KPATKA XAPAKTEPUCTUKA HA BETEPUHAPHOMEJIUIWHCKHU ITPOAYKT
C JIMLEH3 3A YIIOTPEBA Ne 0022-2476/21.01.2015

1. HAUMEHOBAHUWE HA BETEPUHAPHOME/JIUIIUHCKUS TPOAYKT
FYPRYST 67 mg spot-on solution for dogs

OUITPUCT 67 mg croT-oH pa3TBOp 3a KydueTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
1 numeta (0,67 ml) cpappika:

AKTHBHA CyOCTAHIIMSA:

Fipronil 67 mg

ExcuunuenTu:

Butylhydroxyanisol (E320) 0,134 mg
Butylhydroxytoluene  (E321) 0,067 mg

3a IbJIHKS CITUCHK Ha SKCIUIMEHTUTE, BUXK paszen 6.1.
3. OAPMAIIEBTUYHA ®OPMA

Pa3TBOp 32 mpuinarane BrpXy OrpaHuyueH y4yacThK OT KOXKarta.
CBeT10 XbJITa TEYHOCT.

4. KJIMHUYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e npeaHa3nayen BMII

Kyuera

4.2 TepaneBTHYHU MOKA3aHHUs, ONIPeE/ieJIEHH 32 OTAeJTHUTE BU10BE *KUBOTHHU

3a neveHue u npoduIakTHKa Ha Kyderta rpu nHBasupane ¢ owsixu (Ctenocephalides spp.) u kbppaexu
(Rhipicephalus spp., Dermacentor spp., Ixodes spp.).

JledeHne U KOHTPOJI HA aJIEPTUYCH JEPMATHT MIPH KydeTa, IPUIHHEH OT OBJIXH.

IMpodunakTrka 1 IeueHHe Ha KydeTa, HHBasupanu ¢ Trichodectes canis xameru BbIIKH.

4.3 IIpoTuBONOKA3aHUA

Jla He ce ynoTtpeOsBa Mpu Ky4eHIia 1moJ1 8 ceMUYHa Bb3pacT MM C TerIo moj 2 Kg, mopaju Jiurca Ha
JIOCTAThYHO JIAHHHU.

Jla He ce u3mos3Ba npu OOJHU KUBOTHHU (CHCTEMHH 3a00JISIBAHUS, TPECKA) WK MIPU KUBOTHH, B
IMEpHOJ Ha Bb3CTAHOBABAHE.

Jla He ce u3Mno3Ba Ny 3aiIH, MOPaJH ONACHOCT OT HEXEJIaH! PEaKI[UH WU IOPU CMBPT.

To3su JiekapcTBEH MPOAYKT € CIeUaIHO pa3padoTeH 3a KydeTa. Jla He ce u3Mo3Ba npy KOTKH 3a Ja ce
n30erHe mpeao3upaHe.

4.4 Crenna/THy NpeANna3sHi MEPKH 32 BCEKHM BH/ AKUBOTHH, 32 KOUTO e mpeaHa3HaveH BMII

Jla ce n30sTrBa KOHTAKT HA JICKAPCTBEHUAT IIPOYKT C OUYUTE HA )KUBOTHHTE.
4.5 CnenuaJiHu Npeana3Hu MepPKM NpH ynorpeda

Cneuua.mm npeaAnasHi MEPKH 34 dJKMBOTHUTE IIPU VHOTDeﬁaTa Ha NMpoAYKTAa




Kepnexute 1o :xMBOTHUTE TpsAOBa a ObJaT OTCTpaHEHU Npey yIoTpedarTa Ha POAYKTa, 3a Ja ce
HaMaJi PUCKBT OT TPAHCMUCUBHH OOJIECTH.

BaxHo e 1a ce ocurypu npuiiokeHue Ha MPOAYKTa BbPXY MACTO, KOETO )KUBOTHOTO HE MOJXKE J1a
o0nmxe U 1a ce IPeA0TBPaTy B3aUMHOTO OOJIM3BaHE OT APYIH )KMBOTHU CJIEX IPUIIOKEHUETO MY.
Kpnane/noransiHe BbB BOJA 10 2 THU CJIEA MPUIOKEHHE Ha MPOAYKTA, KAKTO U MO-4eCTOTO OT BEAHBK
CeIMUYHO KbIIaHe TPsiOBa Ja ce n30srea, mopaau OTCHCTBHE Ha CBEIEHHS KaK TOBA IIIE C€ OTpa3y Ha
eduKacHOCTTa Ha MpoAyKTa. EMynrupaiy mammnoany Morat ia ce U3I0I3BaT Ipean alInIuPaHeTo,
HO KOraTO Ce IpuJIarar ciie]l TOBa BCAKA CeIMUIIA, CE HaMallsiBa IPOIb/DKUTEIIHOCTTA Ha 3aluTa
cpelry OBJIXY TP U3CTIeIBaHE, HAIPABEHO B MPOIBIDKEHHE Ha 5 CeAMUIIH.

Kbnanero BeAHBX CEIMUYHO C MEANLIMHCKH IIAMIIOAH, ChIbprKaIl 2% XJIOPXEKCUINH, HE € TIOBIHAJIO0
BBbPXY €(PEKTUBHOCTTA Ha IPOIYKTA CPEILy BBIIKH IPH 6-CEIMUYHO TOpyUIBAHE.

Ha xyd4eraTa He TpsiOBa 11a ce pa3pelaBa fa IUIyBat A0 2 THU cje]] MPUIoXKEeHUe (BUXK pasnen 6.6).
Mosxe na nMa MpUKpENBaHe Ha eIWHIUYHY Kbpiaexu. [lopaau Tasu npuunHa TpaHCMUCHSTA Ha
MH(DEKITNO3HUTE 3a00JIIBaHMSI HE MOXKE /1a ObJ/Ie HAITBJIHO M3KITFOUYCHA TTPH HEOIAronpusATHH YCIOBHS.
Kato npaBuito, kbpiaexure me Ob1aT YHUIIOKEHH U IIe MTaJHaT OT )KUBOTHOTO B paMKHUTE Ha 24 10 48
yaca clie]l 3apassBaHe, 0e3 Jja ca moenu KpbB. Hanmnune Ha eTMHUYHY KBPIICKH CIe]] ICUCHHETO He
MOXeE J]a C€ U3KIIFOUH.

bpnxure oT 1OMaIIHUTE TIOOMMIN YE€CTO MHBA3UPAT KJIETKUTE Ha )KUBOTHUTE, JIErJIaTa M MECTaTa UM
3a TIOYMBKA, KaTO KWIIMMH U MEKH MeOelln, KOUTO B CITydaii HA MaCHBHA WHBa3Us U B HAYAJIOTO HA
KOHTPOJIHUTE MEPKH ChIIO TPsiOBa 1a OBbAAT TPETUPAHH C IMOAXOISIIN HHCEKTULUAN U PEJOBHO
MOYHCTBAHU C IPax0OCMyKayKa.

CrenmajHy npeana3Hyu MepKH, 3a JIMIATA, NPUIaraiy BeTePpHHAPHOMEeINIIHHCKHS MPOAYKT Ha
KUBOTHHUTE

JlexapcTBEHUAT NPOTYKT MOXKE J]a MPUUMHU Bb3MaJIEHUE Ha JINTaBUIIUTE U HAa OUUTE.

3aroBa TpsiOBa Ja ce U305rBa KOHTAKT HA JICKAPCTBEHUS MPOIYKT C ycTaTa U OUMTE.

Xopata, 3a KOUTO C€ 3Hae, Y€ ca CBPbXUYBCTBUTEJIHU KbM (DUIIPOHMII WIIN aJIKOXOJ HE TpsiOBa 1a
BJIM3aT B KOHTAKT C BETEPHHAPHOMEAULIMHCKHS POIYKT. [Ipu KOHTAKT phIeTe TpsOBa 1a ce U3MUST C
BOJIa U CallyH.

AKo ciy4aifHO ce 3acerHaT O4uTe, Te TpAOBa Ja ce W3IUIAKHAT C YHCTa BOJA.

Pwiuere TpsiOBa 1a ce M3MHBAT cliell BCsKa ynoTpeoa.

TpeTtupanuTe KUBOTHH HE TPSAOBA J]a C€ TAIAT I0KATO MSCTOTO Ha aIlUIMKAIMATA HA POYKTa HEe
n3cbxHe. He TpsOBa fa ce mo3BosiBa Ha Jlena a urpasr ¢ TPETUPAHUTE )KUBOTHH JJOKATO HE N3CHhXHE
MSICTOTO Ha aluTMKanys Ha npoxykra. [lopaau Tasu npuurHa He ce NpenopbyBa KUBOTHUTE Ja Obaar
TpEeTUpaHHU Ipe3 IEHS, a paHO Beuep KaTo Ha Te3W )KMBOTHH JIa HE Ce TI03BOJISIBA J1a CIIST ChC
CTOIIAHWUTE U 0COOEHO C ena.

[a He ce my1u, fa He ce ME U Ja HE ce KOHCYMUPa XpaHa I10 BpeMe Ha MPUII0KEHUETO Ha IPOIYKTa.

4.6 Heo0aaronpusaTHu peakuum (4ecTOTAa U BasKHOCT)

AKO )XHBOTHOTO c€ OJIM)KE MOJKe J1a Ce Ha0JII01aBa KPaThK MEPHUOJI HA XUIIEpCaIMBAIIHs, TIPUIMHECHA
OT €CTECTBOTO Ha MbJHUTEINS. Cpel H3KITIOUUTETHO PSIKO HAOI0/IaBaHUTE HEXKEJTaH! PEaKkIuy MOXKe
Jla Ce MOSBH MPEXO0/IHA KOXKHA PEaKIUst Ha MSICTOTO Ha MpHIoKeHHe (00e3IBETABaHE Ha KOXKATA,
JIOKAJTHA aJIoTeIus, ChbpOeK, epuTeMa) 1 0010 3auepBsiBaHe WK ajgonenus. Kato u3kitoueHne Morat
Jla ce HaOJIIoaBaT yCuiieHa XUepcalnBains, 00paTiMU HEBPOJIOTHYHH CUMITOMHU
(CBPBXUYYBCTBUTEIHOCT, JACIPECHs, HEPBHH CUMIITOMH), TIOBPBIIAHE WK TUXATEITHH MPOOISMH.
IIpoaykThT He TpsOBa Ja ce mpeao3upa.

4.7 Ynorpebda no BpeMe Ha OPEMEHHOCT, JIAKTAIlUSA WIH sliilleHOCeHe

bezonacHocTTa Ha JICKApCTBCHUA MPOAYKT € NOTBBPJACHA IIPU PA3BbAHU, 6peMeHHI/I " )XNUBOTHHU B
JIAKTAIMOHEH IIEPUO/J, TPETUPAHU ITOCIIECAO0OBATCIIHO U MHOTOKPAaTHO C KOJIMYECTBA 3 I'bTH IO-BUCOKHU
OT MAKCUMAJIHUTC MPCIIOPBUNUTCIIHUA JO3U. .HeKapCTBCHI/ISIT MMpOAYKT (DI/IHpI/ICT CIIOT-OH Pa3TBOP MOKE
Ja 6’]:,[[6 H3BI0JI3BAaH IIPpH pa3BbAHHU, 6peMeHHI/I " KbpMCIIX ) KUBOTHHU



4.8 B3aumoaeiicTBHSA ¢ APYrd BeTePUHAPHOMEIUIIMHCKH MPOAYKTH U APYru popmMu HA
B3aUMOJCHCTBHSA

He ca u3BecTHm.

4.9 Jl03a 1 HAYMH HA NPUJIOKEHUe

203H[2&HC:

Enna nunera ¢ equandHa 103a ot 0,67 ml crot on pastBop 3a kyue ¢ Terio ot 2 go 10 kg.

ITo TO31 HaUWH BUE OCUTYpsABAaTE MUHIMATHATA MTPETIOPHYATENHA 032 (DUITPOHIUI OT

6,7 mg/kg.

ITopamau numica Ha POYYBaHHSI OTHOCHO 0€301MacHOCTTa HA JIEKApPCTBEHUS MPOITYKT, MUHUMAITHUS
WHTEPBaJ MKy aluIiKaluuTe TpsOBa 1a 0bje 4 ceAMHUIIN.

[IpenopbuBa ce mpuilaraHe BCEKU Mecel] IIPU BUCOK PUCK OT PEMHBA3HUPaHE C OBJIXH, aKO Ky4eToO €
QJIEPrUYHO KbM yXalBaHe OT OBJIXH, IPH HEOOXOIUMOCT OT KOHTPOJI BBPXY KbPIICKUTE UIH aKO
KY4YeTO Ce KbIIe YECTO C XUIMOAICPIrHYHH WIIM eMYJTHPALIH [IaMIoaHu. B pernonn cbe cnaba crenex
Ha MHBa3usl OT OBJIXU U KbAETO KbPJICKHUTE HE ca cepro3Ha 3amiaxa OUIIPUCT CIOT-OH Pa3TBOP MOXKeE
Jla ce IpuJiara Ha BCEKH JBa 1O TPU MEcela.

[IsT Ha BBBEXKTAHE: PA3TBOP 32 IPIJIAraHe BbPXY OTPAaHUYCH YYaCThK OT KOXaTa.

Hauwn Ha npritokeHue:

N3Baxksia ce eIHO030BaTa MMHIIETa OT IUIMKA. [Iumerara ce 3aabpika B U3MPABEHO MOJIOKEHUE U
KaradkaTa ce 3aBbpTa U cBaisd. KamaukaTa ce oOpbIa u ce cjaara 00paTHO ¢ IpyTHs Kpail BBpXY
eaHojo030BaTa nurera. Kamaukarta ce HaTHCKa U ce 3aBbpTa Taka, 4e Ja ce mpodue murmeraTa, cies
TOBA Karaykara ce CBajIsl OT €IHO/I030BaTa MUIeTa. Pa3rpbina ce KO3MHATa Ha dKUBOTHOTO B 00JIACTTa
Ha pb0a Ha KOCTTA MPE/IM IUICHIKUTE TaKa, Y€ KOXara jJa cTaHe Buauma. [loctaBs ce kpas Ha mureraTa
C eTHOKpATHA /1032 BbPXY KOXKaTa M ce€ HATHCKA HAKOJIKO IIBTH J0 U3Ipa3BaHe Ha ChIbPKUMOTO
JMIUPEKTHO BBPXY KOXKATa Ha OMPEACICHOTO MACTO.

[IpoaykTsT € ehekTUBEH Cpelly ObJIXU B MPOIBIDKEHUE HA JIBA MECella U CPEIly KbPJISKH B
MPOIBIDKEHNE Ha 4 CeIMUITA, B 3aBUCUMOCT OT Bb3MOKHOCTTA 32 KOHTAKT C OKOJHaTa cpefa. brixure
Ce YHUIIIOKaBaT B paMKHUTE Ha 24 yaca cie]| 3apa3sBaHe.

410 TIpemosupaHe (CHMITOMM, CIIEIIHH MEPKH, AHTHAOTH), AKO € He0OX0AUMO

He ca naOmronaBany HexxellaHW PeakLUH [IPH )KUBOTHH, 32 KOUTO € IIpeIHa3HaueH MPOAYKTa pu
M3CIIEIBaHMs HAa KyUeHIa Ha § C€IMUYHA Bb3pacT, pacTAIIM KyUeHIA C TEJIECHO TErJI0 OKOJIO 2 K{,
KOHUTO ca TPETHPAHH BEJHBXK C /1032 IIET IBTH NI0-BUCOKA OT MpENopbunTeNHaTa. PUCKBT OT 0O4akBaHU
HEXKeIIaH! PeakMi MOXKe Jla Ce YBEIMYH C npeo3upaneto (Brk pasnen 4.6). [Topaau ToBa
KUBOTHHUTE TPsiIOBa BUHATH Jja ObIaT TPETHUPAHU C MTUTIETa OT MPABIIHUS pa3Mep, ChOTBETCTBAII Ha
TEJIECHOTO TEIJIO.

4.11 KapeHTeH cpok

He e mpunoxumo.



5. DPAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepareBTHYHA TPYIa; EKTONAPA3UTHIIUIN 32 JIOKATHO TMPUIIOKEHHE
Berepunapuomenuiacku Auatomo-Tepanesruden Ko QP53AX15

51 dapMaKOANHAMMYHH CBOICTBA

DUIPOHUIT € HHCEKTUIM/aKapHITIII, KOWTO Claja KbM rpynara Ha ¢penunnupasona. Toit aelictBa Ha
YJIEHECTOHOTUTE Upe3 B3aUMOENCTBHE ChC CBBP3aHO-0TBAPSILIUTE C€ XJIOPUAHN KaHAIH, KaTO TE3H,
OTBApSIIH ce Upe3 HEBPOTPAaHCMHUTEpa raMa-aMuHoMacieHa kucenuaa (I'”AMK), kaTo 1o To3u HaunH
ce O6JoKmpa Tpe- ¥ IOCT CHHANITUYHOTO TPEeHACsHEe Ha XJIOPUIHN HOHU Tpe3 KIeThyHaTa MeMOpaHa.
ToBa nmpuuYMHsIBa HEKOHTPOJIUPaHa AKTUBHOCT Ha LIEHTpaJIHATa HEPBHA CUCTEMa U CMBPT Ha aKapuTe U
HWHCEKTHTE.

IIpoaykTbT OUIPHUCT CIIOT - OH Pa3TBOP CHhABPKA PUIPOHUI KATO aKTUBHA CHCTaBKa, KOSTO
MPUTEkKAaBA YHUKAICH MEXaHU3bM Ha JICHCTBUE CPeUly ObJIXU U KbpIekKU. DUIIPUCT CIIOT-OH pa3TBOP
Ce HATPYIIBa B JIMITUAHKUS KOMIIOHCHT Ha (DOJIMKYJIMTE HAa KOXKAaTa U KOCMHUTE U TIOCTOSIHHO CE€
eMMHUHUPA OT KOCMEHUTE (DOJIMKYIH B KOXKAaTa M KOCMHUTE, OCUTYPSIBAK! 110 TO3W HAYHH
HEIMPEKbCHATO IEUCTBHUE.

52 ®dapmakoKkuHETHYHH 0COOEHOCTH

Cren JIOKaITHO TIPUIIOYKEHHE HA JIGKAPCTBEHUS POAYKT DUMPHCT CIOT-OH Pa3TBOP BHPXY KydeTa,
¢bunponun ce abcopobupa ymepeno (15%). IIpu kydera ca HaOIIOAaBaHN MPOMEHIMBH KOHIIEHTPAIIUN
B KpbBHATA IUIa3Ma Ha (PUIIPOHMUI.

Cnen npuitoxxennero Ha GunprcT cnoT-oH pa3TBop, GUIPOHII ce pa3npoCcTpaHsIBa Ype3
KOHUOCHTPAIMOHHUTC I'PAAMCHTU B KOXXAaTa U KO3WHATA HA )KUBOTHUTC OT MACTOTO HA IMPUIIOKECHUCTO
KbM nepudepHuTe 3001 (JiymMOanHaTa U HHIBUHAIHATA 00J1acT).

ITpu KyueraTa, GUIPOHUIT OCHOBHO ce MeTabomu3upa 10 cyiadonos merabonut (RM 1602), koiito

CBII0 PUTEkKABA MHCEKTUIMJICH U akapuluaeH epekT. [Ipu KyderaTa, KOHIIEHTpAXATA HA QUIIPOHIIT
B KO3MHATA Ce HaMaJIsiBa ¢ MPHOIU3UTENHO 3 - 4 |Ug/g 3a 56 aHU cite IPUI0KEHHETO.

6. DAPMALEBTUYHU OCOBEHOCTH

6.1 CnuchbK Ha eKCHUITHEHTUTE
Butylhydroxytoluene (E321)
Butylhydroxyanisol (E320)

Ethanol 96%

Polysorbate 80

Povidone H 25
Diethylene Glycol-Monoethylether

6.2 HecnBMecTHMOCTH
He ca u3BecTHH.

6.3 Cpok Ha rogHocT
Cpok Ha TOJIHOCT Ha KpaiHUs BETEPUHAPHOMEAUIIUHCKH TIPOIYKT: 3 TOMHU.

6.4. CrnenuaaHu ycJI0BUS 32 ChbXpaHeHHe HA MPOAYKTA
[a ce cbxpaHsBa B OpUI'MHAJIHATA OMAKOBKA, C II€J1 IPEANa3BaHe OT CBETIIMHA.

To3u BETCPUHAPHOMEIUITMHCKHA IMTPOAYKT HE U3MCKBAa HUKAKBH CIICHIUAJIHNU TEMIICPATYPHU YCIIOBUA 3a
CbXpPaHCHUC.



6.5 Bua u cbcTaB HAa MBPBUYHATA ONTAKOBKA

IMurnieta (PP), 3anymainka ¢ ocrpue (PE nwin POM): eqHomo30Ba numeTa ot
0,67 ml ciotr —oH pa3rBop B TpucnoeH k. (PETP/AI/LDPE).

Kyrusc 1, 3, 6, 10 u 20 nunery.
He Bcruku pasMepu Ha OIAaKOBKATa MOTAT Ja ObIAT MpearaHy Ha Imasapa.

6.6 CnenuaJiHi MepPKHU NMPH YHUI[0KABAHE HA HEU3MOJI3BAaH NPOIYKT MU OTHAABIH OT HEro

Bceku Hensnon3pan BCTCPUHAPHOMCIUIIMHCKU IMPOAYKT WJIM OCTATbIIM OT HETO, Tpi[6Ba Ja 6’LI[aT
YHUIIOKCHU B CbOTBETCTBUEC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

.HCKapCTBeHI/IﬂT MDpOAYKT HE TpH6Ba Ja C€ U3XBbPJId BbB BOAHU 630617[HI/I, ThI KaTo TOBa MOXKE a €
OIIaCHO 3a pI/I6I/ITe 1 BOOAHUTC OpTraHU3MU.

7. NPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
[(RKA, d.d., Novo mesto

Smarjeska cesta 6

8501 Novo mesto

Slovenia

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-2476/21.01.2015

9. JATA HA I'bPBOTO U3JABAHE/IIOJHOBSIBAHE HA JIMIIEH3A 3A
YIIOTPEBA

10.02.2010

10. JATA HA NIOCJIEJHA PEKAKIIUA HA TEKCTA

12.2014

3ABPAHA 3A ITIPOJAXKBA, CHABIAABAHE N/NJIN YIIOTPEBA

He e npuioxumo.

H3IIBJIHUTEJIEH IHPEKTOP






