MHNPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



[[TumeTn, chabpIKaly eTHHUYIHHI JO3H |

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKHUSA MNPOAYKT
Ipodenasp 30 Mg/7,5 Mg croT-0H pa3TBOP 3a MAIKH KOTKH

Ipodenasp 60 Mg/15 My croT-0H pa3TBOP 3a CPEMHH IO TOIIEMHHA KOTKH
Ipodenapp 96 My/24 Mg cnoT-0OH pa3TBOP 3a TOIEMH KOTKU

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHH CyOCTAHIIUM:

Profender ceabpixa 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 15mg 60 mg
rOJICMHUHA KOTKH

(>2,5-5kg)

[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 EKCLMIIMEHTUTE, BUXK T. 6.1.

3. GOAPMAIIEBTUYHA ®OPMA

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

4. KIMHNYHHU JAHHHU

41 Bugose ;kMBOTHH, 32 KOUTO e npexHazHauyed BMII
Kotkmn.
4.2 TepaneBTUYHM NOKA3aHMS, ONIPe/eJIeHH 32 OTAeJTHUTE BUAOBE dKUBOTHHU

[Ipu KOTKH, CTpamaITy WK 3aCTPAIICHH OT CMECEHH MMAPA3UTHU WHBA3WH, IPUIUHEHHU OT KPBIIH
yepBer (HeMaTo M), TeHUH (eCTOaAN) 1 OET0APOOHH TAPa3UTH OT CIIEIHUTE BUIOBE:

Hemaroan
Toxocara cati (3penu Bb3pacTHH, He3peiu Bb3pacTau, L4 u L3)



Toxocara cati (L3 mapBu) — JeueHre Ha KOTKH B HalpeIHaaa OpeMEHHOCT C el Tpena3BaHe Ha
MIOKOJICHHETO OT OMapa3uTsIBaHE YPE3 MIIKOTO

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

Ancylostoma tubaeforme (3penu Bb3pacThH, He3penu Bb3pacTHU u L4)

HGCTOHI/I

Dipylidium caninum (3penu Bb3pacTHH U HE3PEIIU Bb3PACTHH)
Taenia taeniaeformis (sb3pactan)
Echinococcus multilocularis (Bs3pacTan)

benonpo6uu 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 MU3M0JI3Ba MMPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHUTE Cy6CTaHHI/II/I WM KbM HSIKOM OT
CKCITUITMCHTUTC.

4.4 CneunuajHM mpeana3sHd MepPKH 3a BCEKU BUJI )KHBOTHH, 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, TPETHPAHUTE 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 npena3sii MEPKH 34 )KUBOTHUTE IIPU yIIoTpeOdaTa Ha MPOJIYKTA

Ja ce mpuiara caMo BbpXY KOXKHaTa IOBBPXHOCT, BBPXY 3[[paBa Koxka. Jla He ce mpujiara nepopaiHo
WK TIAPEHTEPAIIHO.

Jla He ce JTomycKa JiekyBaHaTa KOTKA WK APYTd KOTKH B JJOMAITHOTO OOKPBHKEHHUE J1a 00IM3BaT
MSCTOTO Ha MIPHUJIAraHEeTO, IOKATO € OIIe BIAXKHO.

ChIlecTBYBa OCKBJICH OMUT OT MPUJIaraHe Ha MPOayKTa Mpy OOJHU U HEMOIHH XHUBOTHHU. ETO 3a11o,
MPHUIaraHeTO MY TIPH TaKHWBa JKUBOTHH TPsAOBa Jla cTaBa €AMHCTBEHO CIIE] MPEIEHKa Ha
CHOTHOIICHHUETO I10J13a/PHUCK.

Crenpaidy Ipenna3sHi  MEPKM 3a JIMIaTa, OpWIaraiy BETEPUHAPHOMEIMIIMHCKHAS IPOJAYKT Ha
JKUBOTHHTE

[Ipenu ynorpeba npoyeTH TUCTOBKATA.

Ja He ce mymy, siie 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 u3MuBaT pbpLeTe ciel ynoTpeoa.

[pu ciywaiiHo pa3uBaHe BbPXY KOXara, ]a ce M3MHE He3a0aBHO C BOJIA H CAITyH.

[Ipu cnywaifHo nonagane B OYUTE, Te TPSOBA 1a ce U3MUSAT CTapaTeTHO U OOMIIHO C BOJA.



AXO CHMIITOMHTE I10 KOXKaTa WIH OYUTE TIPOIBIDKABAT, WU MPH CITy4aiiHO TOTIIbIIaHe, He3a0aBHO Ja
Ce MOTHPCU MEIUITMHCKH ChBET, KATO HA JIEKaps Ce MPEIOCTaBH JIUCTOBKATA MIIM €TUKETa Ha
MPOJYKTA.

TpsiOBa 1a ce B3eMaT MEPKH, 3a Jla HE CE MO3BOJIM Ha JielaTa Jla MMAaT NPOIbKATEIICH, HHTEH3UBCH
KOHTAaKT C TPETUPAHHU KOTKH (HAIpUMEP Ja CIAT C TSIX) Mpe3 MbpBUTE 24 gaca ciie MpujiaraneTo Ha
MPOAYKTA.

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

ExuHOKOKO3aTa (KydemnKkaTa TeHHs) MPeCTaBIsABa 3alulaxa 3a 9oBeka. T'hit kaTo ExnHOKOKO3aTa €
3a00JIIBaHe, KOETO MOJJICIKU Ha 00sIBsIBaHE, ChIIIacHO MexayHapoaHoTo bropo mo Enuzoorunrte
(OIE), chOTBETHHTE KOMIIETCHTHH BJIACTH TPSOBA Ja MPEIOCTABAT CIICHU(DUIHATE PHKOBOIHA HACOKH
10 OTHOUIIEHHE Ha JISYEHNETO U ONa3BaHe 3/JpaBeTO Ha XOpara.

4.6 HebnarompusiTHu peaknuu (4eCTOTa U BasKHOCT)

B MHOTO peiku ciydau MOTAT Ja ce Ha0JII01aBaT MOBUIIICHO OT/ACISHE Ha CITFOHKA (XUIIepCaIUBaIls )
W ToBphIane. JISKH U MPeXOoHN HEBPOJIOTMYHU PA3CTPOMCTBA KATO ATAKCHS WM TPEMOP MOTaT Jia ce
MOSIBAT B MHOTO pelKH ciay4an. CuuTa ce, 4e Te3 Peakiuy ca CICICTBHE OT 00JU3BaHE HA MACTOTO
Ha TpETUpPaHe, HEMOCPEACTBEHO CJIe]l IpUlaraHeTo. B MHOTO peiku ciiydau ciie/ Mpriarane Ha
Profender € Bb3MOXXHO J1a CE MOSIBM BPEMEHHO aJIONEIHs, ChPOEK U/WIIM Bh3MAICHUE Ha MICTOTO Ha
MPUIOKCHUE.

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

- MHOTO 4YecTu (noBeve oT 1 Ha 10 TpeTupaHu KMBOTHH, HPOSBSIBAIIY HEOIaronpusTHa(u)
peakuusi(u))

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

- He "ecTH (moBede ot 1, Ho mo-manko ot 10 xxwuBoTHU Ha 1,000 TpeTHpaHu KUBOTHN)

- penku (oeue ot 1, Ho mo-mainko ot 10 skxuBoTHH Ha 10,000 TpeTupaHu >KUBOTHH)

- MHOTO peakH (rmo-Manko 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 BeTePHHAPHOMEIUIIMHCKHU MPOXYKTH U Apyru ¢popmu Ha
B3auMoJeicTBHE

Emodepside e cy6erpar 3a P-rirokonporenna. [punaraneTo eTHOBPEMEHHO C IPYTH MPOIYKTH,
KOUTO ca P-TItokonpoTenH cy0cTpaTn/MHXUOUTOpY (HapuMep MBEPMEKTHH H APYTH aHTUTIAPA3UTHU
MaKpOLMKINYHU JAaKTOHHU, EPUTPOMHULINH, IPETHNU30JIOH U ITUKIOCIIOPHH) MOXKE J]a TOBEJIE /10
3acuiIeHH (PapMaKOKHHETHYHH JICKApPCTBEHU B3aUMoAeHCTBUs. [loTeHInamauTe KIIMHUYHA
MOCJECTBUS OT MOA0OHHU B3aUMOJICHCTBUS HE ca OMi 00EKT Ha IIPOyUYBaHe.

4.9 Jl03a ¥ HAYMH HA NPUJIOKEHUe

Llo3uposka u mepanesmuyer niaH

IpenopbuanuTe MUHUMAHHU 1034 ca 3 Mg emodepside / kg Tenecna maca (1.M.) u 12 mg praziquantel
/ kg T.M., Koeto 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)
>0,5-2,5 |[IIpodenabp 3a MakKu 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 €THO MPUIOKEHHUE.
3a emuH Kypc Ha JieYeHHE HA KOTKH C LeJ TMpe/ra3’BaHe Ha IOKOJEHHETO OT OMapasuTsBaHe C
Toxocara cati (L3 mapBu) upe3 MISKOTO € JOCTATHYHO €IHO IPHIOKEHNE, IIPHOIM3UTEITHO CEAEM IHU

Mper OYaKBAHOTO paXJIaHe.

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

Hauun na npujacane

Camo 3a BBHITHA yTIOTpeOa.

W3Banere numeraTa oT onakoBkaTa. JIphKTe MUIeTaTa B U3MPABEHO MOJIOKEHUE, 3aBbPTETE U
M3JbpIaliTe Karnavykara | U3Moj3BaiTe MPOTUBOIMOIOXKHUS Kpall Ha KanaykaTa, 3a J1a CUyImuTe
iomoOara.

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
ChIbpKaHUE BbPXY Koxkara. [Ipunaranero Ha MpoAyKTa BPXY THIa, B OCHOBATa Ha 4Yepera, e
HaMalll Bb3MOYKHOCTTa KOTKaTa Jia 00IHKe HEe3aChXHAIHS TIPOTYKT.

4.10 Ilpemo3umpaHe (CHMITOMHU, CIIELITHA MEPKH, AHTHI0TH), 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 MpUIaraHeTo. Te3n CUMITOMH ca HallbJIHO OOpaTHMU.

He e u3BecTeH cenuduyeH aHTHIOT.

4.11 KapeHTeH cpok

He e npunoxxumo.

5. OAPMAKOJIOI'MYHU OCOBEHOCTH

dapMakoTepaneBTHYHA rpyna: | epareBTHUYSH MPOTUBOMAPA3UTEH MPOIYKT
Berepunapnomenunmacku Anatomo-Tepanesruuen Kox: QP52AA51.

5.1 ®apmakogUHAMHMYHM CBOiicTBA

Emodepside e moiyCHHTETHYHO XUMUYHO ChEAMHEHUE, KOSTO MPUHA/ICKU KbM HOBA XMMHUYHA TPyIa
- JIETICUIIETITUIN. AKTUBEH € Cpelly KpBIJH YepBer (HEMaTO1) - aCKapUIU M aHKUIOCTOMHU.



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

Toi HCﬁCTBa KaToO CTUMYJIMpa NPECUHANITUIHUTE PCUCTITOPH, IIPUHALJICIKAIIIN KbM I'pyIiaTa Ha
CCKPCTUHOBUTC PCUCIITOPHU HAa HUBOTO HAa HEPBHOMYCKYJIHATA BPb3Ka, PE3YJITATHT 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 KaneBaTa (Ca™) mpomyckIMBOCT Ha MeMOpaHUTe Ha Tapa3uTa. ToBa Mpean3BUKBaA
CEpPHO3HO YBPEIK/IaHe Ha BhHIIIHATA OOBHUBKA, KOHTPAKIIKSA, [Tapaii3a, HapyllaBaHe Ha METaboIn3Ma,
KOETO BOJM JI0 CMBPTTA Ha MapasuTHTE.

5.2 dapMaKOKHHETHYHHU 0COOEHOCTH

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

0,14 ml/kg TenecHa Maca ce yCTaHOBSIBAT MAKCHMAJIHU CEPyMHH KOHIICHTpaimu ot 32,2 + 23,9 g
emodepside /l u 61,3 £ 44,1 pg praziquantel /l. Makcumannute KoHIeHTpauu 3a emodepside ca Ommn
nocturHatu 3,2 + 2,7 IHU cliel MPUIOKEHHETO, a 3a praziquantel 18,7 + 47 vaca cnen npHII0KEHHUETO.
JIBeTe akTUBHU CYOCTaHIIUM CJIE]] TOBA CE€ OT/ENIAT OaBHO OT cepyMa ¢ Ooay)uBoT oT 9,2 + 3,9 nHu 3a
emodepside u 3a 4,1 + 1,5 nuu 3a praziquantel.

Crier mepopaiHo 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
HPOYKTH.

IIpoyuBaHuATa IPU MHOXKECTBO Pa3IHMYHK BUIOBE ca TOKa3aiH, ue praziquantel ce pasrpaxma 66p30 B
gyepHust 1po0. OCHOBHUTE MeTabOIUTH ca MOHOXUIPOILMKIOXEKCUIIOBU MIPOU3BOIHM Ha praziquantel.
OcHOBHO ce oTJiens upe3 Op0penure.

6. ODAPMAIEBTUYHU OCOBEHOCTH

6.1 CHnucbk Ha eKCHHUITHEHTHTE

ByTtunxunpoxcuannzon

N3zonponmivieH 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 CbXpaHeHHEe HA MPOIYKTa

Jla ce chxpaHsBa B OpUTHHAJIHATA OIMAKOBKa, C IIeJl IIpe/IIa3BaHe OT BIara.
6.5 BuaucbcTaB HA MBPBUYHATA ONAKOBKA

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 ¢ eAMHUYHM 103K, 0,70 MUTHMIATPOBUTE MTUIICTH

VMaT JIOIBIHUTETHA OJIMCTEp OMAKOBKA, KOSATO ChABPIKA
80 numern

OnakoBKU: bemu MOJIMIIPOIMUJICHOBHU IMHUIICTU C KAallaYKU B
AITYMHUHUCBU 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

[Ipodenabp He TpssOBa na OBIE U3XBHPISH BB BOAHH 0aCeHHH, Thil KaTO TOBA MOXKe Ja OB OImacHO

3a puOM WK APYTH BOTHHU OPTaHU3MH.

Bceku Hensmon3BaH BeTepMHAPHOMEAUIIMHCKY POIYKT WIIM OCTAThIHX OT Hero TpsiOBa aa ObaaT

YHUIIOKEHHU B CHOTBETCTBHE C M3UCKBAHUSITA 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 JIMLHEH3A 3A
YIHOTPEBA

Jlata Ha IBPBOTO M3/[aBaHe Ha JIMIEH3 3a yrnorpeda: 27/07/2005.

Jlata Ha MOCJIEIHOTO TTOHOBSIBAHE HA JIKIEeH3 3a yrotpeba: 01/07/2010.

10. JATATA HA NOCJIEAHATA PEJAKIIUS HA TEKCTA

[Monpo6Ha nH(OpManys 3a TO3U MPOAYKT MOKE J1a HAMEPUTE Ha MHTEPHET CTPaHUIaTa Ha
EBponeiickara Arenius no Jlekapcrsara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHABJSIBAHE U/NJIN YIIOTPEBA

He e npunoxunmo.


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

[ByTHika 3a MHOTOKpaTHO JI03MpaHe]
1. HAMMEHOBAHHUE HA BETEPUHAPHOMEJULWHCKHASA IPOAYKT

[Mpodennsp 85,8 mg/ml / 21,4 mg/ml criot-oH pa3TBOp 3a KOTKU

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

Pa3tBOp 3a mpunarane BbpXy OrpaHUYeH y4acTbK.
Buctbp, xbAT 10 KadsiB pa3TBOP.

4, KJIMHUYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3nayen BMII

Kotxku.

4.2 TepaneBTHYHU NOKa3aHUsI, ONIPe/ieJIEHH 32 OTAeJTHUTE BU10BE ;KUBOTHH

[Ipu KOTKH, CTpaIaITy WK 3aCTPAIICHH OT CMECEHH MAPa3UTHU WHBA3WH, MPUIUHEHHU OT KPBIIH
4yepBer (HeMaTo/I1), TeHHH (IIECTOAM) U OSIOAPOOHH MApA3UTH OT CIICAHUTE BHIIOBE:

Hemaroau

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

Toxocara cati (L3 napBu) — neyeHre Ha KOTKU B HalpeaHaIa OPEMEHHOCT ¢ el Tpe/ina3BaHe Ha
MOKOJIEHHETO OT OTAPa3HUTIBAHE YPEe3 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 (Be3pacTan)
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 IIPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHUTE CY6CTaHI_II/II/I WA KbM HSIKOHM OT
CKCIUITMCHTUTC.

4.4 Cneuua/JJHu mMpeaANa3sHd MePKH 3a BCeKH BH]I JKUBOTHH, 32 KOUTO e npeaHasnayen BMII
KbaneTo ¢ mammnoaH wiv MOTalsHETO Ha )KUBOTHOTO BbB BOJIa HEMOCPEICTBEHO CJIC]] IIPUIIaraHeTo
Ha TPOJIyKTa MOXe Jla HaMainu 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 IIPHU VIIOTpeOaTa Ha MIPOIYKTA

Ja ce mpunara caMo BbpXy KO>KHaTa IOBBPXHOCT, BbPXY 3/ipaBa Koxa. [la He ce Ipuiara nepopaiHo
WK TIAPEHTEPAITHO.

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

ChbInecTByBa OCKBJICH OIHUT OT MIpHUJIaraHe Ha MpOoayKTa Mpu OOTHU U HEMOIIHH XKUBOTHHU. ETO 3a1m10
MPUIaraHeTo My TIPH TAaKWBa )KUBOTHH TPIOBa Jla cTaBa €AMHCTBEHO ClIe]] MpelieHKa Ha
CHOTHOIIIEHUETO TT0JI33/PHUCK.

Crenanaay IpenmasHy  MEPKM 3a JWIAaTa, OpWIaraiy BETEPUHAPHOMENMIIMHCKHS IIPOAYKT Ha
JKUBOTHHUTE

[Ipenu ynorpeba npoyeTy JUCTOBKATA.

Ja He ce mymy, 7€ WIK e TI0 BpeMe Ha NPHJIaraHeTo Ha MPOJyKTa.

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

Jla ce u3mMuBar ppueTe cien ynorpeoda.

ITpu ciyuaiiHo pa3nuBaHe BbPXY KOXKarTa, 1a ce U3Mue He3a0aBHO € BOJIA U CAIlyH.

AKO TIpOAYKTBHT MOMAIHE CIy4YaiHO B OYHTE, T€ TPsIOBa Ja ce M3MUAT CTapaTeIHO U OOMITHO C BOJA.
AKO CUMIITOMHMTE T10 KOXKaTa WIH OYUTE NPOIBIDKABAT, WM MPH CIIyYailHO MMOTJIbIIAaHe, He3a0aBHO Ja
ce MOThPCH MEAULIMHCKH ChBET, KaTO Ha JIEKaps Ce MPEAOCTaBU JINCTOBKATA WIIM €TUKETa Ha
MPOAYKTA.

TpsabBa fa ce B3eMaT MEPKH, 3a /1a He ce [103BOJIM Ha JielaTa Jja UMaT IPOAbIDKUTENIEH, UHTEH3UBEH
KOHTaKT C TPETHPaHU KOTKHU (HallpuMep J1a CIISAT € TSIX) Mpe3 IbpBUTe 24 yaca ciie]] MpuiIaraHeTo Ha
MPOIYKTA.

PastBopuTensaT Ha TO3WM BETEPUHAPHOMEIUIIMHCKY TIPOAYKT MOXKE J1a HAIPaBU IETHA 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.

ExnHOKOKO3aTa (Kydelikara TeHHs) IpeACTaBIIsABa 3ariaxa 3a yoBeka. T'bil kaTo EXMHOKOKO3aTa €
3a00JsIBaHE, KOETO MOAJIEKH Ha 00siBsIBaHe, chriiacHO MexayHapoanoto bropo no Ennzoorunre
(OIE), choTBETHHTE KOMIIETEHTHH BJIACTH TPSAOBA J1a MPEAOCTaBIT CIICIM()UIHUTE PHKOBOJIHN HACOKH
10 OTHOIIICHNE Ha JICYEHUETO U OIla3BaHe 3/IpaBeTO Ha XOpaTa.



4.6 HeonaronpusiTHu peakuuu (4eCTOTa U BAKHOCT)

B MHOTO pesiku ciydyaw MOTAT Jia ce HaOJII01aBaT MOBUIIICHO OT/ACISHE Ha CIIFOHKA (XUIIepCaIUBaIlus )
Y NoBpbILaHe. JIeKu U MpexoJHU HEBPOJIOTUYHH Pa3CTPOMCTBA KATO aTaKCHs MIJIM TPEMOpP MOraT Ja ce
MOSIBSIT B MHOTO peAku cirydan. CuuTa ce, e Te3u e(peKTH ca cieACTBHEe 0T 00JIM3BaHe Ha MSACTOTO Ha
TpeTUpaHe, HEMOCPECTBEHO Clie] MpUlaraHeTo. B MHOTO peliku ciydau, ciie]l MpuiiaraHe 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 (mmoBeue oT 1 Ha 10 TpeTHpaHu KMBOTHH, IIPOSABABAIIN HEOIATOIPHATHA(H)
peaxisi(u))

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

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

- peaxu (toBede oT 1, Ho mo-manko oT 10 xuBotHH Ha 10,000 TpeTHpaHw )KUBOTHH)

- MHOT'O peak# (mo-maiko ot 1 sxuBotHO Ha 10,000 TpeTnpaHu >KUBOTHH, BKIFOUUTEITHO U30IUPaHU
CHOOIICHUS).

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

4.8 BzaumopeiicTBHe ¢ IPYrd BeTePHHAPHOMEIUIIMHCKYU MPOXYKTH U Apyru ¢opmu Ha
B3auMojeiicTBHe

Emodepside e cyoctpar 3a P-rimtokonporenna. [IpunaraHeTo eTHOBPEMEHHO C APYTH MPOIYKTH,
KOUTO ca P-rimfokonporenH cyObcTpaTn/mHXHONTOPH (HAapUMeEp UBEPMEKTHH U APYTH aHTUTIAPA3UTHU
MaKPOLMKINYHH JIAKTOHH, EPUTPOMUIIH, TIPEAHU3O0JIOH U IIUKJIOCTIOPUH) MOTaT J1a I0BEAT 10
3aCHJICHHU (I)apMaKOKI/IHeTI/I‘IHI/I JICKaApCTBCHU B3aHMOILeI7[CTBH§I. HOTGHHI/IaJ'IHI/ITC KIIMHUYHHU
MOCITIEACTBAS OT MOIOOHN B3aUMOJIEHCTBHS He ca Omi 00eKT Ha MPOy4IBaHe.

4.9 Jl03a ¥ HAYMH HA NPUJIOKEHUe

JHoszuposka u mepanesmuyer niam

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

Mmare BB3MOXKHOCT J1a M3UMCIINTE TOYHATA /1033 Bh3 OCHOBA HAa MHIWBHUIyaTHATa TEJIeCHa Maca Ui
J1a U3I0JI3BATE M3JI0KEHUTE [0-10JIy MPEMOPHYUTEITHN 3a PA3THYHUTE BUIOBE TEIJIOBHH TPAHHUIIN
00EeMHHU J03U:

Tenecna Oo6em Emodepside Praziquantel
Maca Ha (ml) (mg) (mg/kg T.m.) (mg) (mg/kg T.m.)
korkarta (kg)
>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 H3non3BaiiTe moaxoasiia KOMOMHALMS OT 00eMu

3a CINH KypC Ha JICUCHUC CPLCIY KPBIJIM YCPBCHU U TCHUU € JOCTATHbYHO €AHO NPUIIOKCHUC.
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3a eaMH Kypc Ha JIeYEHHE HAa KOTKHM C IIeJI TIPEAIa3BaHe Ha IMOKOJEHHETO OT ONapasuTsIBaHe C
Toxocara cati (L3 mapBu) upe3 MISKOTO € JOCTATHYHO €IHO IPHIOKEHHE, IIPHOIM3UTEITHO CEAEM IHU
OpeIr 0YaKBAHOTO PaXkIaHe.

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

Hauun na npunacane

Camo 3a BBHIIHA yTIOTpeOa.

Bsemerte agantepa, cBaneTe mpena3HaTa Kamayka 0T OCTPUETO U TO 3a0uiiTe B IEHTpalHaTa 4acT Ha
3amymaikata. OTBOpeTe BHHTOBaTa Karmayka. B3emere eHa craHmapTHA CIPUHIIOBKA 32 €THOKPAaTHA
ynotpeba ¢ ayep Hakpaitauk ot 1 ml u st cBbpkeTe ¢ ananTopa. Ciie ToBa 00bpHETE OyTHIIKATA C
I'BPJIOTO HA/IONY W M3Teriere HeoOoxoaumus ooem. [locTaBeTe BUHTOBaTa Kamauka ciiesl ynorpeoa.

PasTBOpere Ko3MHAaTa Ha BpaTa Ha KOTKaTa, B OCHOBAaTa Ha Yepera, JOKaTo ce BUIU KOXKaTa.
[TocTaBeTe Bbpxa Ha CHIPUHIIOBKAaTa BEPXY KOXKaTa U U3MPa3HETe ChAbPKAHUETO BPXY KOXKarTa.
[Ipunaranero Ha MPOAYKTa BbPXY TWJIA, B OCHOBAaTa Ha Yepera, 1Ie HaMaJll Bb3MOKHOCTTA KOTKaTa Ja
00JIMXKe He3aChXHAINS IPOIYKT.

4.10 IIpemno3mpaHe (CHMITOMHU, CIIEITHN 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 MIPH MAJIKU KOTeHI[a. ToBa € BB3MOXKHO e[l 00IM3BaHe Ha MSICTOTO Ha
TpeTHpaHe, HEMOCPECTBEHO CIIe]] MPUIIaraHeTo. Te3u CHMIITTOMH Ca HAITBJITHO OOPATHUMH.

He e u3Becten cienuduyen aHTUAOT.

411 KapeHTeH cpok

He e npuioxxumo.

5. OAPMAKOJIOT'HYHU OCOBEHOCTH

dapmakoTepaneBTUYHA IPyIa: TeParneBTUUCH MPOTHBONAPAZUTEH MPOIYKT
Berepunapnomeuimacku Anatomo-Tepanesruuen Kox: QP52AA51.

5.1 ®apmakogUHAMHYHH CBOiicTBA

Emodepside e mosycCHHTETHYEHO XUMUYHO CheIMHEHHE, KOSTO NPUHAICKH KbM HOBA XUMHYHA
rpymna - ACIICUNICTITUIN. AKTHBEH ¢ Cpeily KpbIId YCPBCHU (HeMaTO,E[I/I) - aCKapuJay U aHKUJIOCTOMMU.
EdukacHocTTa Ha TO3W MPOIYKT cpemty Toxocara cati, Toxascaris leonina, Ancylostoma tubaeforme u
Aelurostrongylus abstrusus ce nemxu Ha emodepside.

Toil nelicTBa KaTO CTUMYJIMpA PECUHANITUYHUTE PELENTOPH, IIPUHAJUJIEKAIN KbM I'pyliaTa Ha
CCKPETUHOBUTE PCUCTITOPHU HAa HUBOTO HA HEPBHOMYCKYJIHATAa BPb3Ka, pE3YJITATHT OT KOCTO €
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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CEpHO3HO YBPEXAaHE Ha BHHITHATA OOBHMBKA, KOHTPAKIIUS, Tapalin3a, HapylaBaHe Ha MeTabonn3ma,
KOETO BOJU JO CMBPTTA HA apa3uTHUTE.

5.2 ®dapMaKOKHHETHYHH O0COOEHOCTH

Cren TOKaTHO MPHIOKCHHE HA TIPOIYKTA TPH KOTKH, IPH MUHUMAJIHA TepareBTHYHA 1034 OT

0,14 ml/kg TenecHa Maca ce yCTaHOBSIBAT MAaKCHMAJIHU CEpyMHH KOHIICHTparwmu ot 32,2 + 23,9 g
emodepside /l u 61,3 £ 44,1 ug praziquantel/l. MakcumanuuTe KOHIEHTpanuy 3a emodepside ca oum
nocturHaty 3,2 £ 2,7 IHU ciel MPUIOKEHHETO, a 3a praziquantel 18,7 + 47 gaca cien IpHIIOKEHHUETO.
JIBeTe akTUBHU CYOCTaHIIUM CJIE]] TOBA CE OT/IENIST OaBHO OT cepyMa ¢ OMy)uBoT oT 9,2 + 3,9 nHu 3a
emodepside u 3a 4,1 + 1,5 nuu 3a praziquantel.

Crie 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.

[TpoyuBaHusTa IPH MHOKECTBO Pa3IMYHU BUIOBE ca MOKasanu, 4e praziquantel ce pasrpaxna 66p30 B
yepHust 1po6. OCHOBHUTE META0OJIMTH Ca MOHOXHIPOLMKIIOXCKCHIIOBH TIPOM3BOIHU Ha praziquantel.
OcHOBHO ce oTens upe3 ObOpenure.

6. OAPMAIEBTUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUIHEHTHTE

Bbyrunxuapokcuanuzon

WzonpornunuaeH ranuepost

MineuHa KucenrHa

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 CbXpaHeHHE HA MPOIYKTa

To3u BETCPUHAPHOMCIUIIMHCKHA MMPOAYKT HC M3MCKBA HUKAKBU CIICIIMATIHU YCJIOBHA 3a ChXPAaHCHUEC.

6.5 BwuaucbcTaB Ha TBPBHYHATA OMAKOBKA

Pasmep Ha onakoBkara: 14 ml

OmnakoBka: CrbiieHa OyTHIIKa ¢ KeXJIMOApEeH IBAT ChC 3amylialika ¢ Te(hIOHOBO
MTOKPHUTHE U MUKPO-IIITAWKOB aanTep ¢ JIyep-opT

6.6 CrenuajHd MePKH 32 YHUII0’KABAHE 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 U3JJABAHE / TIOJHOBSABAHE HA JIMIHEH3A 3A
YIIOTPEBA

JlaTta Ha TBPBOTO W3/aBaHe Ha JIUIEH3 3a yroTpeda: 27/07/2005.
JlaTa Ha MOCJIEIHOTO TOTHOBSIBAHE HA JMIIeH3 3a ynoTtpeba: 01/07/2010.

10. JATATA HA MOCJIEJHATA PEJAKIMSI HA TEKCTA

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

3ABPAHA 3A TIPOJAKBA, CHABJIABAHE U/UJIN YIIOTPEBA

He e npuioxxumo.
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1. HAUMEHOBAHHUE HA BETEPUHAPHOMEJAULIUHCKUSA TPOAYKT
Ipodenapp 15 Mg/3 mg tabaeTku ¢ MOAUDHUIIMPAHO OCBOOOKIABAHE 33 MAJKH KydeTa

[Mpodennbp 50 mg/10 mg TadieTku ¢ MOTUPHIIPAHO OCBOOOKIABAHE 32 CPEIHO TOJIEMH KydeTa
IMpodenapp 150 mg/30 mg Tabiaetku ¢ MOAUGHUIIUPAHO OCBOOOXK TaBAHE 33 TOJECMHU KydeTa

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
Bcesika Tabnerka Profender cvaspika:

AKTHBHH CyOCTAHIIUM:

Emodepside Praziquantel
[Ipodennbp TabnETKH 32 MaTKU 3mg 15 mg
Kydera
[Ipodhenabp TabneTkH 3a cCpemHO 10 mg 50 mg
TOJIEMH Ky4eTa
[Ipodennbp TabNETKH 32 TOIEMH 30 mg 150 mg
Kyuera

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

3. OAPMAIIEBTUYHA ®OPMA

TabneTku ¢ MonUpUIIUPAHO OCBOOOXKIaBAHE.
Kadssu Tabnetku ¢ popma Ha KOKaI, C IENUTETHA YepTa Ha BCSAKA CTpaHa.
TabneTkute MoraT a ObAaT pa3AeasHU 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 Wid 3acTpaIieHd OT CMECEHU Mapa3suTHU HHBA3UW, IPUIUHEHU OT KPBIJIH
JyepBer (HeMaTo1) U TeHUH (IIECTOIN) OT CIICAHUTE BHIOBE:

Hemaroaun

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 Bb3pacTHH);
Echinococcus granulosus (3pesu 1 He3peu Bb3PacTHH).
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4.3 IIpoTuBONOKA3aAHUA
Jla He ce M3MoI3Ba MpHU KydueHIla Ha Bh3pacT noj 12 ceamunum u terno nox 1 kg,

I[a HE C€ U3MO0JI3Ba P CBPBXUYYBCTBUTCIIHOCT KbM aKTUBHUTE Cy6CTaHHHI/I WM HSKOM OT
CKCIIMIIMCHTHUTC.

4.4 CneunuajHu mpeana3sHu MepPKH 3a BCEKU BU/I )KUBOTHH, 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 Npeana3Hyl MePKH NMpH ynorpeda

Crenuanaiy npeana3sHy MEPKH 3a )KUBOTHUTE IIPHU VIIOTpeOaTa Ha MPOIYKTA

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

[Tpu ycranossiBane Ha nHBasus ¢ D. Caninum, Tps0Ba na Obae Ha3HAUCHO CHITBTCTBAIIO TPETHPAHE
Cpelry MeXIUHHUTE TOCTONPUEMHHUIN — OBJIXU U BBILKH, 32 Jia c€ U30eTrHe pEHHBA3HSI.

He ca n3BbpiIBany u3ciueaBaHus CbC CHITHO H3HEMOIIENN KydeTa U ¢ KydeTa ChC CepPHO3HH
HapymeHus B Ob0peuHara u yepHoapoOHa ¢pyHkuun. [lopaayn ToBa, TO3u BeTepUHAPHOMEAUITTHCKA
NPOIYKT IPH TaKWBa KMBOTHH TPSIOBA Jla ce U3IOJI3BA CIIe]T OIIEHKAa Ha CHOTHOLIEHHETO TT0J13a/PUCK OT
JIEKyBalIis BETEpUHAPEH JIeKap.

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

C uen noaabpikaHe Ha 100pa XUrMeHa, M3MUBANUTE PBIETE CH CIIEH MpHIaraHe Ha TaOJIeTKH Ha
Ky4eTo.

[Ipu cnyyaitHo morrbIIaHe, 0COOEHO OT Jietia, He3a0aBHO J1a ce MOTHPCH MEIUIIMHCKH ChBET, KaTO Ha
JIieKaps ce MPEIOCTaBH JINCTOBKATA WU €THKETA Ha MPOIYKTA.

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

4.6 HeOnaronpusaTHH peakuuu (4€CTOTA U BajKHOCT)

B MHOTro pesiku ciiydau ca HabJIr0JaBaHy IPEXO/IHH, JIEKH Pa3CTPONCTBA HA XPAHOCMIJIATEIHUS TPAKT
(HarmpuMep XHUIepcantnuBalysi, MOBPbBIIAHE).

B MHOTO pesiku ciiydan ca HaOJr01aBaHu TIPEXO/IHH, JIEKH HEBPOJIOTHYHU Pa3cTPOUCTBa (HAIprMep
TpEeMOp, HapylIeHa KOOPHHALINS).

OrmnucaHuTe peakiuu ce CBbP3BAT ChC CIIyYaH, IPH KOUTO HE € CMA3eHO MPEHOPBhUUTEIHOTO T yBaHe
npeau npueM. [Ipu3HaKTe Ha HEBPOJIOTHYHH PA3CTPONCTBA MOTAT Jia ObJAT MO-TSKKHU (HarpuMep
kouByJicun) ipu Mdrl myranuu (-/-) npu nopoaute Konu, [lentu 1 ABCTpanniicko OBYapCKO Kyde.
Hsima u3BecTHH crienn(pUYHNA 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, IIPOSABABAIIN HEOIATONPHITHA(H)
peaxisi(u))

- yectH (oBeue ot 1, Ho mo-mainko oT 10 xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

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

- peaxu (toBede oT 1, Ho mo-manko oT 10 xuBoTHH Ha 10,000 TpeTHpaHH )KUBOTHH)

- MHOT'O peak# (mo-maiko ot 1 sxuBotHO Ha 10,000 TpeTupaHu >KUBOTHH, BKIFOUUTEIHO H30JIUPaHU
CHOOIICHU).

4.7 Ymnotpeda mo BpemMe Ha OpeMEeHHOCT, JAKTAIUsI HJIU sIiilleHOCeHe
Moxe Ja ce mpuiiara 1o BpeMe Ha OpEMEHHOCT H JIAKTallHs.

4.8 B3auMmopneiicTBHE ¢ APYTH BeTePUHAPHOMEIULIMHCKH MPOAYKTH U APYru (opmu Ha
B3auMoOJeiicTBHE

Emodepside e cyoctpar 3a P-rimtokonporenna. [IpunaraHeto eTHOBPEMEHHO C APYTH MPOIYKTH,
KOUTO ca P-rinokonpoTenH cyocTpaTn/uHXuOUTOpH (HanpuMmep, HBEPMEKTHUH H APYTH aHTUNIAPA3UTHU
MaKpOIUKINYHH JJAKTOHH, EPUTPOMUIINH, TIPEAHU30JI0H U [UKJIOCIIOPHH) MOTaT JIa IOBEAT JI0
3acuiieHn (papMaKOKMHETHYHH JIEKAPCTBEHHU B3auMoieicTBHs. [I0TeHIMAIHUTE KIMHIIHH
MOCJIE/ICTBHS OT MOAOOHU B3aUMO/ICHCTBHS He ca OMJIM OOEKT Ha ITPOYUYBaHE.

4.9 /1032 ¥ HAYMH HA NPUJIOKEHUEe

Llo3uposka u mepanesmuyen niaH

Profender tpsi6Ba 1a ce mpuiara B MuauMaita go3a ot 1 mg/kg temecna maca emodepside u 5 mg/kg
TelrlecHa Maca praziquantel, ceriaacHo mocodeHnTe B TabIMIIATA JO3H.

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

bpoii Tadnerku Profender 3a
MaJIKH Ky4eTa CpeIHO roJeMu roJieMH Ky4era
Tenecna Ky4era
maca (kg)
1%+ =3kg 1(;§=10kg 1 =30 kg
1-15 Y
>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 Terito Hai-mainko 1 Kg. TabmeTkure
Profender ca ¢ Bkyc Ha Meco 1 OOMKHOBEHO KyueTaTa I'i IpuemMar 0e3 JOIbJIHUTEIHA XpaHa.

Ja ce npunara Ha riagHo. Kyyerara, kouTto mie ObAaT TpeTUPaHU CYTPHH Ja HE CE€ XPaHsT 1pe3
npeaxonHara Houl. Jla He ce gaBa xpaHa 4 yaca ciiefl TpeTHPAHETO.
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410 IIpeno3dupaHe (CHMITOMHU, CIIENIHA MEPKH, AaHTHI0TH), AKO € HEOOXOTUMO

KpartkoTpaen MycKkylieH TpeMop, JIHICa Ha KOOPIMHAIMS U ISpecHsl ca OWIIN HaOI01aBaHu
MOHSKOTa, KOTaTo BETCPUHAPHOMETUIIMHCKUST MPOIYKT € OWIJI PE03UpaH 5 MbTH HAl
npenopbuanata go3a. [Ipu mdrl myramuu (-/-) mpu mopoaara Ko HUBOTO Ha 6€30MaCHOCT € 1M0-
HHCKO B CpaBHEHHE C TOBA Ha HOPMaJHATA KydellKa MOMmy/aius, Py ABYKPaTHO MPEBUINIABaHE Ha
MpernopbyYaHara J03a MOHSKOra ce HalIro/1aBa yMEepeH KpaTKOTpaeH MYCKYJICH TPEMOP H/WiTn
aTaKCHs, P KydyeTa MPHU KOUTO € CMa3eHO MPENOPHUUTSITHOTO TJIaIyBaHe.

CuMIITOMATE OTIIYMSIBAT HAITBJIHO OT caMo ce0e cru 0e3 HUKAaKBO JiedeHne. XPaHeHETO MOXKeE /1a
yBENU4YH OpOsi Ha MHIUACHTUTE ¥ 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. OAPMAKOJIOT'HYHU OCOBEHOCTH

dapMakoTepaneBTHYHA IpyIa: TePANeBTHUCH MPOTUBOIAPA3UTEH MPOIYKT.
Berepunapnomenunmuacku Anatomo-Tepanesruuen Kox: QP52AA51.

5.1 dapmakoJUHAMHYHH CBOICTBA

Emodepside e monyCHHTETHYHO XUMUYHO ChENHEHUE, KOETO MPUHAICKH KbM HOBA XMMHUYHA TPyIIa
— JIETICUNIENTUIN. AKTHBEH € Cpellly KpPbIJIM YepBeH (aCKapuau, aHKUJIOCTOMH 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 CBBbP3BaHE Upe3 CTUMYJIHPAHE HA IPECUHANITUYHUTE CEKPETOPHU
peucnTopu, KOCTo NMPEAN3BUKBA Iapajin3da U CMbPT Ha IMapa3uTUTE.

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 Kajuesata (Ca™ mporyckiIMBocT Ha MeMOpaHKTe Ha napasuTa. ToBa IIpen3BUKBa
CCPUO3HO YBPCIKIAHE HAa BbHIIIHATA 06BI/IBKa, KOHTpaKIus, mapajin3a U HapyllaBaHC Ha MeTaGOJII/ISMa,
KOC€TO BOAX A0 CMBPT HaA NMApasuTUTE.

5.2 dapMaKOKHHETHYHHU 0COOEHOCTH

Cuien tevenwe ¢ go3a ot 1,5 mg emodepside u 7,5 mg praziquantel na kg tenecna maca e yctaHoBeH
CIIEZIHUAT CPEJICH TeOMETPUIEH MaKCUMYM Ha TIa3MEHHUTE KOHIeHTpanuu: 47 |ug emodepside/l u 593
Mg praziquantel/l. I nete akTUBHU CyOCTaHIIMU ca JOCTUTHAIM MAKCUMAITHU KOHIIGHTpALUK 2 Jaca
cien npuema. U 1Bete akTHBHH CYOCTaHIIMK ca OWIIM eTMMHHUPAHK OT IIa3Mara ¢ Bpeme Ha
nonypasznaf ot 1,4 go 1,7 vaca.

Crier nepopaiiHo PHIOKEHHE MPH TUTbX0Be, emodepside ce pasnpocTpaHsBa BbB BCHYKH OPraHu.
Haii-BrcOKM HHMBA Ha KOHIICHTPAIlHS 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 metabomusupa 66p30 B
uepHus 1po0. OCHOBHUTE METabOIHUTH Ca MOHOXHIPOKCHIIMKIIOXEKCHUIIOBU TPOU3BOIHH Ha
praziquantel. Otnens ce ocHOBHO upe3 ObOpenure.

17



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 BeTepUHAPHOMEAUIIMHCKY POAYKT: 3 TOAUHU.
6.4 CnenmajHu ycja0BHS 32 CbXpaHeHHE 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 OIIAKOBKaA

Kapronenu KyTuu, chapprkainy OJaucTep JICHTH OT allyMUHHEBO (honmo. Hannunu ca cneqaure
pa3MepH OMaKOBKU:

IIpodenabp 15 Mg/3 My TaOIETKH 32 MAJIKH KYYETa

- 2 TabieTKn (1 6nucTep nmeHTAa)

- 4 tabneTku (1 6amcTep neHTa)

- 10 tabnerku (1 6mucTep neHTa)

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

IIpodenasp 50 Mg/10 Mg TabIETKH 32 CPEAHO TOJIEMHU KYUETa

- 2 TabaeTKn (1 6amcTep neHTa)
- 4 TabmeTKn (1 6amcTep neHTa)
- 6 TabneTKu (1 6mucTep neHTa)

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

IIpodenabp 150 mg/30 Mg TaGiIeTKH 32 TOJIEMHU Ky4deTa

- 2 TabieTKn (1 6nmcTep meHTAa)

- 4 tabneTku (1 6nmcTep meHTa)

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

He Bcuukn pa3sMEpu Ha OIMaKOBKATa MOrart Ja 6’L,Z[aT npeajiaranv Ha masapa.
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6.6 CnenuajHu MEPKH 32 YHUII0KAaBAHE HA HEU3II0JI3BAaH IPOAYKT WIH OCTATBHIIMA OT HEIro

Bceky HeM3Mmo3BaH BeTEPUHAPHOMETUITUHCKY TPOIYKT HUITH OCTATHIIM OT HEro TpsiOBa aa ObaatT
YHUIIIOKEHH B CHOTBETCTBHE C M3MCKBAHMATA HA MECTHOTO 3aKOHOIATENICTRO.

HewusnonsBanuTte 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 JIMLIEH3A 3A YIIOTPEBA

EU/2/05/054/018 - 31

9. JATA HA TbPBOTO U3JABAHE / MIOAHOBSBAHE HA JIULIEH3A 3A
YIIOTPEBA

JlaTa Ha TBPBOTO M3/aBaHe Ha JIUIEH3 3a yrmoTpeda: 27/07/2005.

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

10. JATATA HA NOCJIEAHATA PEJAKIIUS 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 IIPOJAXKBA, CHABJASIBAHE U/NJIN YIIOTPEBA

He e npuioxxumo.
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MNPUJIOKEHHUE |1

IMPOU3BOAUTEJI, OTTOBOPEH 3A OCBOBOXKIABAHE HA
IHAPTUJIATA

YCJIOBUA NJIN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIIN CE JO ITIPEAJIATAHETO U YIIOTPEBATA MY

CTATYC HA MACOK
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A INPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTUJIATA

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

KVP Pharma + Veterinar Produkte GmbH
Projensdorfer Str. 324
24106 Kiel

I'epmanus

b. YCJOBUA WM OI'PAHUYEHUSA B JIMIEH3A 3A YIOTPEBA HA BMII,
OTHACHAIIM CE 1O IPEJJIATAHETO U YIIOTPEBATA MY

I[a CC OTITYCKa CaMO IIO0 JICKApPCKO MpEAINMCaHue.

B. CTATYC HA MJICOK

He e mpunoxumo.
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MNPUJIOKEHHUE IlI

ETUKET U JINCTOBKA
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A. ETUKET
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HNHOOPMAILMS, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA
IIpodenanbp crioT-0H Pa3TBOP 32 MAJIKH KOTKH
BbHIIHA KAPTOHEHA OMAKOBKA, pa3Mep Ha onakoBkara: 2 (Wi 4) nuneru

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

Ipodenasp 30 Mg/7,5 Mg croT-0H pa3TBOp 3a MAIKH KOTKH

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

Bcska rarrera ot 0,35 ml cpappixka:
AxrtusHu cyocranimu: 7,5 mg emodepside, 30 mg praziquantel

‘ 3. GOAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpusarane BbpXy OrpaHUYeH yYacThK.

e

‘ 4. PABMEP HA OITAKOBKATA

2 NUNETH
4 uneTn

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

3a manku kotku = 0,5 kg — 2,5 kg

6. TEPAIIEBTUYHU IIOKA3AHUA

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

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

benonpobHu mapasutu:
Aelurostrongylus abstrusus

3a mBJIHUTE IMOKa3aHus, BKIIFOYBAIHW JIAPBHUTE CTaAWU, IIPOYETETE JIMCTOBKATA.

7. METOJ 1 HAYUH HA ITPUJIOKEHUE
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Camo 3a BBHIITHA yrioTpeoa.
[Ipenu ynmorpeda MpoveTH JINCTOBKATA.

8. KAPEHTEH CPOK

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

10 CPOK HAT'OJHOCT

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
INPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

13. HAIIHUCDHT “CAMO 3A BETEPUHAPHOME/IUILIMHCKA YIIOTPEBA” U
YCJOBUA NJIN OTPAHUYEHUA OTHOCHO PASIIPOCTPAHEHHUETO N
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. Jla ce oTimycka caMmo 1o JIeKapcKo MpeIrucaHume.

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

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

15. HUME U IIOCTOAHEH AJIPEC HA IIPUTEXATEJISI HA JIMLHEH3A 3A YIIOTPEBA ‘

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

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

EU/2/05/054/001 2 nunetn
EU/2/05/054/002 4 nunetu
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17. TAPTHUIAEH HOMEP

IMapruna {HOMep}
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HNHOOPMAILMS, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA
IIpodenanbp crioT-0H Pa3TBOP 32 MAJIKH KOTKH
BobHIIHA KAapTOHEHA OMAKOBKA, pa3Mep Ha onakoBkarta: 12 (20 wiu 40) munern

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJININHCKHUA TPOAYKT

Ipodenasp 30 Mg/7,5 Mg croT-0H pa3TBOP 3a MAIKH KOTKH

‘ 2. CbAbPKAHUE HA AKTUBHUTE CYBCTAHIIMI

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

‘ 3. OAPMAIEBTUYHA ®OPMA

PastBop 3a mpusarane BbpXy OrpaHUYEH Y4aCTbK.

&

| 4. PA3ZMEP HA OTIAKOBKATA

12 nunetn
20 mumnern
40 et

5. BUJOBE )KMBOTHMU, 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 (uecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

benonpobuu mapasuru:
Aelurostrongylus abstrusus

3a mBJIHUTE IOKa3aHus, BKIIFOYBAIH JIAPBHUTE CTaAHUU, IMTPOYETETE JIMCTOBKATA.
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7. METOJ 1 HAYMH HA ITPUJIOKEHUE

Camo 3a BBHIIHA yTIOTpeOa.
[Tpenn ynmorpeba mpoYeTH JIUCTOBKATA.

8. KAPEHTEH CPOK

| 9. CHEUMAJIHM OPEJAYNPEXKJIEHHUE(S), AKO E HEOBXOJJUMO

Jla He ce U3MoJ3Ba MPH KOTEHIA Ha BB3pacT noa 8 cenmuim win terio nox 0,5 kg.
3a npeaynpexaeHuATa 32 0€30IIaCHOCT Ha JINIATa, KOUTO IO MPUJIaraT — MPOYeTeTe JIMCTOBKATa
npeau ynorpeoa.

10 CPOK HATOJHOCT

T'open mo {mecen/roauna}

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a C€ CbXpaHsABa B OpUIMHAIHaTa OIIaKOBKa, C LEJI MPEAIIa3BaHe OT BJjiara.

12. CHELNUWAJIHM NPEJAITA3HU MEPKMU IIPU YHUIIIO)KABAHE HA HEU3IIOJI3BAH
MNPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

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

Bceku Hen3non3BaH BeTepMHAPHOMEAUIIMHCKY IPOIYKT WIIM OCTAThIM OT HEro TpsibBa aa Obaat
YHHILOKEHU B CBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEICTBO.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yrIOTpe6a. I[a CC OTITYCKa CaMO IIO JICKApCKO IMpEAINTMCAaHNC.

14, HAIANHUCDHT “JA CE CbXPAHSABA JAJIEY OT INOIVIEJA U HA HEAOCTBIIHA
3A JTEIIA MECTA”

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

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

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

28



16. HOMEP(A) HA JIMIEH3A 3A YIIOTPEBA HA BMII

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

17. TTAPTHJIEH HOMEP

[Taptuga {HOMED}
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NHOOPMAILMS, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA
IIpodgeHabp cHIOT-0H PA3TBOP 32 CPEAHM 110 I0JIEMHHA KOTKH
BbHIIHA KAPTOHEHA OMAKOBKA, pa3Mep Ha onakoBkara: 2 (Wi 4) nuneru

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

Ipodenmpp 60 Mg/15 My coT-oH pa3TBOpP 3a CPEIHM IO TOJIEMUHA KOTKH

‘ 2. CbAbPKAHUE HA AKTUBHUTE CYBCTAHIIMI

Bcesika mumera ot 0,70 ml chbpxa:
AxTuBHE cyOctaniun: 15 mg emodepside, 60 mg praziquantel

‘ 3. OAPMAIEBTUYHA ®OPMA

PastBop 3a mpusarane BbpXy OTpaHUYEH Y4aCThK.

&

| 4. PA3MEP HA OTIAKOBKATA

2 MANETH
4 nmunern

5. BUJOBE )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 (uecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

benonpobuu mapasuru:
Aelurostrongylus abstrusus

3a mBJIHUTE IOKa3aHus, BKIIFOYBAIIH JIAPDBHUTE CTaAHUH, IMTPOYETETE JIMCTOBKATA.

7. METOJ 1 HAYUH HA ITPUJIOKEHUE
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Camo 3a BBHIITHA yrioTpeoa.
[Ipenu ymorpeda MpovYeTH JINCTOBKATA.

8. KAPEHTEH CPOK

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

10 CPOK HAT'OJHOCT

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
INPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

13. HAIIHUCDHT “CAMO 3A BETEPUHAPHOME/IUNIIUHCKA YIIOTPEBA”
YCJOBUA NJIN OTPAHUYEHUA OTHOCHO PASIIPOCTPAHEHHUETO N
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. Ja ce oTimycka caMo 1o JIeKapcKo MpeIucaHie.

14, HAIAINUCHT “JA CE CbXPAHSBA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHU
3A JEHHA MECTA”

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

15. HUME U IOCTOSAHEH AJAPEC HA ITPUTEXATEJISI HA JIMHEH3A 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
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17. TAPTHUIAEH HOMEP

IMapruna {HOMep}
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NH®OPMALUS, KOATO CE U3ITUCBA BbPXY BLHIITHATA OITAKOBKA
IIpodgeHabp cHIOT-0H PA3TBOP 32 CPEJAHM 110 I0JIEMHHA KOTKH
BbHIIHA KAapTOHEHA OMAKOBKA, pa3Mep Ha omakoskara: 12 (20, 40 wim 80) nunerun

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

Ipodenasp 60 Mg/15 My croT-0H pa3TBOP 3a CPEMHHM IO TOIIEMIHA KOTKH

‘ 2. CbAbPKAHUE HA AKTUBHUTE CYBCTAHIIMI

Bcesika numiera ot 0,70 ml chbpxa:
AxTuBHE cyOctaniun: 15 mg emodepside, 60 mg praziquantel

‘ 3. OAPMAIEBTUYHA ®OPMA

PastBop 3a mpusarane BbpXy OTpaHUYEH Y4aCThK.

&

| 4. PA3ZMEP HA OTIAKOBKATA

12 et
20 nmuneTn
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

Tennu (1iecToan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

Bbenoapobuu napazuru:
Aelurostrongylus abstrusus

3a MBJIHUTE IMOKa3aHu1d, BKIIFOYBAIIX JIAPDBHUTC CTAAWUH, IPOYCTCTEC JIMCTOBKATA.
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7. METOJ 1 HAYMH HA ITPUJIOKEHUE

Camo 3a BBHIIHA yTIOTpeOa.
[Tpenu ynmorpeba mpoYeTH JIUCTOBKATA.

8. KAPEHTEH CPOK

| 9. CHEUMAJIHM OPEJAYNPEXKJIEHHUE(S), AKO E HEOBXOJJUMO

Jla He ce U3MoJ3Ba MPH KOTEHIA Ha BB3pacT noa 8 cenmuim win terio nox 0,5 kg.
3a npeaynpexaeHuATa 32 0€30IIaCHOCT Ha JINNATa, KOUTO IO MPUJIaraT — MPOYeTeTe JIMCTOBKATa
npeau ynorpeoa.

10 CPOK HATOJHOCT

T'open mo {mecen/roauna}

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a C€ CbXpaHsABa B OpUIMHAIHaTa OIIaKOBKa, C LEJI MPEAIIa3BaHe OT BJjiara.

12. CHELOUWAJIHM NPEAITIA3HU MEPKHU IIPU YHUIIIOKABAHE HA HEU3ITIOJI3BAH
MNPOAYKT UJIN OCTATHIU OT HEI'O, AKO UMA TAKHUBA

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

Bceku Hensnon3BaH BeTepMHAPHOMEIUIMHCKY POIYKT MM OCTaThLIY OT HEro TpsioBa 1a ObaaT
YHHIL0)KEHU B CBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEICTBO.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yrIOTpe6a. I[a CC OTITYCKa CaMO IIO JICKAapCKO MpEeAINMCaHNC.

14, HAIANHUCDHT “JA CE CbXPAHSABA JAJIEY OT INOIVIEJA U HA HEAOCTBIIHA
3A JTEIIA MECTA”

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

15. HMME U MNOCTOAHEH AJJPEC HA IIPUTEXATEJIA 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. TAPTHUAEH HOMEP

[Taptuna {HOMED}
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NHOOPMAILUSA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA
IIpodgenabp cHIOT-0H PA3TBOP 32 roJieMU KOTKH
BbHIIHA KAPTOHEHA OMAKOBKA, pa3Mep Ha onakoBkara: 2 (Wi 4) nuneru

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

Ipodenmpp 96 My/24 My croT-0H pa3TBOP 3a TOJIEMH KOTKH

‘ 2. CbAbPKAHUE HA AKTUBHUTE CYBCTAHIIMU

Besika mumera ot 1,12 ml cpbpxa:
AxTuBHE cyOcTaniun: 24 mg emodepside, 96 mg praziquantel

‘ 3. OAPMAIEBTUYHA ®OPMA

PastBop 3a mpusarane BbpXy OTpaHUYEH Y4aCThK.

&

| 4. PA3ZMEP HA OTIAKOBKATA

2 MANETH
4 nmunern

5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

3a ronemu koTku > 5 kg — 8 kg

6. TEPAIIEBTUYHU IOKA3AHUA

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

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

benonpobHu mapasutu:
Aelurostrongylus abstrusus

3a mBJIHUTE IOKa3aHus, BKIIFOYBAIIH JIAPDBHUTE CTaAHUH, IMTPOYETETE JIMCTOBKATA.

7. METOJ 1 HAYUH HA ITPUJIOKEHUE
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Camo 3a BBHIITHA yrioTpeoa.
[Ipenu ymorpeda MpoYeTH JINCTOBKATA.

8. KAPEHTEH CPOK

9. CIIEHUAJIHU NPEAYIIPEXXKJIEHUE(S), AKO E HEOBXO/JIUMO

10 CPOK HAT'OJHOCT

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
MNPOAYKT UJIN OCTATHIU OT HEI'O, AKO UMA TAKHUBA

13. HAIIHUCDHT “CAMO 3A BETEPUHAPHOME/IUNIIUHCKA YIIOTPEBA”
YCJOBUA NJIN OTPAHUYEHUA OTHOCHO PASIIPOCTPAHEHHUETO N
YIHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepMHApHOMEIUIIMHCKA yroTpeda. Jla ce oTimycka caMo 1o JIeKapcKo MpeIucaHie.

14, HAIAINUCHT “JA CE CbXPAHSBA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHU
3A JEHHA MECTA”

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

15. HUME U IIOCTOAHEH AJIPEC HA IIPUTEXATEJISI HA JIMLHEH3A 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. TAPTHUIAEH HOMEP

IMapruna {HOMep}
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HNHOOPMAILMS, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA
IIpodgenabp cHIOT-0H PA3TBOP 32 roJieMU KOTKH
BobHIIHA KAapTOHEHA OMAKOBKA, pa3Mep Ha onakoBkarta: 12 (20 wiu 40) munern

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

Ipodenapp 96 My/24 My croT-0H pa3TBOP 3a TOJIEMH KOTKH

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

Bcsika rarrera ot 1,12 ml cpappika:
AxtuBHE cyoctanimu: 24 mg emodepside, 96 mg praziquantel

‘ 3. GOAPMAIEBTUYHA ®OPMA

Pa3tBOp 3a mpusarane BbpXy OrpaHUYeH yYacThK.

e

‘ 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 (uecroan):
Dipylidium caninum, Taenia taeniaeformis, Echinococcus multilocularis

benonpobuu mapasuru:
Aelurostrongylus abstrusus

3a mBJIHUTE IMOKa3aHu1, BKIIFOYBAIH JIAPBHUTE CTaAWUU, IMTPOYETETE JIMCTOBKATA.
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7. METOJ 1 HAYMH HA ITPUJIOKEHUE

Camo 3a BBHIIHA yTIOTpeOa.
[Tpenu ynmorpeba mpoYeTH JTUCTOBKATA.

8. KAPEHTEH CPOK

| 9. CHEUMAJIHM OPEJAYNPEXKJIEHHUE(S), AKO E HEOBXOJJUMO

Jla He ce M3IMoJI3Ba ITPU KOTEHI[a Ha Bbh3pacT mo 8 ceamunu win terio mox 0,5 Kg.
3a mpenynpexaeHusTa 3a 0e30MacHOCT Ha JHMIaTa, KOMTO TO MPUIaraT — NpoveTeTe JHCTOBKATA
npenu ynorpeoa.

10 CPOK HATOJHOCT

T'open mo {mecen/roauna}

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a C€ CbXpaHsABa B OpUIMHAIHAaTa OIMaKOBKa, C IEJI IPEAIIa3BaHe OT BJiara.

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

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

Bceku Hensnon3BaH BeTepMHAPHOMEIUIMHCKY POIYKT MM OCTaThLIY OT HEro TpsioBa 1a ObaaT
YHHILOKEHU B CBOTBETCTBHE C M3UCKBAaHUATA HA MECTHOTO 3aKOHOJATENCTBO.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO N
YIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yrIOTpe6a. I[a CC OTITYCKa CaMO IIO JICKApCKO IMpEAINTMCAaHNC.

14, HAIANHUCDHT “JA CE CbXPAHABA JAJIEY OT NIOI'VIEJA U HA HEJOCTBIIHU
3A JTEIIA MECTA”

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

15. HMME U MNOCTOAHEH AJJPEC HA IIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

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

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

17. TTAPTHJIEH HOMEP

[Taptuga {HOMED}
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NH®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA
IIpodenanp cOT-0H Pa3TBOP 32 KOTKHU
BbHIIHA KAPTOHEHAa ONAKOBKA, 0yTHJ/IKA 32 MHOTOKPaTHO 103UpaHe

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

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

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

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

3. GOAPMAIEBTUYHA ®OPMA

PastBop 3a mpusarane BbpXy OrpaHUYEH Y4aCTbK.

4. PASMEP HA OITAKOBKATA

14 ml

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

Kotkn

6. TEPAIIEBTUYHU IOKA3AHUA

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

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

Benoapobuu napazuru:
Aelurostrongylus abstrusus

3a mBJIHUTE IMOKa3aHu, BKIIIOUBAIIH JIAPBHUTC CTaAHUU, IMTPOYCTETE JIMCTOBKATA.

7. METOJ 1 HAYMH HA ITPUJIOKEHUE

Camo 3a BBHIITHA yrioTpeoa.
[Ipenu ymorpeba mpoveTy JINCTOBKATA.

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

3a mpenynpexaeHusTa 3a 0e30MacHOCT Ha JMIaTa, KOMTO TO MpUIaraT — NpoveTeTe JHCTOBKATA
npenu ynorpeoa.

10. CPOK HATOJHOCT

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

11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

12. CHELOUWAJIHM NPEAITIA3SHU MEPKHU IIPU YHUILIOKABAHE HA HEU3ITIOJI3BAH
MNPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

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

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yrIOTpe6a. I[a CC OTITYCKa CaMO IIO JICKApCKO MpEAINTMCAaHNC.

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

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

‘ 15. HUME U INIOCTOAHEH AJIPEC HA IIPUTEXATEJIS HA JIMLHEH3A 3A YIIOTPEBA ‘

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

| 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA HA BMII |

EU/2/05/054/017

17. NAPTUIAEH HOMEP

[aptuna {HOMep}
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MUHHUMYM UHOOPMALUSA, KOATO TPSIBBA A BbJAE U3IIMCAHA BbPXY
MAJIKHM OITAKOBKU BMII, KOUTO CBbABPXKAT EJUHUYHA JI0O3A
IIpodenanbp cioT-0H Pa3TBOP 32 MAJIKHA KOTKH

ETnker Ha nunerara

‘ 1. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Profender 3a xotku (= 0,5 — 2,5 kQ)

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHUUAM)

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

‘ 4. HAYMYH HA ITIPUJIOKEHHUE

Spot-on

e

| 5. KAPEHTEH CPOK

6. MHHAPTUJIEH HOMEP

[Maptuna {HOMEP}

1. CPOK HA I'OJHOCT

lonen mo {mecern/roanna}

8. HAJAIIMUCBHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”
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MUHHUMYM UHOOPMALUSA, KOATO TPSIBBA A BbJAE U3IIMCAHA BbPXY
MAJIKHM OITAKOBKU BMII, KOUTO CBbABPXKAT EJUHUYHA JI0O3A
IIpodeHabp CHIOT-0H PA3TBOP 32 CPEJAHM 110 F0JIEMHHA KOTKH

ETnker Ha nunerara

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

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

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIUA(N)

3. CBbABPXKAHUE CIIPSIMO MACA, OGEM WX BPOM HA EJJMHUYHUTE 103U

‘ 4. HAYMH HA ITPUJIOKEHUE

Spot-on

3

| 5. KAPEHTEH CPOK

6. IHAPTUJIEH HOMEP

[Maptuna {HOMED}

7. CPOK HA I'OJHOCT

Tonen mo {mecery/roaunna}

‘ 8. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”
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MUHHUMYM UHOOPMALUSA, KOATO TPSIBBA A BbJAE U3IIMCAHA BbPXY
MAJUIKHM OITAKOBKHW BMII, KOUTO CBbABPXKAT EJUHUYHA JI0O3A
IIpodgenabp cHOT-0H PA3TBOP 32 roJIeMU KOTKH

ETnker Ha nunerara

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

Profender 3a xotku (> 5 — 8 k@)

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIUA(N)

3. CBbABPXKAHUE CIIPSIMO MACA, OBEM WX PO HA EJUHUYHUTE 103U

‘ 4. HAYMH HA ITPUJIOKEHUE

Spot-on

3

| 5. KAPEHTEH CPOK

6. IHAPTUJIEH HOMEP

[Maptuna {HOMED}

7. CPOK HA I'OJHOCT

Tonen mo {mecery/roaunna}

‘ 8. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”
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MUHUMYM UHO®OPMAIIUSA, KOATO TPABBA JIA BbJE U3IIMCAHA BbPXY
MAJIKHA OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA JO3A
IIpodenanp cOT-0H Pa3TBOP 32 KOTKHU

Etuxer Bbpxy 0yTuiakara

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

Profender spot-on pa3TBop 3a KOTKH

‘ 2. KOJIMYECTBO HA AKTUBHATUTE CYBCTAHIIUU

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

‘ 3. CbIABbPXKAHUE CIIPIMO MACA, OBEM WJIHA PO HA EJUHUYHUTE 1031

14 mi

4. HAYMH HA ITPUJIOKEHUE

[Ipunarane BbpXy OrpaHU4EH Y4acThK.
CaMo 3a BBHITHO NPUJIOKEHHUE.

5. KAPEHTEH CPOK

6. IHAPTUJEH HOMEP

[Maptuna {HOMED}

7. CPOK HA I'OJHOCT

Tonen mo {mecery/roauna}

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

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

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yrIOTpe6a.
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MUHHUMYM UHOOPMALUSA, KOATO TPSIBBA A BbJAE U3IIMCAHA BbPXY
BJIMCTEPU U JIEHTHU

IIpodenanbp cioT-0H Pa3TBOP 32 MAJIKHA KOTKH

oamncrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

Ipodenapp crot-oH pasTBop 3a Manku Kotku (>0,5 - 2,5 kg)

‘ 2. HAUMEHOBAHUE HA ITIPUTEXATEJIA HA JIMIHEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA T'OJHOCT

logen mo: {meceryroawnna}

4. MHAPTUJIEH HOMEP

[Maptuna: {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEIMIIMHCKA YIIOTPEBA”

Camo 3a BeTepMHApHOMEIUIIMHCKA yIOTpeoa.

e

48



MUHHUMYM UHOOPMALUSA, KOATO TPSIBBA IA BbJAE U3IIUCAHA BbBPXY
BJIMCTEPU U JIEHTHU

IIpodgeHabp CHIOT-0H PA3TBOP 32 CPEAHM 110 I0JIEMHHA KOTKH

oamncrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

[Mpodenbp crOT-0H pa3TBOP 3a CPEAHU IO TojieMruHa KOoTkH (>2,5 - 5 kQ)

‘ 2. HAMMEHOBAHUME HA IIPUTEKATEJISI HA JIMIEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJIHOCT

lonen mo: {mecer/roamna}

4, HAPTUJIEH HOMEP

[aptuna: {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEIMIIMHCKA YIIOTPEBA”

Camo 3a BeTepMHApHOMEIUIIMHCKA YyIOTpeoa.

&
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MUHHUMYM UHOOPMALUSA, KOATO TPSIBBA JIA BbJAE U3IIMCAHA BbPXY
BJIMCTEPU U JIEHTHU

IIpodgenabp cHOT-0H PA3TBOP 32 roJIeMU KOTKH

oamncrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

[Mpodenabp croT-oH pa3TBop 3a ronemMu KOtk (> 5 - 8 Kg)

‘ 2. HAUMEHOBAHUE HA IIPUTE/KATEJISI HA JIMHEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJIHOCT

lonen mo: {mecer/roamna}

4, HAPTUJIEH HOMEP

[aptuna: {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEIMIIMHCKA YIIOTPEBA”

Camo 3a BeTepMHApHOMEIUIIMHCKA YyIOTpeoa.

&
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HNH®OPMALMSA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA
Mpogenasp 15 Mgy/3 Mg TadiieTku 3a MaJIKH Ky4yeTa
KapTroHeHa BbHIIHA ONIaKOBKA, pa3Mep Ha onakoBkata: 2 (mim 4) TadsieTku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

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

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

3 mg emodepside, 15 mg praziquantel.

3. GOAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MOOUPHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

2 TaOIEeTKH.
4 TabneTKy.

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

Kyuera.

6. TEPAIIEBTUYHU IIOKA3AHUA

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

7. METOJ 1 HAYUH HA ITPUJIOKEHUE

3a nepopaiina ynorpeoa.
IMpenu ynorpeba MpoYeTH JTUCTOBKATA.

8. KAPEHTEH CPOK

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

T'omen mo {mMecen/roauna}

‘ 11. CHELOHUAJIHM YCJOBUS 3A CbXPAHEHHUE

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

12. CHELUAJIHM NPEANTA3HU MEPKHU ITPU YHUILIOKABAHE HA HEU3ITOJI3BAH
HNPOAYKT UJIN OCTATHLUU OT HET'O, AKO UMA TAKHUBA

VHumoxapaHe: IpOY€TH JINCTOBKATA.

13. HAIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHHUETO N
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepuHapHOMEIUIIMHCKA yroTpeda. Ja ce oTimycka caMmo 1o JeKapcKo MpeArucaHume.

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

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

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

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

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

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

17. TTAPTHJIEH HOMEP

IMaptuna {Homep}
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NH®OPMALUSA, KOATO CE U3ITUCBA BbPXY BBHIITHATA OITAKOBKA
Mpogenasp 15 Mgy/3 Mg TadiieTku 3a MaJIKH Ky4yeTa
KapTroneHna BbHIIIHA ONAKOBKA, pa3Mep Ha onakoBkara: 10 (24 mum 50) Tadnerku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

IMpodenabp 15 Mg/3 mg TabneTku ¢ MOTUMHUIIMPAHO OCBOOOKIABAHE 32 MAJIKU KydeTa

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

3 mg emodepside, 15 mg praziquantel.

3. GOAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MOOUPHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

10 TabneTku.
24 TabneTKy.
50 TabneTKH.

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

Kyuera

6. TEPAIIEBTUYHU ITIOKA3AHUA

AHTHXEJIMHUHTHUK Cpelly KpbIJIH YepBer (HEMaToI1) U TeHUH (IIeCTON).
3a MbIHNUTE TIOKA3aHMs, BKIIOYBAIIY BUAOBETE U JJAPBHUTE CTAIHH, IPOYETETE JIUCTOBKATA.

7. METOJ 1 HAYMUH HA ITPUJIOKEHUE

3a nepopainHa ynotpeoa.
[Ipenu ynorpeba mpoyeTu TUCTOBKATA.

8. KAPEHTEH CPOK
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‘ 9. CHEOUAJHU NPEAYINPEXJAEHUE(ST), AKO E HEOBXOJIUMO

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

| 10. CPOK HA FOJIHOCT

T'open mo {mecen/roguna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

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

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

YHI/IHJ;O)KaBaHC: IMpOYCTH JIMCTOBKATA.

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

Camo 3a BeTepuHapHOMEIUIIMHCKA yroTpeda. Jla ce oTiycka caMo 1o JIEKapcKOo MpeAicaHme.

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

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

‘ 15. HMME U NOCTOSAHEH AJIPEC HA IIPUTEXATEJIA 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 Tabnerku

17. TAPTHJIEH HOMEP

IMaptuna {Homep}
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NH®OPMALUSA, KOATO CE U3ITUCBA BbPXY BBHIITHATA OITAKOBKA
IMpodenanp 50 mg/10 Mg TadeTku 3a cpeTHO rojleMHu KyveTa
KaproHeHna BbHIIIHA ONAKOBKA, pa3Mep Ha onakoBkaTa: 2 (Wi 4) TaéaeTku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

IMpodenabp 50 mg/10 mg tabiaeTku ¢ MomTU(HITUPAHO 0OCBOOOKIABAHE 33 CPETHO TOJIEMH KydeTa

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

10 mg emodepside, 50 mg praziquantel.

3. GOAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MOOUPHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

2 TableTKN
4 tabneTkn

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

Kyuera

6. TEPAIIEBTUYHU IIOKA3AHUA

AHTHXEJIMHUHTHUK Cpely KPbIJIN YepBer (HEMaToI1) U TeHUH (IIeCTO/IN).
3a MbIHNUTE TIOKAa3aHMs, BKIIOYBAIIY BUIOBETE U JJAPBHUTE CTAHMH, TPOUYETETE JIUCTOBKATA.

7. METOJ 1 HAYUH HA ITPUJIOKEHUE

3a nepopaiina ynorpeoa.
IMpenu ynorpeba MpoYeTH JTUCTOBKATA.

8. KAPEHTEH CPOK

9. CHHEINUAJIHU NPEAYIPEXJAEHUE(S1), AKO E HEOBXO/UMO
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10. CPOK HATOJHOCT

T'omen mo {mecen/roauna}

11. CHENUAJIHM YCJIOBUs 3A CbXPAHEHUE

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

12. CIIEUAJIHU NNPEJAITA3HU MEPKH ITPU YHUIILO’)KABAHE HA HEU3IIOJI3BAH
INPOAYKT UJIKX OCTATHIU OT HEI'O, AKO UMA TAKHUBA

yHI/IHIO)KaBaHC: MMpOYCTH JIMCTOBKATA.

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

Camo 3a BeTepuHapHOMEIUIIMHCKA yroTpeda. Ja ce oTiycka caMo 1o JIEKapcKo MpeArTucaHe.

14. HAJINUCDHT “JA CE CbXPAHSBA JAJIEY OT IOI'JIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

Jla ce cpxpaHsBa Jaied OT MOTJie/ia U Ha HEAOCTHITHH 32 JIella MecTa.

15. HUME U IIOCTOAHEH AJIPEC HA ITIPUTEXATEJISI HA JIMHEH3A 3A YIIOTPEBA ‘

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

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

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

17. NAPTHUAEH HOMEP

IMaptuna {Homep}
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NH®OPMALUSA, KOATO CE U3ITUCBA BbPXY BBHIITHATA OITAKOBKA
IMpodenanp 50 mg/10 Mg TadeTku 3a cpeIHO rojleMHu KyveTa
KaproHneHna BbHIIHA ONAKOBKA, pa3Mep Ha onakoBkara: 6 (24umm 102) Tadinerku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA TIPOAYKT

IMpodenabp 50 mg/10 mg tabiaeTku ¢ MomTU(HITUPAHO 0OCBOOOKIABAHE 33 CPETHO TOJIEMH KydeTa

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

10 mg emodepside, 50 mg prazigquantel.

3. GOAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MOOUPHUINPAHO OCBOOOKIABAHE

4. PASMEP HA OITAKOBKATA

6 TabneTkn
24 TabneTku
102 Tabnerku

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

Kyuera.

6. TEPAIIEBTUYHU ITIOKA3AHUA

AHTHXEJIMHUHTHUK Cpelly KpbIJIH YepBer (HEMaToI1) U TeHUH (IIeCTON).
3a MbIHNUTE TIOKA3aHMs, BKIIOYBAIIY BUAOBETE U JJAPBHUTE CTAIHH, IPOYETETE JIUCTOBKATA.

7. METOJ 1 HAYMUH HA ITPUJIOKEHUE

3a nepopainHa ynorpeoa.
[Ipenu ynorpeba mpoyeTu TUCTOBKATA.

8. KAPEHTEH CPOK
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‘ 9. CHEOUAJHU NPEAYINPEXJAEHUE(ST), AKO E HEOBXOJIUMO

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

| 10. CPOK HA FOJIHOCT

T'open mo {mecen/roguna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

I[a C€ ChbXpPaHsBa B OpUTIMHAJIHATa OIIaKOBKaA, C LI IIPEAIIa3BaHE OT BJiara.

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

YHI/IHJ;O)KaBaHC: IMpOYCTH JIMCTOBKATA.

13. HAJNUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHHUSA OTHOCHO PA3IIPOCTPAHEHUMETO N
YIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepuHapHOMEIUIIMHCKA yroTpeda. Jla ce oTiycka caMo 1o JIEKapcKOo MpeAicaHme.

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

Ja ce cpxpansBa jganed OT Iorjie/ia U Ha HEJIOCTHITHY 3a JIeTa MecTa.

‘ 15. HMME U NOCTOSAHEH AJIPEC HA IIPUTEXATEJIA 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. TAPTHJIEH HOMEP

IMaptuna {Homep}
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NH®OPMALUSA, KOATO CE U3ITUCBA BbPXY BBHIITHATA OITAKOBKA
Ipodenanp 150 mg/30 mg TadaeTKu 3a rojieMu Kydera
Kapronena BbHIIHA 0NAKOBKA, pa3Mep HA ONAKOBKATa: 2 Ta0JIeTKH

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJININHCKHUA TPOAYKT

IMpodenabp 150 mg/30 mg TabnaeTku ¢ MOAUGHUIIUPAHO OCBOOOXK TaBAHE 33 TOJEMHU KydeTa

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

30 mg emodepside, 150 mg praziquantel.

3. GOAPMAIEBTUYHA ®OPMA

Tabnetku ¢ MOOUPHUINPAHO OCBOOOXKIABAHE

4. PASMEP HA OITAKOBKATA

2 TableTKN

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

Kyuera

6. TEPAIIEBTUYHU IOKA3AHUA

AHTHUXEJIMUHTHK CPEeIy KPbIJIH YepBer (HeMaToI1) U TeHuH (IIeCTOIN).
3a mbJIHKUTE TIOKAa3aHMsI, BKIIOYBAIIN BUOBETE U JJAPBHUTE CTAUH, TPOUYCTETE JINCTOBKATA.

1. METO/J 1 HAYUH HA ITPUJIOKEHUE

3a nepopaiHa ynotpeoa.
[Ipenu ymorpeba mpodeT JINCTOBKATA.

8. KAPEHTEH CPOK
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9. CHEOUAJHU NPEAYINPEXJAEHUE(ST), AKO E HEOBXOJIUMO

10. CPOK HA T'OJHOCT

T'open mo {mecen/roguna}

‘ 11. CHELHUAJIHM YCJOBUS 3A CbXPAHEHHUE

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

12. CIEINUWAJIHU NNPEAITA3HU MEPKHU ITPU YHUIILO’)KABAHE HA HEU3IIOJI3BAH
MNPOAYKT UJIN OCTATHIU OT HET'O, AKO UMA TAKHUBA

VHumoxapaHe: IpOY€TH JINCTOBKATA.

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

Camo 3a BeTepuHapHOMEIUIIMHCKA yroTpeda. Jla ce oTiycka caMo 1o JIeKapcKo MpeAicaHe.

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

I[a CC ChXpPaHsABa JaJICY OT HorjieZia 1 Ha HCAOCTHITHU 3a 1€11a MECTa.

‘ 15. HUME U INIOCTOAHEH AJIPEC HA IIPUTEXATEJISI HA JIMIHEH3A 3A YIIOTPEBA ‘

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

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

EU/2/05/054/028 2 Tabnerku

17. TTAPTHJIEH HOMEP

IMaptuna {Homep}
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HNH®OPMALUSA, KOATO CE U3ITUCBA BbPXY BBHIIHATA OITAKOBKA
Ipodenanp 150 mg/30 mg TadaeTKu 3a rojieMu Kydera
Kapronena BbHIIIHA ONAaKOBKA, pa3Mep Ha onakoBkarta: 4 (24 wiu S2) TaéiaeTku

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUSA TIPOAYKT

Ipodenapp 150 mg/30 mg tabaeTku ¢ MOTUGPHIIPAHO OCBOOOXKIaBAHE 3a TOJEMH KydeTa

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLUN

30 mg emodepside, 150 mg praziquantel.

‘ 3. GOAPMAIEBTUYHA ®OPMA

Tabnerku ¢ MOAU(UIIMPAHO OCBOOOKIaBaHE

4, PASMEP HA OITAKOBKATA

4 Tabnetku
24 tabneTku
52 TabneTku

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

Kyuera

6. TEPAIIEBTUYHU IOKA3AHUA

AHTHUXEJIMUHTHK CPEeIy KPbIJIN YepBer (HeMaToI1) U TeHuH (IIeCTOIN).
3a mBIHATE TIOKA3aHMs, BKIIOYBAIIY BUOBETE U JAPBHUTE CTAUH, TPOYETETE INCTOBKATA.

1. METO/J 1 HAYUH HA ITPUJIOKEHUE

3a nepopainHa ynorpeoa.
[Ipenu yrmorpeba mpoveT JIMCTOBKATA.

8. KAPEHTEH CPOK

9. CHHEHNUAJIHU NPEAYIPEXJAEHUE(S1), AKO E HEOBXOJUMO
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Jla He ce M3II0JI3BA IIPH KyYeHI[a Ha B3pacT o 12 ceamunu wid terio mox 1 Kg.

| 10. CPOK HA TOJIHOCT

T'omen mo {mMecen/roauna}

‘ 11. CHELOHUAJIHM YCJOBUS 3A CbXPAHEHHUE

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

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

VHumoxapaHe: IpOY€TH JINCTOBKATA.

13. HAIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHHUETO N
YIOTPEBATA, AKO E TIPHJIOKUMO

Camo 3a BeTepuHAapHOMEIUIIMHCKA yroTpeda. la ce oTmycka caMo 1o JIEKapcKo MpeAucaHe.

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

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

‘ 15. HMME U NNOCTOSAHEH AJIPEC HA IIPUTEXATEJIA HA JIMIHEH3A 3A YIIOTPEBA ‘

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

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

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

17. NAPTHUIAEH HOMEP

[Maptuna {Homep}
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MHUHUMYM HHO®OPMALIUSA, KOATO TPABBA JA BbJE U3IIMCAHA BbPXY
BJIUCTEPU U JIEHTHU

Mpogenasp 15 Mg/3 Mg TadiieTku 3a MaJIKH Ky4yeTa

baucrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

[Ipodennbp TabMETKH 32 MaKU Ky4eTa

‘ 2. HAMMEHOBAHUE HA ITPUTEKATEJISA HA JIMIHEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJIHOCT

T'omen mo {mecen/roguna}

4, HAPTUJIEH HOMEP

IMaptuna {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEIMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEAUIIMHCKA yIIoTpeoa.
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MHUHUMYM UHOOPMALUS, KOATO TPABBA JA BbJE U3IINCAHA BbPXY
BJIUCTEPU U JIEHTHU

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

baucrep

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIINUHCKUA TIPOAYKT

[Ipodenapp TabneTkn 3a CpeHO TOIEMH KydeTa

‘ 2. HAUMEHOBAHUE HA ITIPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJIHOCT

T'omen mo {mecen/roauna}

4. IHAPTUJIEH HOMEP

IMaptuna {Homep}

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

Camo 3a BeTepHHapHOMEAUIIMHCKA yIIoTpeoa.
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MUHUMYM UHO®OPMAILUS, KOSITO TPABBA JA BbAE U3IIMCAHA BbPXY
BJIUCTEPU U JIEHTHU

Ipodenanp 150 mg/30 mg TadaeTKu 3a rojieMu Kydera

baucrep

‘ 1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

[Ipodennbp TabMETKH 32 TONIEMH KydeTa

‘ 2. HAMMEHOBAHUE HA ITPUTEKATEJISA HA JIMIHEH3A 3A YIIOTPEBA

Vetoquinol S.A.

3. CPOK HA TOJIHOCT

T'omen mo {mecen/roguna}

4, HAPTUJIEH HOMEP

IMaptuna {Homep}

‘ 5. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEIMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEAUIIMHCKA 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 MaJIKH 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

HDI/ITC)KaTeJ'I Ha JMIICH3a 3a VHOTD€6a:
Vetoquinol S.A.

Magny-Vernois

70200 Lure

Opanuys

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

24106 Kiel
I'epmanus

2. HAUMEHOBAHHUE HA BETEPUHAPHOMEAULIUHCKUSA TIPOAYKT
IMpodenasp 30 mg / 7,5 mg cnoT-oH pa3TBOp 3a MAJIKH KOTKH

IMpodenapp 60 Mg / 15 mg crot-oH pa3TBOP 3a CPEIHHU 11O TOJIEMHHA KOTKU

Ipodenapp 96 Mg / 24 Mg croT-oH Pa3TBOP 3a TOJEMH 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 15mg 60 mg
roJIeMUHa KOTKH

(>2,5-5kg)

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

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

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

Hemaronu:

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 ONapa3HuTsIBaHEe upe3 MISIKOTO

Toxascaris leonina (3pemu Bp3pacTHH, He3peIn Bb3pacTH 1 L4)

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

ﬂCCTOQI/I:

Dipylidium caninum (3penu Bb3pacTHU 1 HE3PEIH BB3PACTHH)
Taenia taeniaeformis (Be3pacTau)
Echinococcus multilocularis (Bs3pactau)

Benonpobuu napazutu
Aelurostrongylus abstrusus (Be3pacTHu)

5. MNPOTUBOIIOKA3AHUSA
Jla He ce M3MO0JI3Ba ITPU KOTEHI[a Ha Bb3pacT moJ 8 ceamunu win terio mox 0,5 Kg.

I[a HE C€ U3M0JI3Ba NP CBPBXYYBCTBUTCIIHOCT KbM aKTUBHUTE Cy6CTaHHHI/I WA KbM HSIKOH OT
CKCIIMIIMCHTUTC.

6. HEBJIATOITPUSATHHN PEAKIIMN

B MHOTO peiku ciiydau MOTAT Jia ce Ha0JII01aBaT MOBUIIICHO OT/AC/ISHE Ha CIIFOHKA (XUIIepCaINBaIlus )
U ToBpbIane. JIeku U MPexXoHN HEBPOJIOIMYHU PA3CTPOMCTRA KATO ATAKCHS WJIM TPEMOP MOTaT Jia ce
MOSIBSIT B MHOTO peiku cirydan. CuuTa ce, 4e Te3u peakiluy ca CIE/ICTBHE OT 00JM3BaHe Ha MACTOTO
Ha TpETUPaHe, HeMOCPEACTBEHO CJIe]l IpUlaraHeTo. B MHOTO pejiku ciiydau ciiejl puiarane Ha
Profender e Bb3MOXKHO J1a CE MOSIBM BpEMEHHO aJIONeIHs, CbpOEK U/UIN Bbh3MaJICHUE Ha MACTOTO Ha
MPUIOKEHUE.

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

- MHOTO YecTH (moBede oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBSIBAIIN HEOJIATONPHUSITHU PEAKIIMU 110
BpeMe Ha Kypca Ha €THO JIeUeHHE)

- yectr (oBeye oT 1, HO mo-manko oT 10 xuBoTHU Ha 100 TpeTUpaHU )KUBOTHH)

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

- penku (roseue ot 1, Ho mo-mainiko ot 10 >xuBoTHH Ha 10,000 TpeTupaHu >KMBOTHH)

- MHOT'O peak# (mo-maiko ot 1 sxuBotHO Ha 10,000 TpeTnpaHu >KUBOTHH, BKIFOUUTEIHO H30JIUPaHU
CHOOIICHU ).

Ako 3a0enexnure HIKaKBH HEOIaronpusiTHA PeaKiy, BKIIOUYUTEIHO U TAKHBA, KOUTO HE Ca OIHCAHH B
Ta3M JIMCTOBKA WJIM MUCIIUTE, Y€ BETEPUHAPHOMEAULIUHCKNS POIYKT HE padOTH, MOJIS 14 YBEIOMHTE
Bamus BeTeprHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E HPEJJHA3HAYEH BMII
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Kotkn.

8. JO3UPOBKA 3A BCEKH BUJ ’KUBOTHO, METOJ1 1 HAYUH HA ITPUJIATAHE

Camo 3a BBHIIHA yTIOTpeOa.

Hoszuposka u mepanesmuyer niam

IpemoppuannTe MUHHMAJIHK 103K ca 3 Mg emodepside / kg tenecua maca (1.M.) 1 12 mg praziquantel
/ kg T.M., K0eto e ekpuBasieHTHO Ha 0,14 ml [Ipodenmsp / kg T.m.

Tegecua |Pa3smep Ha numeTara, KOSATO Oo6em (Ml) Emodepside | Praziquantel
Maca Ha | TpsOBa Aa ce M3M0J3Ba (mg/kg/ t.m.) | (mo/kg / T.m.)
koTkata (kg)
>0,5-2,5 |[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 KypcC Ha JICYCHUE CPENTy KPBIUIM YEPBEH U TEHUU € JOCTAThYHO €IHO MPIWIOKCHHE.

3a eaMH Kypc Ha JIeUeHHE HAa KOTKHM C IIeJ TpEANa3BaHe Ha MOKOJCHHETO OT OMapasuTsBaHe ¢
Toxocara cati (LsmapBu) upe3 MISIKOTO € JOCTAThYHO €IHO MPHIOKECHUE, IPHUOIU3UTEITHO CEAEeM IHU
eI 0YaKBAHOTO pakIaHe.

3a neuenue cpenry Aelurostrongylus abstrusus ca qocTaThbuHHU JBE MPUIOKEHUS C HHTEPBAT OT JBE

CEJIMUIIH.

9. CBBET 3A IIPABUJIHO ITPUJIOKEHUE

M3Banere nunerara oT onakoBkaTa. J[pbiKTe numeraTa B U3MPABEHO MOJIOKEHUE, 3aBbPTETE U
HU3bpHaiiTe KanavykaTa v U3M0JI3BaiiTe MPOTHUBOIIOJI0XKHUS Kpail Ha Kalaykara, 3a Jja CUyIuTe

iomoOara.

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
LSJI0TO ChABPIKAaHUE BbPXY KokaTa. [Ipumaranero Ha mpoyKTa BbpXY THJIa, B OCHOBAaTa Ha Yepemna,
I11e HaMaJIi Bb3MOXKHOCTTa KOTKAaTa Ja 00JIIKe He3aChXHANUs MPOoAyKT. /la ce mpuiara caMo BbpXy
KOXKHaTa MOBBPXHOCT, BBPXY 37paBa KOXa.
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10. KAPEHTEH CPOK

He e npunoxumo.

11. CHELOUAJIHM YCJOBUs 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cpxpaHsBa Janed OT MOTJie/ia U Ha HEAOCTHITHY 32 JIella MecTa.

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

[a He ce u3Mmoi3Ba TO3M BETEPUHAPHOMETUIIMHCKY MMPOAYKT CJIe U3THUYaHE CPOKA Ha TOTHOCT,
MTOCOYEH BHPXY €TUKETa M KapTOHEHaTa omakoBKa. CpOKBT Ha TOHOCT OTTOBApPS HA MOCIEAHUS ACH
OT TO3H MECEIL.

12. CIELOUAJIHU NPEAYINPEXIEHUSA

Crenuaiiy OpeaynpekIeHns 3a BCEKH BHJI JKUBOTHHM, 3a KOUTO € npeanasnayen BMIT:

Kbnanerto ¢ maMnoas win NOTansHETO Ha )KUBOTHOTO BBB BOJIa HEMTOCPEICTBEHO CJIE] NPUIAraHeTo
Ha TIPOAyKTa MOXe Ja HaMmanu eukacHocTTa My. [lopanu Ta3m npudrHa, TpETHPAHHUTE KUBOTHHU HE
TpsiOBa Jla CE KBIIAT, IOKATO Pa3TBOPHT 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 IIPH yIOTpebaTa Ha MPOJYKTa:
Ja ce mpuiara caMo BbpXY KO>KHaTa IOBBPXHOCT, BBPXY 31[paBa Koxka. [la He ce mpujiara nepopaitHo
WK TIAPEHTEPAIIHO.

I[a HE CC J0ITyCKa JICKYBAHATA KOTKa WJIN APYT' KOTKU B JOMAIITHOTO OGKp”b)KeHI/Ie Ja 00IM3BaT
MACTOTO HA NPUJIAraHETO, JOKATO € OLIC BJIAKHO.

ChIleCTBYBa OCKBJICH OMUT OT MPUJIAraHe Ha MPOJIyKTa NPy OOJHH U HEMOIIHH KHUBOTHHU. ETO 3a1110
NpUJIAraHeTo My IPU TaKHWBa )KUBOTHH TPsIOBA /1a CTaBa €AMHCTBEHO CIIE/ MPEIEHKA Ha
CHOTHOIICHHUETO I10J13a/PHUCK.

CrienmasiHy Ipena3sHy MEPKH 3a JIMIaTa, IpUjaraiy BeTepUHAPHOMENUIIMHCKUSA TPOJAYKT Ha
KUBOTHUTE!

Jla He ce my1y, s/1€ WIK ITHE 110 BpeMe Ha NPUJIaraHeTo 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 uamuBar pbilere cies ynorpeoa.

[pu ciyyaiiHo pa3MBaHe BbPXY KOXara, /la ce M3MHE He3a0aBHO C BOJIA U CAITYH.

[Ipu cnyyaiiHo nmomnagaHe B 04UTe, T€ TPSAOBA Ja ce U3MUSAT CTApaTeIHO U OOMIIHO C BOAA.
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AKO CUMIITOMHTE IO KOXKaTa MJIM O4YUTE NMPOAbKaBaT, WIK IPU CIIyyaiHO MOTJIbIIaHe, He3a0aBHO 1a
ce MOThPCH MEIUIMHCKU CBHBET, KaTO Ha JieKaps ce IpeloCTaBU JIMCTOBKATa MM €THKETa Ha
MPOAYKTA.

Tps0Ba na ce B3eMaT MEpKH, 3a Jla HE ce MO3BOJIM Ha AenaTa a UMaT IpoIbJDKUTENICH, 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 METHA BbPXY 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 (KydenkaTa TeHHs) MPEeCTaBIIsABAa 3alllaxa 3a 9oBeKka. T'pit kaTo ExuHOKOKO3aTa €
3a00IsBaHe, KOETO MOAJIEKH Ha 00siBsiBaHe, ChIIIacHO MexayHapoaHoTo bropo mo Enmzoorunre
(OIE), chOTBETHHTE KOMIIETEHTHH BIACTH TPAOBA 1A MPEIOCTABAT CHENU()UIHNATE 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.

B3aHMO,HeI>'ICTBHC C APVYI'M BETCPUHAPHOMCECANIIMHCKHN IMTPOAYKTH U APYI' dJODMI/I Ha B3aHMOI[eI71CTBHe:
Emodepside e cyoctpar 3a P-rimtokonporenna. [IpunaraHeto eTHOBPEMEHHO C APYTH MPOIYKTH,
KOUTO ca P-riiokonpoTenH cyocTpaTn/MHXUONTOpY (HapuMep UBEPMEKTHH H APYTH aHTUNIAPA3UTHU
MAaKpOIUKINYHA JIAKTOHH, EPUTPOMHUIINH, IPEAHM30JI0H U [IUKIOCIIOPUH) MOXKE JIa 0BEIE 10
3acuiieHH (papMaKOKHHETHIHH JICKAPCTBCHH B3aUMOICHCTBHS. [[0TeHIIMATHITE KITHMHIYHH
MOCIIEICTBHS OT TOJ00HHU B3aMMOJICHCTBHS HE ca O 00EKT Ha MPOyYBaHe.

IIpenosupane (CUMOTOMH, CHICIIHU MEPKH, aHTUIOTH):

[loBuimeHo cIrOHOOTHENSIHE (XHUIIepCATUBAINS ), TOBPBIAHE U HEBPOJIOTHYHH MIPU3HAIH (TPEMOP)
MOJKE JIa ce TMOSBST MOHSIKOTra, aKo MpernopbuaHara J103a ce MPEBUIIH AECETOKPATHO NPU Bb3PacTHU
KOTKH WJIHM NETKPATHO MPU MaJIKU KOTeHIA. ToBa € Bb3MOKHO Clie/l 00JIM3BaHe Ha MACTOTO Ha
TpeTUpaHe, HEMOCPEICTBEHO CJe]l MpHiaraHeTo. Te3u CUMIITOMH ca HamrbJIHO o0paTimu. He e
M3BECTEH Creu(UIeH aHTU/IOT.

OCHOBHH HECHBMECTUMOCTH.
He ca usBecTHH.

13. CIIEHUAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH INPOJAYKT
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 pUOU WK JAPYTH BOJHU OPraHU3MHU.

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

14, JATATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA

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

He Bcuuku pazmepu Ha OonakoOBKaTa MOTat Aa ObJAT Mpe/iiaraHy Ha masapa.
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[ByTuiika 3a MHOTOKpaTHO 103upaHe]
JUCTOBKA:

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

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

HDI/ITC)KaTCJ'I Ha JIMIICH3a 3a VHOTDC6a:
Vetoquinol S.A.

Magny-Vernois

70200 Lure

Opanuys

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

Projensdorfer Str. 324

24106 Kiel

I'epmanus

2. HANMMEHOBAHUME HA BETEPUHAPHOME /IUIITUHCKUA ITPOAYKT
IMpodenabp 85,8 mg/ml / 21,4 mg/ml criot-oH pa3TBOp 32 KOTKH

Praziquantel/Emodepside

3. CbABPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCIIUIIMEHTUTE
AKTHBHM CyOCTAHIIUM:

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

Excunnuenru:

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

4. TEPAIIEBTUYHU ITIOKA3AHUA

[Ipu KOTKH, CTpaJALIN WK 3aCTPAIICHU OT CMECCHH Tapa3uTHU MHBA3UH, TIPUIUHECHU OT KPBIJIH
yepBer (HeMaTo 1), TeHUH (1lecToan) U OeoApOoOHN apa3uTH OT CIIETHUTE BUIOBE!

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

Toxocara cati (L3 napBu) — ieueHre Ha KOTKH B HanpeIHajaa OpEeMEHHOCT C I1eJ 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. IMPOTHUBOIIOKA3AHUS
Jla He ce M3II0JI3Ba IIPX KOTEHIIA Ha BB3pacT mox 8 ceamunu win terio mox 0,5 Kg.

I[a HC C€ U3MO0JI3Ba IIPHU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHUTE Cy6CTaHHHI/I WA KbM HSIKOH OT
CKCIIMIIMCHTUTC.

6. HEBJIATOITPUATHHN PEAKIINN

B MHOTO peiku ciydyau MOTAT Ja ce HaOJIr01aBaT MOBUIIICHO OTACISHE Ha CIIFOHKA (XUIIepCaIUBaIls )
W ToBphIane. JIeKu ¥ MPeXoHN HEBPOJIOTMYHU PA3CTPOMCTBA KATO ATAKCHS WM TPEMOP MOTarT Jia ce
MOSIBAT B MHOTO peaku ciay4an. CuuTa ce, 4e Te3W Peakiuy ca CISICTBHE OT 00JU3BaHE HA MICTOTO
Ha TpETUpaHe, HEMOCPEACTBEHO CJIe]l IpUlaraHeTo. B MHOTO pefiku citydau, cie mpujiaraie Ha
Profender € Bb3MOXXHO J1a CE MOSIBM BPEMEHHO aJIONCIHS, ChPOEK W/WIIM Bh3MAICHUE Ha MICTOTO Ha
MPUIOKCHUE.

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

- MHOTO decTH (moBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBSIBAILN HEOIATONPHUSITHU PEAKIUU 110
BpEME Ha Kypca Ha €[IHO JICUeHHE)

- yectr (oBeye oT 1, Ho mo-manko oT 10 xuBoTHH Ha 100 TpeTHUpaHU )KUBOTHH)

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

- peaku (moseye ot 1, HO mo-Manko ot 10 xuBoTHM Ha 10,000 TpeTupaH KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xxuBotHO Ha 10,000 TpeTnpanu KUBOTHH, BKIIOUUTEITHO H30IHPAHU
CHOOIIICHU ).

AKo 3a0eleXNUTe HIKAKBU He6JIaFOHpI/IHTHI/I pCaKnuu, BKIIOYUTCIIHO U TaKUBA, KOUTO HE Ca OIIMCAHU B

Ta3M JINCTOBKA WK MUCITUTE, Y€ BETEPUHAPHOMEIUIIMHCKHUS POAYKT HEe pabOTH, MOJIS 1a YBEIOMUTE
Bamus BerepuHapeH Jiekap.

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

Kotku.

8. JAO3UPOBKA 3A BCEKH BUJ] ’KUBOTHO, METOJ U HAYHUH HA ITPUJIATAHE
Camo 3a BBHIIHA yHoTpeoa.

Jlozupoeska u mepanesmuyer niam

IpemopbuannTe MUHMUMAJIHHK 103K ca 3 Mg emodepside / kg tenecua maca (1.M.) u 12 mg praziquantel
/ kg 1.M., K0eTo e exBuBaiienTHO Ha 0,14 ml ITpodenasp (Profender) / kg t.m.

HMMmate BE3MOXKHOCT Ja U3YMCIMTE TOYHATa J03a Bb3 OCHOBA Ha MHAMWBUAYyaJIHAaTa TEJIECHA Maca UJIn

Jla U3M0JI3BaTe U3JI0KEHUTE TO-T0JTy MPENOPHUYUTEITHH 32 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)
>0,5-2,5 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 W3znomn3BaiiTe moaxosmia KOMOMHAINS OT 00eMH

3a eIMH Kype Ha JIeYeHHe CPENLy KPBIIH YePBEH M TEHHH 3a € I0OCTAThYHO €IHO MPUIIOKEHHE.

3a eaMH Kypc Ha JIeYeHHE Ha KOTKHM C IIeJI TIpE/ANa3BaHe Ha IMOKOJEHHETO OT ONapasuTsIBaHe ¢
Toxocara cati (L3 mapBu) upe3 MISKOTO € JOCTATHYHO €IHO IPIIOKEHNE, IIPHOIM3UTEIIHO CEAEM IHU
npeIr 0YaKBaHOTO PaXkIaHe.

3a neuenue cpenry Aelurostrongylus abstrusus ca moctarbuHM ABE HMPUIOKEHHS C HHTEPBAI OT JBC
CEIMUIIH.

9. CBBET 3A IIPABUJIHO ITPUJIOKEHUE

Bsemere aganTepa, cBaneTe npeanasHaTa Karnadyka OT OCTPHUETO U I'o 3a0HiiTe B [IEHTpaJIHATa 4acT Ha
3amymankata (1). OTBopere BUHTOBaTa Karnauka (2). Bzemere efHa craHmapTHa COPUHIIOBKA 32

eIHOKpaTHa yroTpeba ¢ yep HakpatHuk oT 1 ml u st cBbpkere ¢ agantopa (3). Crnex ToBa 00bpHETE
OyTHJIKaTa C TBPJIOTO HAJ0JY U M3TeriieTe Heooxoaumus obem (4). [ToctaBeTe BUHTOBATA Kamavyka
cien ynotpeba. Pa3TBopeTe ko3uHaTa Ha BpaTa Ha KOTKaTa B OCHOBAaTa Ha ueperna, JJ0KaTo ce BUAN
koxara. [loctaBeTe BbpXa Ha CIIPUHIIOBKATA BBPXY KOXKATa M U3MPA3HETE ChAbPIKAHUETO BBPXY
koxara (5).

[Ipunaranero Ha MPOAYKTa BbPXY THJIa, B OCHOBATa Ha Yeperna, I11e HaMaJld Bb3MOXKHOCTTa KOTKaTa Ja
o0nrxe He3achXHaNUs NPOAYKT. [la ce mpuiara caMo BbpXy KOXHATa MMOBbPXHOCT, BBPXY 3ApaBa
KOXa.

10. KAPEHTEH CPOK

He e npuioxxumo.

11, CHELMUAJIHMU YCJIOBUS 3A CbXPAHEHUE HA TPOAYKTA

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

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

CpoK Ha TOIHOCT cJell bPBO OTBApsiHE Ha MbPBUYHATA OMAKOBKa: 3 Mecela.
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12, CHELUAJIHM NPEAYHOPEXIEHUSA

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

Kbnanero ¢ mammoan win MOTansHETO HA KUBOTHOTO BBB BOJIa HEMIOCPEICTBEHO CJIE]] MPUIaraneTo
Ha TIPOIyKTa MOXe Ja HaMmanu epukacHocTTa My. [lopanu Ta3m npuarHa, TpETHPAHHUTE KUBOTHH HE
TpsIOBa Ja ce KBIIAT, TOKATO PAa3TBOPHT 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.

CroenuanHy npeAna3Hy MEpKHY 3a )KUBOTHUTE IPH yIOTpebaTa Ha MPOIYKTA!
Ja ce npunara camo BbpXy KO’KHaTa MMOBBPXHOCT, BBPXY 3/lpaBa Koxka. [[a He ce mpuiara nepopaiHo
WJIM TTapEeHTEPATTHO.

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

CaIiecTBYBa OCKB/ICH ONUT OT MPHJIaraHe Ha MPOIyKTa Mpu OOJHU M HEMOIIHH XUBOTHH. ETO 3amo
NpUJIaraHeTo My IIPU TaKUBa )KUBOTHH TPsIOBa ]a CTaBa €AMHCTBEHO CIIEH NMpEIeHKa Ha
CHOTHOIIEHHUETO TT0JI3a/PHUCK.

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

Ja He ce mymy, 1€ WK IHE TI0 BpeMe Ha MPUIaraHeTo 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.

[Ipu ciyyaiiHo pa3nuBaHe BbPXY KOXara, a ce M3MHE He3a0aBHO C BOJIA M CAITyH.

[Ipu cryyaiiHo monaaane B 04UTE, TE TPSOBA Jja C€ U3MUST CTapaTeTHO U OOMIIHO C BOJA.

AKO CHMIITOMHTE IO KOXKaTa MM O4YWTe MPOAbKaBaT, WIIM P CIIy4ailHO MOTJIbIIaHe, He3a0aBHO /12
ce TMOTHhPCH MEIUIIMHCKH CHBET, KaTO Ha JieKaps ce MPeAOCTaBH JIMCTOBKAaTa MJIM €THKeTa Ha
MIPOIYKTA.

Tpsabsa na ce B3eMaT MEPKH, 32 /1a HE ce ITO3BOJIM Ha JielaTta 1a UMaT MPOIBbIDKUTEIICH, NHTEH3UBEH
KOHTAaKT C TPETUPAHHU KOTKH (HAaIlpuMep Aa CIST C TAX) Npe3 mbpBUTe 24 yaca cjel] NpujlaraHeTo Ha
MIPOIYKTA.

PasTBOpUTENAT HA TO3M BETEPUHAPHOMEIULIMHCKY IIPOILYKT MOKE 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 (KyuemikaTa TeHHs) IpeCTaBIABa 3aliaxa 3a 4yoBeka. Thit kaTo ExuHOKOKO3aTa e
3a00JIsIBaHe, KOETO MOJJICKU Ha 00sIBsIBaHE, ChIIacHO MexayHapoaHoTo bropo o Enuzoorunrte
(OIE), choTBETHHTE KOMIIETEHTHH BJIACTH TPSAOBA JIa MPEAOCTABST CIIEIM()UIHITE PHKOBOJIHH HACOKH
10 OTHOIIICHHE Ha JISYSHHUETO U Olla3BaHe 3JpaBeTO Ha XOpara.

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

BSaHMOHeﬁCTBHe C APYI'M BETCPUHAPHOMCANITMHCKHN ITPOAYKTH U APYI'N d)ODMI/I Ha B3aHMOJIeI>’ICTBPIe:
Emodepside e cyoctpar 3a P-riitokonporenna. [IpunaraHeto eTHOBPEMEHHO C JAPYTH MPOIYKTH,
KOUTO ca P-rimrokonporerH cyocTpaT/MHXHOUTOPH (HATIPUMEP UBEPMEKTHH U IPYTH aHTHIAPA3UTHH
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MaKpPOIUKINIHY JIAKTOHU, CPUTPOMHUIIHH, TPEIHU30JIOH B IIUKJIOCIIOPHH) MOXKE JIa IOBEIIE 10
3acuicHH (PapMaKOKHHETHYHH JICKApCTBEHU B3auMoieicTBHs. [I0TeHIIHAIHUTE KIIMHUYHU
MOCJICACTBUS OT MOTIOOHU B3aUMOJICHCTBUS He ca Ouiin 00EKT Ha MPOYYBaHE.

[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]] 00JIM3BaHE HA MSICTOTO Ha
TpEeTHpaHEe, HEMOCPEICTBEHO CJIE]] MPUIaraHeTo. Te31 CUMIITOMY Ca HallbJIHO 00paTUMHU.

He e u3Becten cnienuduyeH aHTUAOT.

OCHOBHH HECHBMECTUMOCTH.
He ca uzBectnu.

13. CIEINUAJIHA MEPKH 3A YHUIIO’)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
YHUIIOKEHHU B CHOTBETCTBHE C H3UCKBAHUSITA HA MECTHOTO 3aKOHOJATENICTBO.

14, JATATA HA IOCJIEAHATA PEJAKIINSA HA TEKCTA

[MonpoOHa nH(OpMAIHS 3a TO3U BETCPUHAPHOMEIUIIMHCKH POILYKT MOXKE []a HAMEPHTE Ha HHTEPHET
crpanunata Ha EBponeiickara Arenuus o Jlekapcrsata http://www.ema.europa.eu/.

15, AOHIBJHUTEJHA UHO®OPMALUSA

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

IMpodenapp 15 Mg/3 mg tabaeTku ¢ MOAUGDHUIIMPAHO OCBOOOKIABAHE 33 MATIKH KydeTa
[Mpodenabp 50 mg/10 mg TadieTku ¢ MOTUPHIIPAHO OCBOOOKIABAHE 32 CPEIHO TOJIEMH Ky4eTa
Ipodenabp 150 mg/30 mg Tabnetku ¢ MOAUMHUIIIPAHO OCBOOOKTIaBaHE 3a TOJIEMH KyJeTa

il HUME U IIOCTOSSHEH AAPEC HA IIPUTEXXATEJISI HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

H‘[)I/ITC)KaTeJ'I Ha JIUIICH3a 3a VHOTDe6a:
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

2. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA ITPOAYKT
IMpodenapp 15 Mgy/3 mg TabieTku ¢ MOTUMUIIMPAHO OCBOOOKIaBAHE 32 MAJIKU KydeTa
[Mpodenabp 50 mg/10 mg TabiaeTku ¢ MOTUHUIIMPAHO OCBOOOKIABAHE 33 CPETHO TOJIEMH KydeTa
IMpodenapp 150 mg/30 mg TabiaeTku ¢ MOAUGHUIIUPAHO OCBOOOXK IaBAHE 3a TOJECMHU KydeTa
Praziquantel / Emodepside

3. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMN U EKCHHUITMEHTUTE

Bcesika Tabnerka Profender cyappika:

Emodepside Praziquantel

[Ipodennbp TabneTKH 32 MallKu 3mg 15 mg
Kydera

[Ipodennbp TabneTkn 3a cpeHO 10 mg 50 mg
rOJIEMH KyJeTa

[Mpodenabp TabNEeTKH 32 TOJIEMH 30 mg 150 mg
Kydera

4, TEPAIIEBTUYHU ITIOKA3AHUS

I[Tpu kyuera, cTpajaly WiK 3aCTPAILICHA OT CMECCHH Mapa3uTHU WHBA3WH, TPUUYMHEHH OT KPBIIIU
4yepBer (HeMaTou) U TeHuH (LIeCTOIN) OT CIICAHUTE BHIOBE:

Hemaronu:
Toxocara canis (3penu Bb3pacTHHU, HE3pesu Bb3pacTu, L4 u L3)

Toxascaris leonina (3pesnu Bb3pacTHH, He3pesu Bb3pacTHU U L4)
Ancylostoma caninum (3penu Bb3pacTHH U HE3PEIIU Bb3PACTHH)
Uncinaria stenocephala (3penu Bp3pacTHU U HE3peIH Bb3PACTHN)
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Trichuris vulpis (3pemu Bb3pacTHH, He3peaH Bb3pacTHH U L4)

HGCTOZII/IZ
Dipylidium caninum

Taenia spp.
Echinococcus multilocularis (3penu n He3penu Bb3pacTHU)
Echinococcus granulosus (3pesu 1 He3pesn Bb3pacTHH)

5. IMPOTUBOIIOKA3AHUSA

Ja He ce M3MoI3Ba MpHW KydeHIla Ha Bh3pacT noj 12 ceqmunum niu terio mox 1 kg.
Jla He ce U3MoII3Ba NpU CBPbXUYyBCTBUTETHOCT KbM aKTHUBHUTE CyOCTAHIIMY MJIH HAKOH OT
CKCLIUIUEHTHUTE.

6. HEBJIATOITPUATHHN PEAKIINMN

B MHOTO peniku ciydan ca HaOJIoaBaHK TPEXOIHH, JIEKH Pa3cTPONCTBA HA XPAHOCMUIIATSITHUS TPAKT
(HampuMep XHTIepcaTnBaIys, TOBPBINAHE).

B MHOTO0 pesiku ciaydan ca HaOMI0aBaHH TIPEXOHH, JIGKH HEBPOJIOTHYHHU Pa3CcTPOUCTBa (HAaIpuMep
TpeMOp, HapyIIeHa KOOPIHHALIN).

OrrcaHuTe Peakiiy ce CBbP3BaT ChC CIIy4aH, IIPH KOMTO HE € CIIa3eHO MPEMOPbUYUTEIHOTO IJ1alyBaHe
npenu npreM. [Ipu3HaiTe Ha HEBPOJIOTHYHU PAa3CTPOICTBA MOTAT Ja ObAT MO-TEXKKHU (HAIpUMep
KoHByJicuu) ipu Mdrl myranuu (-/-) npu nopoxute Komnu, lllent 1 ABCTpanuiicko 0BUapCKO Kyde.
Hsima u3BecTHH crienu(pHUYHNA aHTHIOTH.

YecroraTa Ha HEOIATOMPUATHUTE PEAKIMU CE OTIPENEIIs Upe3 cleqHaTa Kiacu(pukamus:

- MHOTO yecTH (roBeue oT 1 Ha 10 TpeTHpaHu KUBOTHH NMPOABSBAILM HEOIArONpUSTHH PEAKIUH 10
BpeMe Ha Kypca Ha €THO JIeUeHHE)

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

- He "yecTH (moBede ot 1, Ho mo-Manko ot 10 xuBoTHHU Ha 1,000 TpeTHpaHu KUBOTHN)

- penku (oeue ot 1, Ho mo-mainko ot 10 skxuBoTHH Ha 10,000 TpeTupaHu >KMBOTHH)

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

AKo 3a0enexxuTe HIKaKBH HEOJIArONMpHUSITHN PEeaKIUY, BKIIOYUTEIHO U TAKWBA, KOUTO HE Ca ONMCAHU B
Ta3u JJMCTOBKA UJIM MUCJIIMUTE, Y€ BETCPUHAPHOMCINIIMHCKHA ITPOAYKT HE pa60T1/1, MOJIA Ja YBEAOMUTEC
Bamus BerepuHapeH Jiekap.

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

Kyuera.

8. J1O3UPOBKA 3A BCEKHU BUJI ZKUBOTHO, METO/l 1 HAUHWH HA TIPUJIAT AHE
3a mepopaiHa yroTpeba mpH Kydera oT 12 ceqMuuHa BB3pacT U TETrTo Hai-manko 1 Kg.

Profender Tpsi0Ba na ce npuiiara B MuanMaisa 103a ot 1 mg/kg renecna maca emodepside u 5 mg/kg
TeecHa Maca praziquantel, cerimacHo mocoueHuTe B TabIHMIIATa TO3H.

3a CINH KypC Ha JICUCHUC € NOCTAThbYHO €AHO CAUHCTBCHO IIpHUJIaraHeC.
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Bbpoii Tadnerkn Profender 3a
MAaJIKH Ky4eTa CPEeHO roJieMH roJieMHu Ky4eTa
TeaecHa Ky4era
maca (kg)
1.-;{§-1-¥=3kg 1@?=10kg 1&:30@
1-15 Yo
>15 -3 1
>3 - 45 1%
>45 - 6 2
>6 — 10 1
>10 — 15 1%
>15 — 20 2
>20 — 30 1
>30 — 45 1Y%,
> 45 — 60 2

9. CBBET 3A IPABUJIHO TIPUJIOKEHUE

Profender ca ¢ Bkyc Ha Meco 1 OOMKHOBEHO Ky4eTaTa I IpHeMaT 0e3 TOMbIHUTEHA XPaHa.
Ha ce mpunara Ha rnagHo. Kyderara, KouTo me 0bJaT TPETUPaHHU CYTPUH J1a HE CE€ XPaHAT Ipe3
npenxoaHara Holl. /la He ce 1aBa xpaHa 4 yaca ciesl TPeTUPAHETO.

10. KAPEHTEH CPOK

He e npuinoxxumo.

11. CHELOHUAJIHM YCJOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

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

J:[a CC ChbXpaHsiBa B OpUTMHAIHATa OIIAaKOBKaA, C LI IIPEAIIa3BaHe OT BJiara.

J:[a HE C€ MU3110JI13Ba TO3U BETCPUHAPHOMCIUIIUMHCKHA IMPOAYKT CJICA U3THUYAHE CPOKa Ha T'OJAHOCT,
IMOCOYCH BHPXY KapTOHCHATA OIIaKOBKa UJIN 6JII/ICTepa. CpOKT)T Ha roAHOCT OTroBaps Ha MOCJICIHUA
JCH OT TO31 MCCCII.

12. CHELUAJIHU NPEAYNPEXIEHUWSA

Crenuaiiay npeaynpexIeHns 34 BCEKHA BHJI JKUBOTHHM, 3a KOUTO € IpennasHayed BMIT:
Moske n1a ce pa3Bue apa3suTHa PE3UCTECHTHOCT KbM BCEKH KJIAC aHTUXECIIMUHTH B CJIEJICTBHE YECTO
MOBTaPSIIIO CE MPUIIOKEHHUE HA aHTUXEIIMUHTH OT €JUH U ChIII KJac.

CHe]_II/IaHHI/I OopearnasHiyu MCPKHU 3a dKUBOTHUTEC IIPpU VHOTDe6aTa Ha OpOaAYKTa.
Ja ce mpunara Ha rmagHo. Kyderara, KouTo me 0b1aT TpeTHpPaHU CYTPUH J1a HE CE XPaHSAT IIpe3
npeaxoaHara Houl. Jla He ce naBa xpaHa 4 yaca ciell TpPeTUPaHETO.

ITpu ycranossiBane Ha nHBa3us ¢ D. Caninum, Tps0Ba na Ob/ie Ha3HAUCHO CHITBTCTBAIIO TPETHPAHE
Cpelly MeXIUHHUTE TOCTONPUEMHUIM — OBJIXU U BBILKY, 3a Jja c€ U30erHe peHMHBA3HUSI.
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He ca n3BbpIiBanu u3ciaenBaHus CbC CHITHO H3HEMOIIETH Ky9YeTa U C Ky4eTa ChbC CEPUO3HU
HapyieHus B Ob0peuHara u 4epHoipooHa GyHKIuH. [lopaay ToBa, TO3U BEeTEpUHAPHOMETUITUTHCKH
MPOJYKT MPH TAKWBAa )KMUBOTHU TPsIOBA Jla c€ U3IOJI3BA CJIE]T OLIEHKA Ha ChOTHOIIIEHUETO T10J13a/PUCK OT
JIEKYBaIllMsl BETEPUHAPEH JIeKap.

Crenuanaiy npeana3Hi MEPKH 3a JIMIATa, IPUIAraiiyd BEeTepUHAPHOMEANITMHCKUSI IPOAYKT Ha
JKMBOTHHTE!

C men momabprkaHe Ha 100pa XUTHEHA, M3MHUBANTE PBIIETE CH CIIeH IMpHiiaraHe Ha TabJIeTKH Ha
kydero. [Ipu cnydaitHo mormpinane, 0coOOeHO OT fera, He3abaBHO J1a ce MOThPCH MEAUIIMHCKA ChBET,
KaTo Ha JIeKapsl ce MPEeA0CTaBU JUCTOBKATAa WM €TUKETa HA IPOIYKTa.

ExuHOKOKO3aTa (KyuenikaTa TeHHs ) IPEICTaRIsABA 3ariaxa 3a YoBeka. Thil kaTo ExnHoKkoko3aTa €
3a00JIIBaHe, KOETO MOJJICIKU Ha 00sIBsIBaHE, ChIIIacHO MexayHapoaHoTo bropo mo Enuzoorunte
(OIE), chOTBETHHTE KOMIIETCHTHH BJIACTH TPSAOBA J1a MPEIOCTABAT CHICHU(DUIHNUTE PHKOBOAHN HACOKH
10 OTHOIIICHHE Ha JICYCHHUETO U Olla3BaHe 3[paBeTO Ha XOpara.

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

BzaunmoseiicTBre ¢ Ipyry BETEPUHAPHOMEMIIMHCKH IPOIYKTH U APYTH HOPMH Ha B3aUMOJICHCTBHE:
Emodepside e cydctpar 3a P-rimtokonporenna. [IpunaraHeTo eTHOBPEMEHHO C APYTH MPOIYKTH,
KOUTO ca P-riiokonpoTenH cyocTpaTn/MHXUONTOpY (HapuMep MBEPMEKTHH H APYTH aHTUNIAPA3UTHU
MAaKpOIUKINYHH JIAKTOHH, EPUTPOMHUIINH, TPEAHU30JI0H U [IUKIOCIIOPUH) MOTAT J[a IOBEJIAT JI0
3acuiieHN (papMakOKMHETHYHH JIEKapCTBEHH B3auMoeiicTBus. [loTeHIIMaTHUTE KIMHUIHH
MOCITIEACTBAS OT MOTOOHN B3aUMOJIEHCTBHS He ca Omin 00eKT Ha MMPOyYBaHe.

[Ipeno3upanHe (CHMITOMH, CIIETITHA MEPKH, AaHTUIOTH):

KparkoTpaen MyckylieH TpeMop, JUIca Ha KOOPMHAIMS U IeNpecHst ca OWIIn HaOI0AaBaHu
IMOHAKOr'a, KOrato BETCPpUHAPHOMCIAUIIUHCKUA ITPOAYKT € 6I/IJI nmpeao3supan 5 mpTH Hajg npenopbyaHaTa
no3a. [Tpu mdrl myramuu (-/-) mpu nopoaara Kosu, HUBOTO Ha 6€30aCHOCT € MO-HUCKO B CPaBHEHHE
C TOBa HA HOpPMAJTHATA KyYellTKa MOMyJIAIHs, IPU IBYKPATHO MPEBHUIIABAHE HA TPENopbhUYaHaTa 103a
MOHSKOTa ce HAOII0/1aBa JICK KPATKOTPAaeH MYCKYJIEH TPEMOP W/HITH aTaKCHs, IPU Ky4eTa MPH KOUTO €
CMAa3eHO MPEMOPHUNUTETHOTO I3 yBaHe.

CUMITOMHTE OTIIYMSIBAT HAITBITHO OT caMo ce0e cH, 0e3 HUKAKBO JieueHHe. XpaHeHETO MOXKeE J1a
YBEJINYU 61’)051 Ha MHOUJCHTUTEC 1 UHTCH3MBHOCTTAa HAa CUMIITOMUTE CBbP3aHU C MPEA03UpPaHEC, PAAKO
MOJKe JIa ce HaOIlto/[aBa MOBPBIIAHE.

Hsma n3BecTHH crienupUYHN aHTHOTH.

OCHOBHH HECHBMECTUMOCTH:
He ca u3BecTHH.

13. CIHHEHUAJIHU MEPKHU 3A YHUIIIO’)KABAHE HA HEMU3IIOJI3BAH ITIPOAYKT
NJIM OCTATHIU OT HEI'O, AKO UMA TAKUBA

Bceku Hen3nos3BaH BETEPUHAPHOMEAUIIMHCKHN IPOJIYKT WA OCTAThIIMA OT HEr0, aKo UMa TaKHBa,
TpsiOBa Ja OBJAT YHUIIIOKEHN B CHOTBETCTBUE C M3UCKBAHMUSITA HA MECTHOTO 3aKOHOIATEJICTBO.

Hewusnon3BanuTe MOJI0BUHKH OT TaOJETKH HE TpSI6Ba Ja €€ CbXpaHiABaT 3a 6’[),[[6]]_[8. yHOTpeﬁa, a
TpSI6Ba Ja 6’L,I[aT YHUIIOKCHU B CHbOTBETCTBUEC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATCJICTBO.

14, JATATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA
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IMoapo6Ha uHbopMaIs 3a TO3M BETCPUHAPHOMETUIIMHCKH POYKT MOXKE J1a HAMEPHUTE HA HHTEPHET
ctpanuniata Ha EBponetickata Arenrus mo Jlekapcrsata http://www.ema.europa.eu/.

15. JAOIIBJIHUTEJITHA UHOOPMALUA

Pa3zmepu Ha OmakoBKUTE:

Ipodenapp 15 Mg/3 Mg tabaeTku ¢ MOAUGBHUIIMPAHO OCBOOOKIABAHE 33 MAJKH KydeTa

- 2 TabeTKn (1 6mumcTep meHTa)

- 4 TabneTkH (1 6mmcTep meHTa)

- 10 rabnetku (1 6nuctep nenra)

- 24 TabneTkn (3 6rmcTep nmeHTH ¢ 8 TabIETKH BCSKA)
- 50 TabneTkn (5 6mucrep nentu ¢ 10 TabneTKu Besika)

[Mpodenabp 50 mg/10 mg TabiaeTku ¢ MOTUHIIMPAHO OCBOOOKIABAHE 33 CPETHO OJIEMH KydeTa

- 2 TabaeTKu (1 6nucTep nmeHTAa)
- 4 TabmeTKu (1 6nucTep nmeHTAa)
- 6 TabneTku (1 6amcTep neHTa)

- 24 tabnetkn (4 GnucTep JIEHTH ¢ 110 6 TaOJIIETKH BCSIKA)
- 102 tabnerkn (17 GavcTep JIeHTH ¢ 10 6 TaOJIETKH BCSIKA)

IMpodenapp 150 mg/30 mg TabiaeTku ¢ MOAUGHUIUPAHO OCBOOOXK TaBAHE 3a TOJCMHU KydeTa
- 2 TabneTKn (1 6mucTep nmenTa)

- 4 TabueTkH (1 6amcTep neHTa)

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

- 52 tabnetkn (13 GnucTep neHTH C M0 4 TabJIETKH BCSKA)

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