIMEHTUTE

Bcska tabierka Profender chabpika:

Emodepside Praziquantel
[Ipodennbp TabneTKu 3a MaIKu 3mg 15 mg
Kydera
[Ipodenabp TabNIETKH 32 CPEIHO 10 mg 50 mg
TOJIEMHU Ky4eTa
[Ipodennpp TabnEeTKH 32 TOIEMH 30 mg 150 mg
KydeTa

4. TEPAIIEBTUYHU ITOKA3AHUA

[Ipu xydera, cTpamanty WIK 3acTpaIieHd OT CMECEHU Mapa3uTHH WHBA3WH, IPUIHHEHN OT KPBIJIH
4yepBeH (HEMAaTO M) ¥ TeHUH ([IECTOIU) OT CIICAHUTE BUIORBE:
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Hemaroau:
Toxocara canis (3penu Bb3pacTHH, HE3pEIH Bb3pacTHH, L4 n L3)

Toxascaris leonina (3penu Bb3pacTHH, HE3pesu Bb3pacTHU U L4)
Ancylostoma caninum (3penu Bb3pacTHH U HE3PEIIU Bb3PACTHH)
Uncinaria stenocephala (3pemu Bp3pacTHH U HE3pPEIH Bh3PACTHH)
Trichuris vulpis (3penu Bp3pacThy, He3penu Bb3pacTHH U L4)

!!CCTOZ!I/I:
Dipylidium caninum

Taenia spp.
Echinococcus multilocularis (3penu n He3penn Bb3pacTHH)
Echinococcus granulosus (3penu u He3peir Bb3pacTHH)

S. ITPOTUBOIIOKA3AHUMA

Jla He ce M3MOJI3Ba MPHU KyUueHIla Ha Bh3pacT noj 12 ceamunm wim teriio mox 1 kg.
Jla He ce M3MoJI3Ba MPU CBPHXYYBCTBUTEIHOCT KbM aKTUBHUTE CYOCTAHIIUU WJTU HSIKOU OT
CKCHUITMCHTUTC.

6. HEBJIATOIIPUATHU PEAKLIUN

B MHOTO pesiku ciydan ca HabJII0IaBaH! MIPEXO/IHH, JICKH Pa3CTPOMCTBA HA XPAHOCMHUIIATEIHHS TPAKT
(Hampumep xurepcaauBalys, NOBPbIIAHE).

B MHOTO pesiku ciiydau ca HaOJr0JaBaH! MPEXO/IHH, JIEKH HEBPOJIOTHYHU Pa3CTPOMCTBa (HAIpUMED
TPEMOp, HapyIlIleHa KOOPANHALIHS).

OnucaHuTe peaKklny ce CBbP3BAT ChC CIIyYan, IPH KOUTO HE € CIIa3eHO MPEIOPBUHTETHOTO [J1a/lyBaHe
npenu npueM. [Ipu3HanyTe Ha HEBPOJOTHYHH PAa3CTPOICTBA MOTAT J1a ObJIAT MO-TEKKU (HapuMep
KoHByJicun) ipu MArl myrtanuu (-/-) npu nopoaute Konu, [llent 1 ABCTpaniniicko 0BYapCKO Kyde.
Hsima u3BecTHU crienUYHN aHTHIOTH.

YecroTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONPEAEIs Upe3 ClIeAHATa KIIaCU(UKALUL:

- MHOrO 4ecTd (moBeue oT 1 Ha 10 TpeTupaHu )KMBOTHH MPOSBSABAIIN HEOJIATONPUSTHU PEaKUU 10
BpEME Ha Kypca Ha €[[HO JIeUeHHE)

- yectr (oBeye oT 1, HO mo-maiko ot 10 xxuBoTHU Ha 100 TpeTHUpaHU )KUBOTHH)

- He "ecTH (moBeye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 1,000 TpeTHpaHU KUBOTHN)

- peaxu (moseue ot 1, Ho mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu >KUBOTHH)

- MHOTO peakH (rmo-Maiko ot 1 xxuBoTHO Ha 10,000 TpeTnpaHu KUBOTHH, BKIIOUHUTEIHO U30JIHPAHU
CHOOIICHU ).

Axo 3a0enexxnTe HIKaKBH HeOIaronpusTHH Peaklliy, BKIFOUYATETHO U TAKWBA, KOUTO HE Ca OIHCaHH B
Ta3M JIMCTOBKA WM MUCIIUTE, Y€ BETEPUHAPHOMEINIIMHCKUS IPOLYKT HE padOTH, MOJIA J1a YBEIOMUTE
Bamms BeTepuHapeH Jiekap.

7. BUJOBE )KUBOTHMU, 3A KOUTO E HPEJHA3HAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKHU BUJ] ’KUBOTHO, METO/J U HAYHUH HA ITPUJIATAHE

3a nepopaiiHa yrnotpeda npH kydera oT 12 ceqMuuHa Bb3pacT U Terio Haii-manko 1 kg.
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Profender tpsi6Ba 1a ce mpuiara B MuauManHa go3a ot 1 mg/kg remecua maca emodepside u 5 mg/kg
TelrlecHa Maca praziquantel, ceriaacHo mocodeHnTE B TabIMIIATA JO3H.

3a CINH KypC Ha JICUCHUC € NOCTAThbYHO €AHO CIUHCTBCHO IIpHUJIaraHe.

Bpoii Tadnerku Profender 3a
MAaJIKH KyYeTa CPE/IHO roJIeMH rojieMH Ky4era
Tesnecna Ky4erTa
maca (kg)
1%=3kg l¢=10kg 1%:30@
1-15 Yo
>15 - 3 1
>3 — 45 1Y
>45 - 6 2
>6 - 10 1
>10 — 15 1%
>15 — 20 2
>20 — 30 1
>30 — 45 1Y%
> 45 — 60 2

9. CBBET 3A ITIPABUJIHO INPUJIOKEHHUE

Profender ca ¢ Bkyc Ha Meco U OOMKHOBEHO KyueTaTa I'i IpueMar 0e3 TOMbIHUTEIHA XpaHa.
Jla ce mpuiara Ha riaaaHo. Kyderara, Kouto e ObJaT TpPeTHPaHU CyTPUH Jia HE Ce XPAHST Ipe3
npenxoaHara Hol. Jla He ce naBa XxpaHa 4 yaca clie]l TPeTUPAHETO.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CHELHUAJIHM YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

I[a CC ChXpPaHsABa JaJICd OT Horjieia 1 Ha HCAOCTHITHU 3a 1€1a MECTaA.

I[a CC CbXpPaHsBa B OpUTHHAJIHATa OIIAKOBKA, C LCJI IIPEAIIa3BaHE OT BJIara.

I[a HE CC U3M0JI13Ba TO3U BETCPUHAPHOMCAUIIMHCKHN MMPOAYKT CJICA U3THUYAHE CPOKA HAa T'OAHOCT,
IMOCOYCH BHPXY KapTOHCHATa OIIaKOBKa UJIN 6J'II/ICTepa. CpOKT)T Ha roAHOCT OTroBaps Ha MOCJICIHUA
JC€H OT TO3U MECCCII.

12, CHELUAJIHM NPEAYNPEXJIEHUS

Crenpanasy npeaynpekIeHns 3a BCEKM BUII JKMBOTHH, 3a KOUTO € npeaHasHayed BMIT:
Moske n1a ce pa3Bue napa3uTHa PE3UCTEHTHOCT KbM BCEKH KJIAC aHTUXEIIMUHTHU B CJIEICTBHUE YECTO
MOBTAPSIIIIO C€ NMPUIIOKEHUE HA AHTUXEIIMUHTHU OT €UH U ChII] KJIac.

CHC]_[I/Ia.]'IHI/I Opeanas’i MCPKH 3a ) KUBOTHUTEC MTPHU VHOTDe6aTa Ha NpoAYyKTa.
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Ja ce npunara Ha riagao. Kyuerara, kouto me ObAaT TpeTUPaHU CYTPHH Ja HE CEe XPaHsAT Mpe3
npenxoaHara Homl. /la He ce maBa XpaHa 4 Jaca cliesi TpPeTUPaHETO.

[Tpu ycranossiBane Ha nHBa3us ¢ D. Caninum, Tpsi0Ba na Ob1e Ha3HAUCHO CHITBTCTBAIIO TPETHPAHE
Cpelly MeXIUHHUTE FOCTONPUEMHUIM — OBJIXU U BBILKY, 3a Jja c€ U30eTrHe pEeUHBA3NU.

He ca u3BbpIiBaHM U3CIeIBaHUS ChC CUITHO M3HEMOIIICTH Ky4eTa U C Ky4eTa ChC CEPUO3HU
HapylieHns B 0b0peuHara u uepHoapooHa yHkuuu. [lopaau ToBa, TO3M BeTepUHAPHOMETUITUHCKI
MPOIYKT MPH TaKHBA KUBOTHHU TPsIOBa Jia ce U3MOJ3Ba Cle]| OIICHKA Ha ChOTHOIIICHHETO T0JI32/pPUCK OT
JICKYBAIIMsl BETCPUHAPECH JISKap.

CroenmaiaHy Npeana3sHyd MEPKH 3a JuliaTa, Ipujlaraliy BETepMHAPHOMEIUIIMHCKHUS IPOAYKT Ha
JKMBOTHHTE!

C uen nomabpkaHe Ha TOOpa XUTrMeHa, U3MUBANTE PBIETE CU CIIEH MpIIaraHe Ha TaOJIeTKH Ha
kydero. [Ipu cnyuaitHo normpinane, 0coOeHO OT fera, He3abaBHO J1a ce MOThPCH MEAUIIMHCKA ChBET,
KaTo Ha JIeKaps Ce MPEIOCTaBH JMCTOBKATA MM €THKETa Ha MPOIYKTa.

ExnHOKOKO3aTa (Kydelkara TeHUs ) IpeACTaBIIsiBa 3aiaxa 3a yoBeka. Tt karo ExuHOKOKO3aTa €
3a00IsBaHe, KOETO MOAJIEKH Ha 00sIBsIBaHe, ChIIacHO MexayHapoaHoTo bropo mo Enmzoorunte
(OIE), choTBeTHHTE KOMIIETEHTHH BJIACTH TPAOBA J1a MPEJI0CTABAT CIICIU(DUIHUTE PHKOBOIHH HACOKH
10 OTHOLIECHUE HA JICYEHUETO U ONa3BaHe 34PaBETO Ha XOpaTa.

BpeMeHHOCT U TakTanus:
Profender moxe 1a ce mpwuiara mo BpeMe Ha OpeMEHHOCT U JIAKTaIHs.

BzanmopeiicTBre ¢ Apyryu BETepUHAPHOMEIUIIMHCKH TPOAYKTH M APYTH OPMHU Ha B3aUMOJICHCTBHE:
Emodepside e cydcTpar 3a P-rimtokonporenna. [IpunaraHeto eTHOBPEMEHHO C JAPYTH MPOIYKTH,
KOUTO ca P-rifokonporenH cyOocTpaTn/mHXUONTOPH (HAapUMEp HBEPMEKTHH U APYTH aHTUIIAPAZUTHU
MaKPOLMKINYHY JJAKTOHH, EPUTPOMUIIIH, TIPEIHNU3O0JIOH M IUKJIOCTIOPHH) MOTaT J1a TOBEJAT 10
3aCHJICHHU (I)apMaKOKI/IHeTI/I‘IHI/I JICKapCTBCHU BSBI/IMOI[GI\/'ICTBI/IH. HOTCHHI/IaﬂHI/ITe KIIMHUYHHU
TIOCJIC/ICTBHS OT NMOJOOHU B3aUMO/ICHCTBHS HE ca O 0OEKT Ha MpOyYBaHe.

[Ipeno3upane (CHUMOTOMH, CIICIITHU MEPKHU, AHTUIOTH):

KparkoTpaen MyckylieH TpeMop, JUIca Ha KOOPIMHAIMS U IeNpecHst ca OWIn HaOI0AaBaHu
MOHSIKOTa, KOraTo BETEPUHAPHOMEIUIIMHCKUS IPOAYKT € OWJI IIpeo3upaH S IbTH HaJ IpernopbyaHaTa
no3a. [Tpu mdrl myrauuu (-/-) mpu nopoaara Konu, HIBOTO Ha 6€30MaCHOCT € MO-HUCKO B CPABHEHHUE
C TOBa Ha HOpMaJIHAaTa Ky4ellIka IOMyJIalus, TPy IByKpaTHO NPEeBHUIIaBaHe HA IpeNopbyaHaTa 103a
MOHSIKOTa ce Ha0JIro/1aBa JIeK KpaTKOTpaeH MyCKYJIeH TPEMOP W/HITH aTaKCHs, TIPU Ky4eTa MpH KOUTO €
CIa3eHo MPENoPHYUTETHOTO TIaTyBaHe.

CUMITOMHTE OTIIYMSIBAT HAITBITHO OT caMo ce0e cH, 0e3 HUKAKBO JieueHHe. XpaHeHETO MOXKeE J1a
yBeJIn4X Oposi Ha MHIMACHTUTE U HHTEH3UBHOCTTA HA CUMIITOMUTE CBBP3aHH € IIPEI03UPaAHE, PAIKO
MOJKe J1a ce HaOJl0jaBa MOBPBIIAHE.

Hsma n3BecTHH ciennuyHN aHTUIOTH.

OCHOBHH HECHBMECTUMOCTH.
He ca uzBectHwu.

13. CIIEHUAJIHU MEPKH 3A YHUIIIO’KABAHE HA HEU3MIOJI3BAH ITPOAYKT
NJIN OCTATHLUU OT HEI'O, AKO UMA TAKUBA

Bceku Hen3nona3BaH BETEpUHAPHOMEIUIIMHCKH MIPOAYKT WIM OCTAThIHM OT HETO, aKO UMa TaKUBa,
TpsiOBa Ja OBJIAT YHUIIOKEHN B CHOTBETCTBUE C M3UCKBAHUSITA HA MECTHOTO 3aKOHOIATEJICTBO.
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HewusmnonspanuTte MOJ0BUHKH OT TaOJIETKU HE TPSOBa Ja ce ChbXpaHsBaT 3a ObJeiia yrnorpeoa, a
TpsibBa J1a OBAT YHUIIOXKEHU B CHOTBETCTBUE C M3MCKBAHUATA HA MECTHOTO 3aKOHOIATEIICTRO.

14, JJATATA HA ITIOCJIEAHATA PEJAKIIUA HA TEKCTA

[Moapo6Ha uHpOpMAIKs 32 TO3U BETEPHHAPHOMETHIIMHCKHU MTPOIYKT MOXKE /1a HAMEPUTE Ha HHTEPHET
ctpanuiata Ha EBpomnetickata Arenrus mo Jlekapcersata http://www.ema.europa.eu/.

15. JAOIIBJIHUTEJIHA UHOOPMALIUA

Pa3zmepu Ha omakoBKuUTE:

IMpodenapp 15 Mg/3 mg tabieTku ¢ MOTUMHUIIMPAHO OCBOOOKIaBAHE 32 MAJIKU KydeTa

- 2 TabneTKn (1 6nucTep nmeHTAa)

- 4 TabueTkH (1 6mmcTep nenTa)

- 10 tabnetku (1 6nucTep nmenTAa)

- 24 TabneTKH (3 6rucTep neHTH ¢ 8 TabIeTKH BCSIKA)
- 50 TabneTkn (5 6muctep nentu ¢ 10 TabneTku Beska)

[Mpodenabp 50 mg/10 mg TabieTku ¢ MOTUPHUITPAHO OCBOOOKIABAHE 32 CPEIHO TOJIEMH KydeTa

- 2 TabaeTKn (1 6amcTep neHTa)
- 4 TabmeTKu (1 6nucTep nmenTa)
- 6 TabneTKN (1 6mucTep neHTa)

- 24 tabnetkn (4 GnucTep JIEHTH ¢ 110 6 TaOJIETKH BCSIKA)
- 102 tabnerku (17 GarcTep JEHTH C 10 6 TAOJCTKU BCSIKA)

IMpodenapp 150 Mg/30 mg TabueTku ¢ MOAUGHUIIUPAHO OCBOOOXKIaBaHE 3a TOJIEMU KyJeTa
- 2 TabneTKn (1 6mucTep nmeHTa)

- 4 tabneTku (1 6mucTep nmeHTa)

- 24 tabnetkn (6 Guucrep JieHTH ¢ 110 4 TabJIETKH BCSIKA)

- 52 tabnetkn (13 GnucTep nmeHTH C M0 4 TabJIETKH BCSIKA)

He Bcuukn pa3sMEpu Ha OIMaKOBKATa MOrar aa 6’L,Z[aT npeajiaranv Ha 1masapa.

82


http://www.ema.europa.eu/

	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	ПРИЛОЖЕНИЕ II
	A. ЕТИКЕТ
	B. ЛИСТОВКА



