MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA IPOAYKT

Chanhold 15 mg pa3tBop 3a npuiarane BbpXy OrpaHHYEH y4acThK 3a Kydera u KoTku < 2.5 Kg
Chanhold 30 mg pa3tBop 3a npuinarane BbpXy OrpaHU4eH ydacThk 3a Kydera 2.6 — 5.0 kg
Chanhold 45 mg pa3tBop 3a npusarane BbpXy OrpaHHYEH y4acThK 3a KOTKH 2.6 — 7.5 Kg
Chanhold 60 mg pa3tBop 3a npusarane BbpXy OrpaHHYeH ydacThk 3a KoTku 7.6 — 10.0 kg
Chanhold 60 mg pa3tBop 3a npuiarane BbpXy orpaHudeH yyacTbk 3a kydera 5.1 — 10.0 kg
Chanhold 120 mg pa3tBop 3a npuiarane BppXy orpaHudeH ydactbk 3a Kydera 10.1 — 20.0 kg
Chanhold 240 mg pa3tBop 3a mpuiarane BppXy orpaHudeH ydactbk 3a Kydera 20.1 — 40.0 kg
Chanhold 360 mg pa3tBop 3a npuiarane BppXy orpaHudeH y4acTbk 3a Kydera 40.1 — 60.0 kg

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
Bcesika otnenna no3a (nmunera) Chanhold chabpika:

AKTHBHA CyOCTAHIMA:

Chanhold 15 mg 3a ky4era u KOTKH 6% wi/V paztBop Selamectin 15mg
Chanhold 30 mg 3a kydera 12% wiv pa3tBOp Selamectin 30 mg
Chanhold 45 mg 3a koTku 6% wi/V paztBop Selamectin 45 mg
Chanhold 60 mg 3a koTku 6% wi/V paztBop Selamectin 60 mg
Chanhold 60 mg 3a kydeta 12% wiv pa3tBOp Selamectin 60 mg
Chanhold 120 mg 3a ky4era 12% wiv pasztBop Selamectin 120 mg
Chanhold 240 mg 3a ky4era 12% wi/v paztBop Selamectin 240 mg
Chanhold 360 mg 3a ky4era 12% wi/v paztBop Selamectin 360 mg
ExcuunueHTu:

Butylated hydroxytoluene (E321) 0.08%

3a IIBJIHUS CUCHK Ha CKCIOUIINCHTUTEC, BUX T. 6.1.

3. DPAPMALEBTUYHA ®OPMA

Pa3TBOp 32 npunarane BbpXy OrpaHUYEH y4acThK.

Buctbp O6e31BETeH 10 KBATCHUKAB Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 Bwunaose :KUBOTHH, 32 KOUTO e npeqna3zHayen BMII

Kyuera u xoTku.

4.2 TepaneBTHYHU MOKA3AHUs, ONPeeeHH 32 OT/eJTHUTE BUI0BE )KMBOTHH

KoTtkm n ky4era:

o 3a neyeHne U MpeaNa3BaHe 0T onapasuTaBaHe ¢ Obiaxu, npuunHeHo ot Ctenocephalides
Spp., B IPOJIBIDKEHHUE HA €JIMH Mecel] clie]l €THOKPATHO MpUIarane Ha MpOJIyKTa, IOpajin

BB3JICUCTBUETO My BbPXY Bb3PAaCTHUTE HACEKOMH, JIapBUTE U stiiiiata. [IponykTsT neiicTea
BBPXY AllaTa 3 ceIMUIM ciel puiaaraseTo My. IlocpencTBoM HaMansgBaHe Ha MOMyJanusTa

Ha 6’LJ'IXI/ITC, CIKEMCCCYHOTO TPCTUPAHC HA 6peM€HHI/I 1 KbpMCIIX )KUBOTHHU CBHIIO AOIPHUHACH 3a

MIpeIa3BaHeTOo OT OMapa3uTsIBaHe Ha HOBOPOACHHUTE 10 HABBPIIBAHE HA CEAEM CEeAMHUYHA
BB3pacT. [IpoaykThT MOXKE Ja ce T0JI3Ba KaTo YacT OT JICUSHHETO Ha alepTUyeH JepMaTHT,
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npuuuHeH oT 0byixu. C JeficTBUETO CH Cpelly sSilaTta i JapBUTE AOMPHUHACS 32 KOHTPOJIA BEPXY
MOITyJTallKsATa Ha OBJIXHUTE B OKOJIHATA CPE/Ia HAa MECTaTa, 10 KOUTO )KHBOTHOTO MMa JIOCTHII.

o IIpeana3sane ot aupoduiaapuosa, npuannena or Dirofilaria immitis, upes exxemeceunoro
npuiarade Ha mpoaykTa. [IpoayKThT € 6e30maceH U MOXKe Jia ce Mpuiara MpH )KUBOTHH,
3apa3eHy C BB3PACTHU QUPO(GUIAPHH, BHIIPEKH TOBA € TPEMOPBHUMTEIHO, B ChOTBETCTBHE C
Jo0paTa BETEpPUHAPHOMEIMIIMHCKA TIPAKTHKA, BCHYKH XXMBOTHH, Ha B3pacT HaJI 6 Mecera,
JKUBECIIN B CTPAHUTE, B KOMTO C€ HAOII0/1aBa pa3npoCTPaHEHNE Ha TE3U Mapa3uTH, 1a ce
W3CJIEBAT 32 HAJIMYIKE HAa Bb3PACTHH AUPODHIAPUH TIPEIH JIa Ce 3aIll0YHE JICYEHHE ChC
poaykThT. [IpernopbuBa ce KyJerara Jia ce W3CJIeBaT NEPHOMIHO 3a 3apa3siBaHe ¢
IUpodrIapro3a, KaTo BakHa 9acT OT MPOPHIAKTHKATA CPENLY Pa3pOCTPaHEHUETO Ha
IupoduIapro3ara, 10py U MPH €KEMECEUHO MpUlaraHe Ha npoaykra. IIpoayKThT He €
etukaceH mpu Be3pacta D. immitis.

o Jleuenne Ha ymna kpacra (Otodectes cynotis).

Korku:

o Jleuenwue na omapasutsaBane ¢ Boinku (Felicola subrostratus)

o Jleyenue Ha onapas3uTsBaHe ¢ Bb3pacTHH riucTh (Toxocara cati)

° Jleuenwue Ha omapa3uTABaHEe ¢ Bb3pacTHHU aHkuiocromu (Ancylostoma tubaeforme).
Kyuera:

o Jleuenwue Ha omapasutsaBane ¢ Boiku (Trichodectes canis)

o Jleuenwue Ha capkomro3a (Sarcoptes scabiei)

o Jleyenue Ha onapa3uTsBaHe ¢ Bb3pacTHH riucTH (Toxocara canis).

4.3 IlpoTuBOmMOKA3aHUS

[la He ce u3noa3Ba NMpH )KMBOTHH Ha BB3PACT MO 6 CEIMUITH.

[la He ce u3M0M3Ba IPU KOTKHU, CTPAAAIIH OT CHITBTCTBAILM 3a00JIIBaHNS WIIM TAKUBA, KOUTO ca
M3TOIIEHHU U HEJOXpaHEHH (32 pbCTa U Bb3pacTTa CH).

Jla He ce u3M0/13Ba IPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIMS WA KbM HIKOHW OT
EKCLIUIHUEHTHUTE.

4.4 Cneuna.mm npeamnasii MEPKHU 3a BCEKH BH/I )KUBOTHH, 324 KOUTO € NMPpeAHA3SHAYECH BMII

JKuBoTHHTE MOTAT J1a ce KBIAT 2 Yaca ciie]] TpeTUpaHe ¢ MPOoyKTa, 6e3 ToBa Ja J0BeIe 10
HamaJIssBaHe Ha e(DeKTHBHOCTTA.

[la He ce mpuiara npu )XUBOTHU C MOKpa KO3MHA. BbhIpexku ToBa MOKPEHETO Ha JKOBOTHOTO HMJIU
MpPHUJIATaHETO Ha IIAMIIOaH 2 Yaca WM MOBeYe Clie/] TPETUPAHETO, He HaMalsiBa e(UKaCHOCTTa Ha
MPOYKTA.

[Ipu TpeTupaHe cpelily yillHa KpacTa, He MpuiaraiTe NpoayKTa JUPEKTHO B YIIHUS KaHaJl.

BaxxHo € n1a mpuitokuTe 103aTa Taka, KakTo € YKa3aHo, 3a Jia CBE/IeTe I0 MUHUMYM KOJHYECTBOTO,
KOETO )KHBOTHOTO MOXKE Jia n30rke. AKo ObJie H30JU3aHO TOISIMO KOJIMYECTBO OT MPOIYKTa, IIPH
KOTKHTE MOXKe JIa ce HabJIro/1aBa MOBHUINICHO CITFOHOOT/ICIISIHE.

45 CneuuajHu npeana3Hu MepKH NpPH ynoTpeda
CHCHI/IaHHI/I Ipearna3H MEPKHU 34 ) KUBOTHUTC ITPpU VHOTDe6aTa Ha NIpoAYKTa

To3u BCTCPUHAPHOMCIUIIMHCKHU IIPOAYKT CC IIpUjIara CaMo BbpPXYy KOKarta. He HpI/IHaFafITe npoayKTa
MEpOopaaIHO WIN MMAPCHTCPATHO.

TpCTI/IpaHI/ITC JKMBOTHH 1a CC ABPKAT JAJICY OT OI'bH U APYTHU U3TOUYHHUIHN HAa BH3IJIAMCHABAHC Haii-
manko 30 MHHYTH WJIN 010 U3CHbXBAHC HA KO3UHATA.



CrenuyaaHy OpeAana3sHy MEPKH 3a JIMIATa, IpUIaraiy BETEpMHAPpHOMEIUIMHCKIUS IPOIAYKT Ha
JKMBOTHHUTE

[IpoyKTHT € CHIIHO 3alaiiM, ChXpaHsIBaTe fajged OT TOIUTMHHU U3TOUYHUIU, UICKPH, OTKPUT TUIAMbBK
W JPYTHA U3TOYHUIIN HA BH3IUTAMEHSBaHE.

[IpoaykThT € mpa3Hel] 3a KoxkaTa u ouute. He mymiere, He sHKTE U HE MUNATE JIOKATO PabOTHUTE C
MPOIYKTA.

W3zmuiite ppuere cu cien ynorpeda. OTMmuiitTe He3a0aBHO ChC CallyH W BOZAA NOMAJHAIUS BEPXY
KoxkaTa mpoaykT. [Ipu cinydaiiHo monasaHe Ha MPOAYKTa B OUUTE, 1a CE U3MUSIT He3a0aBHO OUYHTE C
BOJIa U Ja C€ NMOThPCH HE3a0aBHO MEANIIMHCKU ChBET, KaTO Ha JIeKapsl ce IPEeI0CTaBH JIMCTOBKATa MU
€THKeTa Ha IPOAYKTa.

N30srBaiiTe ANPEKTEH KOHTAKT C TPETUPAHOTO KUBOTHO O M3CHhXBAHE Ha MACTOTO HA MpHIIOKeHHE. B
JICHS Ha TPETUPAHETO Ia3eTe AeuaTa Aajed OT TPETUPAHUTE )KUBOTHHU U HE MO3BOJISIBANTE HA
JKUBOTHHTE JIa CIISIT ChC CTOMAHUTE, 0COOEHO C JieriaTa B CeMeHCTBOTO. M3mon3BanuTe MUIeTH 1a ce
YHHIIOXAT He3a0aBHO M Ja ce IbprKaT Jajied OT HOrjea U Ha HeIOCThIIHY 3a JIela MecTa.

Xopa C YyBCTBUTCIIHA KOXa WJIN C YCTAHOBCHA CBPBbXYYBCTBUTCIIHOCT KbM IIPOAYKTHU OT TO3U BU/,
Tpﬂ6Ba Ja npujarat BETCPpUHAPHOMEAULIMHCKUA ITPOAYKT C IOBUIICHO BHUMAHUC.

Jlpyru npeanasHu MepKu
He no3BosnsBaiite Ha TPETUPAHOTO KUBOTHO Ja BIM3a BbB BOJA [TOHE JBa Yaca CJeJ] NPUJIaraHeTo Ha
MPOYKTA.

4.6 HebaaronpusiTHU peakuuy (4€CTOTA U BAKHOCT)

[Ipu mpunarane Ha BETEepPUHAPHOMEIUIIMHCKHS MTPOAYKT BHPXY KOTKHA B MHOTO PEIKH CIIydan MOXe Jia
ce Ha0Jr0/1aBa Jieka, BpEMEHHA aJIONeIHsI Ha MSCTOTO Ha NMPUIIOKEeHHE. B MHOTO pejiku ciiyuan MOXe
J1a ce HaOJIroaBa M JIOKAIHO BB3IMMAJICHHE. AJIONENMATA H BE3NAJIEHHETO OOMKHOBEHO M3Ue3BaT 0e3
HaMmeca, HO B HAKOH CITydal MOXE J]a c€ TIPUII0KH CUMIITOMATUYHO JISYCHNE.

AKko ObJ1e M30IM3aHO TOJISIMO KOJIMYECTBO OT MPOJIYKTA, MPH KOTKUTE MOXKE Jla ce HaOJII0jaBa
MTOBHIIIEHO CIFOHOOT/IEIISTHE.

B penku ciaydu cien npuiiaraHe Ha IpoAyKTa MOKe Jja ce HaOJIl01aBa BpEMEHHO CILTBCTSBAaHE Ha
KO3WHATa Ha MSCTOTO HA MPHUJIOKESHNE W/MIIH TIOSBA Ha MaJIKO KOJIIMYECTBO 051 mpax. ToBa e
HOPMAaJTHO ¥ OOMKHOBEHO M34e3Ba 10 24 yaca ciie]] TPeTHUPaHeTo, KaTo He OKa3Ba BIUSHUE BBPXY
Oe3o0macHOCTTa WK €PUKACHOCTTA HAa BETEPUHAPHOMETUITTHCKHS TPOTYKT.

MHoro psAKo, KaKTO ¥ IPU OCTaHAINUTE MAKPOLMKINYHY JJAKTOHH, OOpaTUMU HEBPOJIOTUIHU
NPU3HALM, BKIIOYUTEIHO PUNAAbIH, MOTaT 1a ce HaOroaBaT ciell ynotpedara Ha
BETEPUHAPHOMEIULIMHCKHSI IPOAYKT IIPU Ky4eTa U KOTKHU.

YecroTara Ha HEONArONPUATHUTE PEAKIIMU CE OIPEeNis upe3 cieqHaTa Kiacu(pukamus:

- MHOTO YecTu (ToBeye oT 1 Ha 10 TpeTupaHu )KUBOTHH, POSIBSABAIIM HEOIATONPUATHN PEAKIINH)

- yectu (oBeye oT 1, HO mo-manko ot 10 xuBoTHM Ha 100 TpeTupaHu KUBOTHH)

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

- penxu (roseue oT 1, HO mo-mainko ot 10 xuBoTHH Ha 10,000 TpeTUpaHu XKUBOTHH)

- MHOTO pejikn (o-manko ot 1 xxuBotHO Ha 10,000 TpeTnpanu )KUBOTHH, BKIFOUUTEITHO H30JIMPAHU
CHOOILCHNS).

4.7 Ynorpeba mo BpeMe Ha OpeMeHHOCT, JAKTAIUs WIH siHlleHOCeHe

HpO,I[YKT'bT MOIXKE [1a CC€ U3M0JI3Ba NIPU )KUBOTHU B PCTIPOAYKTHUBHA Bb3pacCT, 6peM€HHI/I " JIaKTUpAIIn
KOTKH U Ky4€Ta.



4.8 BzaumopaeiicTBHeE C APYTH BeTePHHAPHOMEAMIIHHCKH MPOJAYKTH U APYru GopmMu Ha
B3auMojeiicTBue

He ca u3BecTHm.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

ITpoayKThT ce MpHara ¢ eAHOKPATHO HaHACSHE HAa eMHUYHA /1033, Chabpikamia 6 mg/kg selamectin.
Koraro eiHO KHBOTHO TPsIOBa Jia c€ TPETHPA 3a pasIMuHK BHI0BE OMAPa3sUTABAHUS WK HHBA3HH, CE
npuiiara eHOKPaTHO CaMo MPENopbYaHust BETEPUHAPHOMEIUIIMHCKH POAYKT B 7103a oT 6 mg/Kg.
ChoTBeTHATA POIABIKUTEIHOCT Ha Kypca Ha JICUCHUE 3a Pa3InYHUTE BHIOBE MIAPA3UTH € TOCOYEHA

10-7107Ty.

HpI/IJ'IO)KCHI/Ie B CBbOTBCTCTBHUC C Ta6n14uaTa:

Korku NMPOAYKT IMpuaoken Konuenrpamust | [Ipuioxeno
(kg) selamectin B | (mg/ml) KOJIn4ecTBO (00emM
mg Ha nunerara- B ml)
<25 1 muniera Chanhold 15 mg 3a koTkn 15 60 0,25
u Kyuera < 2,5 kg
26-75 1 muniera Chanhold 45 mg 3a kotku | 45 60 0,75
2,6-7,5 kg
7,6 -10,0 1 mumera Chanhold 60 mg 3a kotkn | 60 60 1,0
7,6-10,0 kg
>10 CrotBetnara | 60 CroTBeTHATA
KOMOUHAIHSA KOMOHHAIHA OT
OT NHIIETH [UIIETH
Kyuera NPOAYKT Ipunoxen | Konuenrpauusi | Ilpuioxeno
(kg) selamectin B | (mg/ml) KOJIM4ecTBO (00eM
mg Ha munerara- B ml)
<25 1 munera Chanhold 15 mg 3a koTku 15 60 0,25
u kyuera < 2,5 kg
26-50 1 muniera Chanhold 30 mg 3a kyuera | 30 120 0,25
2,6-5,0 kg
5,1- 10,0 1 munieta Chanhold 60 mg 3a xyuera | 60 120 0,5
5,1-10,0 kg
10,1-20,0 | I mumera Chanhold 120 mg 3a 120 120 1,0
kyuera 10,1-20,0 kg
20,1-40,0 | 1 numera Chanhold 240 mg 3a 240 120 2,0
kyuera 20,1-40,0 kg
40,1-60,0 | 1 nmunera Chanhold 360 mg 3a 360 120 3,0
kyuera 40,1-60,0 kg
> 60 CrorBerHara | 60/120 CroTBeTHaTa
KOMOHMHAIHS KOMOHMHAIHS OT
OT IHUIIETH [HAIETH

JleueHnne U npeana3sBaHe oT onapasuTsBaHe ¢ 0bJIXU (KOTKU U Ky4eTa)
Crnen mpuiiarase, BETepUHAPHOMETUITMHCKUSIT MTPOAYKT YHHUIIOXKABA Bh3PACTHUTE OBJIIXH, CIIHPa
MIPOU3BOJICTBOTO HA KU3HECTIOCOOHM STIIa W YHUIIIOXKABA JIAPBUTE (KOUTO CE€ HAMHUPAT CaMoO B
OKOJTHAaTa cpena). ToBa crupa penpoayKIHsITa Ha OBJIXUTE, TPEKbCBA )KU3HEHUAT UM LUK U
JIOTIPUHACS 32 KOHTPOJIA Ha MOMyJIauaTa Ha ObJIXUTE B 3200MKAaJIAIIATa Cpeia U MECTATa 0 KOUTO
>KHUBOTHOTO UMa JAOCTBII.




3a mpenmnasBaHe OT OMapa3uTsIBaHe ¢ ObJIXU, BETEPUHAPHOMETUIIMHCKIT MPOAYKT TPIOBa Ja ce
Mpujiara Ha MHTEPBAIIM OT €INH MECEIl ITPe3 Ce30HUTE, IIPe3 KOUTO MMa OMAaCHOCT OT TaKOBa
OmapasuTsABaHE, KaTO CE 3allOYHE SIMH Mecell IpeIu ObJIXUTE Aa cTaHaT akTuBHU. [locpencTBoM
pEeAyIUPAHETO Ha MOMyJIaluaTa Ha OBIIXUTE, SKEMECCUHOTO TPETUPAHE Ha OPEMEHHHUTE U KbPMEIIIH
JKUBOTHHU 111 AOTIPHHECE 32 MPEANa3BaHeTO Ha HOBOPOJCHHUTE OT OIapa3uTsIBaHe O HABBPIIBAHETO
UM Ha CeJleM CEeIMIYHA Bh3PacT.

3a ynorpeba Ha BETEpHHAPHOMEIUIIMHCKHUS IPOAYKT KaTO YacT OT JieueOHATa CTpaTerus mpu
aJleprudeH JepMaTUT MPUIMHEH OT OBJIXH, [1a ce MpHuiiara Ha MeCeYHH WHTEPBAIIH.

IIpodniakTnka Ha fupoduaapuo3a (KOTKH U Ky4YeTa)

BerepuHapHOMETUIIMHCKUAT MPOAYKT MOKE J1a Ce MpHJIara LEeJIOroOAMIIHO WIH Hai-MajIKko e1H
Mecell clie/l HosBaTa Ha KOMapH Ha MCTOTO, KOETO )KHMBOTHOTO OOMUTaBa, ClieZ KOETO IIPUIIOKEHHUETO €
€KEMECEUHO JI0 Kpas Ha ce30Ha Ha komapure. [locnennara no3a ce mpuiiara e1uH Mecell ClIej
M34Ye3BaHe Ha KoMapuTe. AKO ce MPOIyCHe NMPUJIAraHeTo Ha /1032 M €THOMECEUHHUS MHTEPBAJ MEX Y
no3ute Oblie YABIDKEH, TO He3a0aBHOTO NMpHUJIaraHe Ha BETepUHAPHOMEIULMHCKUS IPOIYKT U
BBH300HOBSIBAaHE HA €KEMECCUHOTO MPUJIaraHe Ie HaMalld PUCKa OT M0sBa HAa Bb3PACTHU
mupodunapun. Koraro 3amenste ¢ apyr npouiakTiieH BeTepUHAPHOMEAUIIUHCKHA MPOIYKT MPOTHUB
aupoduaaprosa B paMKUTE Ha Ipo(UIaKTUYHA IporpamMa MpoTUB AMpoduiIaprosa, IbpBara 103a OT
NPOAYKTa TPsIOBa ca ce MPUIIOKHU B PAMKUTE HA €IUH MECELl CJIe/l JaBaHe Ha MOCcJelHaTa 103a OT
NpEeIUIIHAS IPOIYKT.

TpernpaHe NPOTUB TOKCOKAP032a (KOTKH M Ky4eTa)
[a ce mpunoxu eTMHUYHA 1032 OT BETepUHAPHOMEIUIIUHCKUS TPOIYKT.

TpernpaHe NpoTUB ONAPA3UTIABAHE ¢ BBIIKM (KOTKH U Ky4ieTa)
[a ce npunoxu eAMHUYHA 1033 OT BETEPHHAPHOMEIULIMHCKHS IPOIYKT.

TpeTupaHe NPOTUB YIIHU KbPJIe:KU (KOTKHU)
Ja ce mpunoxu eMMHUYHA 1032 OT BETEPUHAPHOMEIUITUHCKUS TIPOIYKT.

TpeTupane NpOTHB YIIHHM KBbPJIesKH (Ky4YeTa)

IIpunara ce eqHa 103a OT BETepUHAPHOMEIMIIMHCKUS POAYKT. [Ipenu TpeTupane BbHILIHUAT YIIEH
KaHaJI BHUMaTenHo ce nourcTBa. Cnen 30 quM ce mpenopbyBa Mperiiea 0T BETEPUHAPEH JIeKap, Thil
KaTo HIKOW >KMBOTHH MMaT HY’/J1a OT BTOPO TPETHPAHE.

TpernpaHe NPOTUB AHKWJIOCTOMHU (KOTKH)
[a ce mpunoxu eTMHUYHA 1032 OT BETEPUHAPHOMEIUITUHCKUS POIYKT.

Jleuenune Ha capKoONTO3a MPH Ky4yeTa.
3a IBIHOTO YHHUIIOKCHHUE HAa KBPJICKUTE 110 €JHA 103a OT BETCPUHAPHOMEANIIUHCKUA ITPOAYKT CE
npujara B JBa IOCJIeI0BAaTEIIHA Mecela.

MeTo1 1 HaYMH Ha TPUIOKECHHUE:
IIpunokeHre BbpXy OrpaHUYEH y4acThK.

Hauwunx Ha npunoxeHue:

WzBagere mmetara Chanhold ot mpeamasnaTa omakoBka

JppxTe munerara B U3MPABEHO MOJI0KECHHE.
HartucHere TscHaTa 9acT Ha MUTIETATa, 3a /1a CE YBEPHUTE, U€ ChAbPKAHUETO OCTaBa B OCHOBHATA YacT
Ha nunetaTta. OTuynere BbpXa.
Pa3nenere ko3nHaTa Ha )KMBOTHOTO B OCHOBAaTa Ha IIMATA IpPE]] paMEHETe, TOKAaTO KOKaTa CTaHe
BUIMMA.
ITocTaBeTe Bbpxa Ha MUNETaTa BHPXY KOXKaTa M U3CTUCKANTE MUTIETaTa HAKOJIKO ITbTH, 32 J1a U3MPa3HA
ChIBPKAHUETO MY HAITBIIHO U JUPEKTHO BbPXY KOXKaTa Ha €THO MSICTO.
[a ce mpunoxu B OCHOBaTa Ha BpaTa MpeJ TUICHIKUTE.
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M30sTBaiiTe KOHTAKT MEXKITy MPOAYKTa U IPbCTUTE B,

4.10 Ilpeno3upaHe (CHMITOMH, CHIEIIHA MEPKH, AHTHI0TH), AKO € HEOOX0THMO

He ca mabnronaBanu HEOIATONPUATHH PEAKIINH Ciie]| mpriarade Ha 10 mbTH Mo-BUCOKA OT
npenopbsuBaHara go3a. Selamectin e npunaran B 103a, Ha/JBUIIaBalia 3 MbTH NPENOPbYBAHATA IIPU
KOTKH U Ky4eTa, Olapa3uTeHH ¢ Bb3PACTHU AUPOQHUIApUH, TIPH KOETO He ca Habro1aBaHu
HeOnaronpusaTHH peakuun. Selamectin e npunaran B 103a, HaJBUIIABAIIA 3 IBTH MPEIOPbYBaHATA
IIPY MBXKH U )KEHCKH KOTKH U Ky4YeTa B pelpOJyKTHBHA Bb3PAacT, B TOBA YHCIIO OPEMEHHH KUBOTHU U
JKUBOTHU KBPMEIIM MaJIKUTE CU U 5 TbTH HaJl PENopbhUBaHaTa /103a Ipy KydeTa oT opoaaTa KoJu
YYBCTBUTCIHU KbM UBECPMCKHH, KaTO HE Ca HaGJIIOILaBaHI/I HGGJ’IHI‘OHpI/IHTHI/I peaKkuuru.

4.11 KapeHTeH CpoOK

He e mpunoxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapMakoTepaneBTUUHA TPYIIa: IPOTUBONAPA3UTHU NIPOAYKTH, MHCEKTUIUIN U PEICIICHTH,
MaKPOLUKINYHU JTAKTOHU
Berepunapuomenuiackn Anatomo-Tepanesruder Ko QP54AAQ5

5.1 ®apmakoaAuHAMMYHHM CBOiicTBA

CenaMeKTHHBT € MOJIyCUHTETUYHO CheAMHEHNE OT rpylaTa Ha aBepMEKTHHUTE. CeTaMEKTUHBT
napaiv3upa W/ yoruBa IMUpPOK JUana3oH 0e3rpbOHaYHU Tapa3uTh TIOCPEJICTBOM HapylllaBaHe Ha
MIPOBOAMMOCTTA Ha XJIOPHU HOHHU, KOETO OT CBOSI CTpaHa pa3CcTpoiiBa HOpMaaHaTa HEBPOTPAHCMUCHSL.
ToBa HHXHOUpA eNeKTpUUECKaTa aKTUBHOCT HA HEPBHHUTE KJIETKM Ha KPBIJIUTE YEPBEU U MYCKYJIHUTE
KJIETKH Ha YJIEHECTOHOTUTE, KOETO BOJIM JI0 TSIXHATA Iapajn3a U/uiii CMBPT.

CenaMeKTUHBT YHUIII0KaBa Bb3PACTHUTE OBJIXH, ITAPBUTE U stitata uM. [1o To3u HauMH Toi
e(hMKaCcHO MPEKbCBA KUZHEHHS UM ITUKBJI KaTO YOUBA Bh3PAaCTHUTE Mapa3uTH (BbPXY KUBOTHOTO),
MPeIOTBpaTABa HINMIOMBAHETO HA SiIaTa (BbpXY )KMBOTHOTO M B OKOJIHATA Cpefa) M KaTo youBa
napBuTe (CaMO B OKOJIHATA cpena). [lagHanmuTe TIOCIUYKY KOXKa, KOCMU U IPYTH OTIIAIbIH Ha
JKUBOTHO, TPETHPAHO ChC CEIAMEKTHH YOUBAT JIAPBUTE U ANIIaTa, KOUTO HE ca OWIIU M3JI0KECHU Ha
BB3JICHCTBUETO HA CEJIAMEKTHH U 0 TO3W HAYUH MPOAYKTHT JOIPHUHACS 33 KOHTPOJIA Ha TOITyIaIusaTa
Ha OBJIXUTE B MECTaTa J0 KOMTO JKUBOTHOTO MMa JIOCTHIIL.
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JleficTBa IpOTHB JTapBUTE HA TUPODHUIAPHSL.
52 @apmakoKHHETHYHH 0CODEHOCTH

Cren npunarane B OTpaHUYCH yYacThK, CETAMEKTHHBT Ce pe30pOupa OT KoXKaTa, KaTo MakCUMaliHaTa
KOHIICHTpAIM B IJIa3MaTa CJIe]l IPUIaraHeTo Ha MPOAYKTa ce IOCTUTA CIIell OKOJIo 1 JeH mpu
KOTKUTE U 3 THU MpH KydyeTarta. Ciieq1 KaTo ce pe3opOupa oT KoXKarta, CETaMEKTHHBT ce pasmpenes
MOCTETIEHHO ¥ 0aBHO ce eMMMHHUPA B IJIa3Mara, KaKTo € BUIHO OT OTKPHBAEMUTE B IIa3MaTa
KOHIICHTPAIIMH MTPY Ky4eTa U KOTKH Ha 30-TUs JICH CJie]] JIOKAIHOTO MPUIIOKECHUE Ha eHa J103a 6
mg/kg. TTpoabHKUTETHOTO IPUCHCTBHE U OaBHATA eTMMUHAIINS Ha CEIAMEKTHH B IIa3Mara ce
OTIpeJIeIis ¥ OT JBJITHUS MIEPUOJT Ha TIOTYKUBOT OT 8 JIHU NMpH KOTKUTE U 11 JTHU npu KydeTara.
[TpoabIKUTETHOTO MPUCHCTBUE HA CEIAMEKTHUH B IJIa3MaTa U JIMIICATA HA TIOBUIIICH META00IU3bM
OCHTYpSIBaT TepAlCBTHYHA KOHIICHTPAIUS HA CEJIAMEKTHH B MPOJIBIDKCHUE HA IISITUS IIEPUO/T 10
npuiiarase Ha HoBa f1o3a (30 gan).

6. DAPMALIEBTHYHU OCOBEHOCTHU

6.1 CIMCBK Ha eKCIUITHEHTHTE

Butylated hydroxytoluene (E321).

Dipropylene glycol methyl ether

Isopropyl alcohol

6.2 OCHOBHHM HeCHBMECTHMOCTH

He e npunoxumo.

6.3 Cpoxk Ha TOTHOCT

Cpok Ha TOJHOCT Ha KpailHUs BeTEpHHAPHOMEANIIMHCKH TTPOAYKT: 3 TOIMHU

6.4. CrnenuajaHH YCJIOBHSA 32 ChbXPaHEeHHE HA MPOAYKTA

To3u BeTeprHAPHOMEANIIMHCKH MTPOAYKT HE M3UCKBA HUKAKBY CIEIMATHU YCIOBHS 32 ChXpaHEHHE.
6.5 Bua v chCTaB HA MBPBUYHATA ONMAKOBKA

BerepuHapHOMEIUIIMHCKHUAT IPOAYKT € MPEACTaBeH B Osijia IacTMacoBa nureTa, o0pa3yBaHa OT
CJIOH OT HOJUIPONUJICH / IUKIMYEH 01e(HUHOB CHITOJIMMED / TIOJUIPOIHIICH ChC CJIOH OT MOJIMETHIICH
/ €TUJIEH BUHUII AJIKOXOJ / TIOJTUSTHIICH.

IIpoayKThT ce mpenasara B ONMAKOBKH OT TPH MUMNETH (BCHUKH KOHIEHTPAIINH), IIECT MATIETH (BCUYIKU
KOHIICHTPAIINH, C U3KJTFOUeHHE Ha 15 MQ cenaMeKTHH) WK TieTHaAeceT muneTH (camo 15 mg).

3,6 1 15 nurmeTy B OTACTHU OMAKOBKH OT (JOJMO B paMKHUTE Ha BHHITHATA OTIAKOBKA.

He Bcuuku pasMepu Ha OlakoBKaTa Morar ja ObJaT IpejJiarany Ha rmasapa.

6.6 ChennajJHM MepPKH 32 YHHII0:KaBaHe HA HEU3MOJI3BaH MPOAYKT MJIM OCTATHIU OT Hero

Bcekn Hen3mon3BaH BeTepUHAPHOMEIUITMHCKY TIPOYKT MIIM OCTATHIIM OT HEro TpsiOBa ja Obaat
YHUIIOKEHU B CbOTBETCTBUE C U3UCKBAHMATA HA MECTHOTO 3aKOHOJATENICTBO.

Chanhold ne Tps6Ba 1a OB1€ U3XBHPIISH BHB BOAHN OACEHHM, Thif KaTO TOBA MOKe J1a OBJIe OIacHO 3a
puOH WK APYTH BOAHU opraHu3Mu. OMakoOBKUTE U OCTAThYHOTO ChABPKAHHE TPsOBa 1a ce
U3XBBPJIAT 3a€/IHO ChC ChOpaHUTE OMTOBH OTMAIBIIH, 34 JIa c€ U30EerHe 3aMbPCSIBAHE HA BOJHH
OaceifHu.



7. INPUTEXATEJI HA JIMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ireland

8. HOMEPHA JIMIIEH3A 3A YIIOTPEBA

EU/2/19/236/001-016

9. JATA HA IT'bPBOTO N3JABAHE/TIOJHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA

Jlata Ha TBPBOTO M3JaBaHe Ha JIUICH3 3a yrotpeba: 17/04/2019

10. [JATA HA IIOCJVIEJHATA PEJAKILUS HA TEKCTA

[Tonpo6Ha uHbOpMAIHs 32 TO3H IPOLYKT MOXKE []a HAMEPHTE Ha HHTEPHET CTPAaHUIIATa Ha
EBponeiickara Arenmus o Jlekapctsara http://www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXKBA, CHABIABAHE U/UJIN YIIOTPEBA

He e npunoxumo.


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

MNPUJIOXKEHUE I1
ITPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUJIATA

YCJIOBUA NN OT'PAHUYEHNS B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE JO INTPEJJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MICOK

APYI'U YCJIIOBUA 1 UBUCKBAHUA KBbM JIMIHEH3A 3A YIIOTPEBA
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A.  NIPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXJABAHE HA ITAPTUJIATA

HwMe 1 afipec Ha TPOU3BOJUTENS, OTTOBOPEH 3a OCBOOOKIABAHETO HA MAPTUAMTE 3a MPOoaakOa

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ireland

b. YCJIOBUs NJIK OT'PAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE 10 NPEAJATAHETO NJIX YIIOTPEBATA MY

I[a C€ OTITyCKa CaMo IIO JICKapCKO NPEAINMCaHnEC.

B. CTATYC HA MJICOK

He e npunoxxumo.

. JAPYI'U YCJIOBUA U UBUCKBAHUS KbM JIMIIEH3A 3A YIIOTPEBA
Crennpnyan N3UCKBaHUA KbM (hapMaKOoIOTHIHATa OJUTEITHOCT:

[ukbabT 32 IOJaBaHE HA TIEPUOIUIHUTE NOKIaau 3a 6e3onacHocT ([11B) ce cuHxpoHu3upa u
TIPEJICTaBS 110 €IHO U CHIIO BpeMe KaTo peepeHTHHUS POIYKT.
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MNNPUJIOKEHUE III

ETUKET U JINCTOBKA
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A. ETUKET
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HH®OPMAILIUA, KOATO CE U3IIUCBA BbPXY BBbHIIHATA OITAKOBKA

ETUKET HA KAPTOHEHATA OITAKOBKA, 15 mg (3 u 15 nunern)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUINHCKUA TPOAYKT

Chanhold 15 mg pa3tBop 3a npuiiarane BbpXy OrpaHHYEH y4acThK 3a Kydera u KoTku < 2.5 Kg
Selamectin

2. CbABPKAHUE HA AKTUBHATA CYBCTAHLIUA

Selamectin 15 mg

3. DPAPMAINIEBTHYHA ®OPMA

Pa3TBOp 32 mpuiarase BbpXy OrpaHHYEH y4acThK

4, PASMEP HA OITAKOBKATA

3 nmumnetu
15 nunetun

0.25 ml

5. BUJIOBE ’JKMBOTHH, 3A KOUTO E INTPEJJHASHAYEH BMII

Kotku u kyuera ¢ TenecHa maca 10 2.5 Kg.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJ1 1 HAYUH HA ITPUJIOKEHUE

[IpunoxeHne BbpXy OrpaHUYEH yJacThK.
IIpenu ynoTpeba nmpoyeTH IUCTOBKATA.
UzobpakeHusTa ca 3a HE3aABDKUTEIHO BKIIIOYBAHE, TPIOBA J1a MO3BOJISIBA IPOCTPAHCTBOTO
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| 8. KAPEHTEH CPOK

| 9. CHOENMAJIHM OPEIYNPEXKAEHUS, AKO E HEOBXOJUMO

[Ipenn ymoTpeba mpoyeTn INCTOBKATA.

10. CPOK HA T'OJHOCT

TI'onen no

11. CHELHWAJIHU YCJIOBUS 3A CbXPAHEHHUE

12. CHELOUAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH NPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHCZ MpoYCTH JINCTOBKATA.

13. HAAINUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA” N
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepuHapHOMEIUIMHCKA yrioTpeda. [la ce oTimycka camo Mo JISKapCKO MpenucaHue.

14. HAAIHUCHT “JA CE CbXPAHSABA JAJIEY OT IOI'VIEJA U HA HEJOCTBITHU
3A JJEIIA MECTA”

I[a CC CbXpaHsBa Aajied OT 1OorjicaAa U Ha HCAOCTHITHU 3a [IC1a MECTaA.

15. HMME U IOCTOAHEH AJAPEC HA ITIPUTEXATEJIS HA JIMIHEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ireland
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16. HOMEPA HA JIMHEH3A 3A YIIOTPEGA HA BMII

EU/2/19/236/001
EU/2/19/236/002

17. TAPTHJAEH HOMEP

Lot
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HNH®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITIAKOBKA

ETUKET HA KAPTOHEHATA OITAKOBKA, 30 mg, 60 mg, 120 mg, 240 mg, 360 mg (3 11 6
MMUTIETH)

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

Chanhold 30 mg pa3sTtBop 3a npunarane BbpXy OrpaHHuYeH yUacThK 3a Kydera 2.6 — 5.0 Kg
Chanhold 60 mg pa3tBop 3a npuiarase BbpXy orpaHudeH ydacTbk 3a kydera 5.1 — 10.0 kg
Chanhold 120 mg pa3tBop 3a npuiarane BbpXy orpaHudeH ydactbk 3a Kydera 10.1 — 20.0 kg
Chanhold 240 mg pa3tBop 3a mpuiarane BrpXy orpaHudeH ydactbk 3a Kydera 20.1 — 40.0 kg
Chanhold 360 mg pa3tBop 3a mpuiiarane BbpXy OrpaHuueH y4acThk 3a kydera 40.1 — 60.0 kg
Selamectin

2. CbAbPKAHUE HA AKTUBHATA CYBCTAHIMA

Selamectin 30 mg
Selamectin 60 mg
Selamectin 120 mg
Selamectin 240 mg
Selamectin 360 mg

3. DOAPMAINIEBTUYHA ®OPMA

Pa3TBOp 32 mpuitarane BbpXy OrpaHHuYEH Y4acThK

4. PASMEP HA OITAKOBKATA

3 nuneru
6 unern

0.25 ml
0.5 ml
1.0 ml
2.0ml
3.0ml

5. BUJIOBE JKUBOTHMU, 3A KOUTO E INTPEJJHAZHAYEH BMII

Kyuera ¢ Tenecna maca 2.6 — 5.0 kg.
Kyuera ¢ tenecna maca 5.1 — 10.0 kg.
Kyuera ¢ Tenecna maca 10.1 — 20.0 kg.
Kyuera ¢ Tenecna maca 20.1 — 40.0 kg.
Kyuera ¢ Tenecna maca 40.1 — 60.0 kg.

6. TEPAIIEBTUYHU ITIOKA3AHUA
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7. METOJ 1 HAYUH HA ITPNJIOKEHHUE

[IponoxeHne BbpXy OrpaHUYEH Y4aCThK.
[Ipeau ynorpeba mpoyeTH JUCTOBKATA.
W300pakeHnsTa ca 3a He3aIbJDKUTEIHO BKIIIOYBAHE, TPsIOBA /1a MO3BOJISIBA IPOCTPAHCTBOTO

| 8. KAPEHTEH CPOK

‘ 9. CIHIEOUAJIHU ITPEAYIPEXIEHUA, AKO E HEOBXOINMO

[penu ynorpeba mpoyeTH JIMCTOBKATA.

10. CPOK HA I'OJHOCT

TI'onen no

11. CHENHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

12. CHELOUAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH NPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKHUBA

YHI/IIIIO)KaBaHeZ IMPpOYCTH JIMNCTOBKATA.

13. HAAIIUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA” N
YCJIOBUA WK OT'PAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO U
YIHOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yrIOTpe6a. I[a CC OTITYCKa CaMO IIO JICKApCKO MpEAINMUCaHuC.

14. HAAINUCBHT “JA CE CbXPAHSBA JAJIEY OT IOTJVIEJA U HA HEJOCTBITHHU
3A JEHHA MECTA”

ﬂa CC CbhbXpaHsBa AaJicd OT NOrjicaAa U Ha HCAOCTBIIHU 3a JIC1a MCCTaA.
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15. HUME U IMIOCTOSHEH AJPEC HA ITIPUTEXATEJISA HA IMIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ireland

16. HOMEPA HA JIMHEH3A 3A YIIOTPEBA HA BMII

EU/2/19/236/007
EU/2/19/236/008
EU/2/19/236/009
EU/2/19/236/010
EU/2/19/236/011
EU/2/19/236/012
EU/2/19/236/013
EU/2/19/236/014
EU/2/19/236/015
EU/2/19/236/016

17. TAPTHUJAEH HOMEP

Lot
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HH®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OITIAKOBKA

ETUKET HA KAPTOHEHATA OITAKOBKA, 45 mg, 60 mg (3 1 6 IMIIETHN)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TPOAYKT

Chanhold 45 mg pa3tBop 3a npuiarane BbpXy OrpaHHYeH y4acThk 3a KOTKH 2.6 — 7.5 Kg
Chanhold 60 mg pa3tBop 3a npusarane BbpXy OrpaHH4eH ydacThk 3a KoTku 7.6 — 10.0 kg
Selamectin

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIMA

Selamectin 45 mg
Selamectin 60 mg

3. DPAPMAINIEBTHYHA ®OPMA

Pa3TBOp 3a Ipujiaraie BbpXy OIrpaHUYCH Y4aCTbK

4. PASMEP HA OITAKOBKATA

3 nuneru
6 unern

0.75 ml
1.0 ml

5. BUJIOBE JKMBOTHH, 3A KOUTO E INTPEJJHASHAYEH BMII

Kotku ¢ TenecHa maca 2.6 — 7.5 kg.
Kotk ¢ Tenecna maca 7.6 — 10.0 kg.

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUSA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHUE

[IpunokeHne BbpXy OrpaHUYEH yYacThK.
[Ipenu ymorpeda mpoveT JIMCTOBKATA.
HzobpakeHusTa ca 3a HE3aIBLDKUTEIHO BKIIIOYBAHE, TPSIOBA J1a MO3BOJISIBA MPOCTPAHCTBOTO
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8. KAPEHTEH CPOK

9. CIIEOUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOINMO

[penu ynorpeba mpoyeTy JIMCTOBKATA.

10. CPOK HA I'OJHOCT

TI'onen no

11. CHELHUAJIHU YCJIOBHUSA 3A CbXPAHEHHUE

12. CHEIUAJIHU MEPKHU 3A YHUILOKABAHE HA HEU3IIOJI3BAH TIPOAYKT
NJIN OCTATHBIH OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHCZ MpoYCTH JINCTOBKATA.

13. HAAINUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHUETO U
YIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHapHOMEIUIMHCKA yroTpeda. la ce oTimycka caMo 1o JIEKapCKO MpeIucaHke.

14. HAAIUCHT “JA CE CbXPAHSABA JAJIEY OT IMOTIVIEJA U HA HEJOCTBITHU
3A JJEIIA MECTA”

I[a CC CbXpaHsBa AaJied OT IOrJjicaAa U Ha HCAOCTBIIHU 3a JI€1a MECTaA.

15. HMME U IIOCTOSHEH AJAPEC HA ITPUTEXATEJISA HA JIMIHEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ireland
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16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA HA BMII

EU/2/19/236/003
EU/2/19/236/004
EU/2/19/236/005
EU/2/19/236/006

17. TAPTHIAEH HOMEP

Lot
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MUHHUMYM UHOPOPMALIUA, KOATO TPSABBA JJA BBJAE U3IINCAHA BbPXY
MAJIKH OITAKOBKMH BMII, KOUTO CBABPKAT EJUHUYHA J103A

ETUKET BbPXY ®OJIMOTO, 15 mg, 30 mg, 45 mg, 60 mg, 120 mg, 240 mg, 360 mg

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Chanhold 15 mg pa3tBop 3a mpuiarase BbpXy OrpaHHYCH yUacThK 3a Ky4dera U KoTku < 2.5 kg
Chanhold 30 mg pa3tBop 3a npuinarase BbpXy OrpaHU4eH yyacThk 3a kyuera 2.6 — 5.0 kg
Chanhold 45 mg pa3tBop 3a npriIarane BbPXy OrpaHHYEH YUaCThK 3a KOTKK 2.6 — 7.5 Kg
Chanhold 60 mg pa3tBop 3a npuiarane BbpXy OrpaHH4eH ydacThbk 3a Kotk 7.6 — 10.0 kg
Chanhold 60 mg pa3tBop 3a npuinarase BbpXy orpaHudeH yyacTbk 3a kydera 5.1 — 10.0 kg
Chanhold 120 mg pa3tBop 3a mpuiiarane BbpXy OrpaHuyeH y4acTbk 3a kydera 10.1 — 20.0 kg
Chanhold 240 mg pa3tBop 3a mprarane BrpXy orpaHudeH ydactbk 3a Kydera 20.1 — 40.0 kg
Chanhold 360 mg pa3tBop 3a nmpuiarane BbpXy orpaHudeH ydactbk 3a Kydera 40.1 — 60.0 kg

Selamectin

‘ 2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

15 mg selamectin
30 mg selamectin
45 mg selamectin
60 mg selamectin
120 mg selamectin
240 mg selamectin
360 mg selamectin

‘ 3. CBIABPXKAHUE CIIPSIMO MACA, OBEM WIHA BPOI HA EAJUHUYHUTE 103U

‘ 4. HAYMH HA ITPUJIOKEHUE

[IpunokeHre BbpXy OTpaHUYEH yUaCThK

| 5.  KAPEHTEH CPOK

| 6. MAPTHMJEH HOMEP

Lot

| 7. CPOK HA FOJIHOCT

T'omen no
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‘ 8. HAJAIIMCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA”

Camo 3a BeTepuHApHOMETUITHCKA yIoTpeoa.
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MUHUMYM UHOPOPMALIUA, KOATO TPABBA JJA BbJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMH BMII, KOUTO CBABPKAT EJUHUYHA J103A

IInnera

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Chanhold 15 mg 7{d
Chanhold 30 mg 71
Chanhold 45 mg
Chanhold 60 mg d
Chanhold 60 mg 71
Chanhold 120 mg ‘a2l
Chanhold 240 mg ‘ad
Chanhold 360 mg 7
Selamectin

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

15 mg selamectin
30 mg selamectin
45 mg selamectin
60 mg selamectin
120 mg selamectin
240 mg selamectin
360 mg selamectin

‘ 3. CBIABPXKAHUE CIIPAIMO MACA, OBEM WJIH 5POM HA EIUHUYHUTE JI03U

‘ 4. HAYMH HA ITPUJIOKEHUE

[IpunoskeHneBbpXy OrpaHUYECH YIaCTHK

| 5. KAPEHTEH CPOK

| 6. MAPTHMJEH HOMEP

Lot

| 7. CPOK HA TOJIHOCT

T'omen no
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‘ 8. HAJAIIMCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA”

Camo 3a BeTepuHaApHOMETUITHCKA yIOTpeoa.
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B. INCTOBKA
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JIMCTOBKA.:
Chanhold pa3TBop 3a npuiiarane BbpXy orpaHu4eH y4acTbK

1. HUME U IIOCTOSSHEH AIPEC HA ITPUTEXXATEJISA HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexxaTen Ha IUIIEH3A 33 VHOTDe6a Y IIPOU3BOJAMUTEN, OTTOBOPECH 3a OCBO60)K,Z[aBaH€ Ha naprujaara

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea, Co. Galway, Ireland

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA IPOAYKT

Chanhold 15 mg pa3tBop 3a npuiiarane BbpXy OrpaHHYEH y4acThK 3a Kydera u KoTku < 2.5 Kg
Chanhold 30 mg pa3tBop 3a npuiiaraie BbpXy OrpaHU4eH yyacThk 3a Kydera 2.6 — 5.0 kg
Chanhold 45 mg pa3tBop 3a npusarane BbpXy OrpaHHYEH y4acThK 3a KOTKH 2.6 — 7.5 Kg
Chanhold 60 mg pa3tBop 3a npusarane BbpXy OrpaHH4eH ydacThk 3a KoTku 7.6 — 10.0 kg
Chanhold 60 mg pa3tBop 3a npuiarane BbpXy orpaHu4eH yyacTbk 3a kydera 5.1 — 10.0 kg
Chanhold 120 mg pa3tBop 3a npuiarane BbpXy orpaHudeH ydactbk 3a Kydera 10.1 — 20.0 kg
Chanhold 240 mg pa3tBop 3a npuiarane BrpXy orpaHudeH ydactbk 3a Kydera 20.1 — 40.0 kg
Chanhold 360 mg pa3tBop 3a npuiarane BbpXy orpaHudeH y4acTbk 3a Kydera 40.1 — 60.0 kg

Selamectin

31 CbABbPKAHUE HA AKTUBHATA CYBCTAHIISI U EKCUUITUEHTUTE
Bcesika oTnenna mosa (mumneTa) ChIabppiKa:

AKTHBHA cy0OCTaHIMA:

Chanhold 15 mg 3a ky4eTa u KOTKH 6% wi/V paztBop Selamectin 15mg
Chanhold 30 mg 3a ky4era 12% wi/v paztBop Selamectin 30 mg
Chanhold 45 mg 3a koTku 6% Wwi/V paztBop Selamectin 45 mg
Chanhold 60 mg 3a koTku 6% wi/V paztBop Selamectin 60 mg
Chanhold 60 mg 3a kyuera 12% wiv pa3TtBOp Selamectin 60 mg
Chanhold 120 mg 3a ky4era 12% wi/v paztBop Selamectin 120 mg
Chanhold 240 mg 3a ky4era 12% wi/v pasztBop Selamectin 240 mg
Chanhold 360 mg 3a xyuera 12% wiv pastBOp Selamectin 360 mg
Excounuenrtu:

Butylated hydroxytoluene (E321) 0.08%

buctbp 6e31BeTeH 10 KBJITEHUKAB Pa3TBOP.

4. TEPAIIEBTUYHU ITIOKA3AHUA

Kotku n ky4era:

o 3a jeyeHue U MpeaNa3BaHe 0T onapa3uTABaHe ¢ Obiaxu, npuunHeHo ot Ctenocephalides
Spp., B IPOIBIDKEHIE HA €IWH MECEI CJIe]] €IHOKPAaTHO IIpHUjIarale Ha MpOoAyKTa, IopaIu
BbB3/JIEHCTBUETO MY BbPXY Bb3paCTHUTE HACEKOMM, JIApBUTE U stiiiiaTa. [IpoayKThT neicTra
BBPXY siaTta 3 ceAMUIM ciel mpuiaraneTo My. [locpencTBoM HaMansBaHe Ha MOMyIaLUsITa
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Ha OBJIXHTE, ©KEMECEYHOTO TPETHPaHe Ha OPEMEHHH U KbPMEIIM KUBOTHH CHIIO JOIPHHACS 32
IPENa3BaHeTo OT ONapa3UTsABaHEe HA HOBOPOJCHUTE JJO HABBPIIBAHE HAa CEAEM CEAMUYIHA
BB3pacT. [IpogykThT MOKE Aa ce M0I3Ba KaTo YacT OT JICUEHHETO Ha aJlepTUyeH JepMaTHT,
npuarHeH oT 0bixu. C ASHCTBUETO CH Cpelly sSiaTta U JapBUTe JONPHUHACS 338 KOHTPOJIa BEPXY
HOITyJIalKATa Ha OBJIXUTE B OKOJIHATA Cpelia Ha MecTaTta, 1O KOUTO KMBOTHOTO UMa JIOCTBHII.

o IIpeamazBane ot aupoduiaapuosa npuurnena ot Dirofilaria immitis upes exxemeceuro
npunarade. [IpoaykTsT e 6e30maceH 1 MOXKe Jia ce Mpuiiara mpH )KUBOTHH, OTIAPa3UTECHH C
BB3pacTHH nupoduiapun. Bernpekn ToBa, € mpermopbUnTeNIHO, B ChOTBETCTBHE ¢ A00paTa
BETEPUHAPHOMETUIIMHCKA TPAKTHKA, BCHUKH )KUBOTHH, Ha Bh3pacCT HaJl 6 Mecella, >KUBEeIH B
CTpaHHTE, B KOUTO ce HAOJI01aBa pa3lpOCTPaHeHNEe Ha TE3U Mapa3uTH, Ja ce U3CIeaBaT 3a
HaJIMYKMe Ha Bb3pacTHU AUpO(UIapUH PEIU a Ce 3aloyvHe JeYeHUE ¢ mpoaykra. [IpenopbuBa
ce KydeTara Jia ce U3CJIeBAT MePHOANYHO 32 Olapa3uTsABaHe ¢ TUPOQUIapUH, KATO BasKHA 4acT
OT MPO(HIAKTUKATA CPEILY PA3MPOCTPAHCHUETO Ha AUpOodUIapruo3ata, 10pH U mMpu
©KEMECeUHO MpuiiaraHe Ha MpoayKTa. BeTepuHapHOMETUIIMHCKUAT MPOIYKT HE € epuKaceH
npu Be3pactHd D. immitis.

o Jleuenne Ha ymna kpacra (Otodectes cynotis).

Korkn:

o Jleuenwue na omapasutsaBane ¢ Boinku (Felicola subrostratus)

o Jleyenue Ha onapas3uTsBaHE ¢ Bb3pacTHU Tokcokapu (Toxocara cati)

. Jleyenue Ha onapa3uTsABaHE C Bb3PAaCTHH raCTPOMHTECTHHAIHH aHKmiioctoMu (Ancylostoma
tubaeforme).

Kyuera:

o Jleuenue Ha onapasutsiBane ¢ Bbiiku (Trichodectes canis)

o Jleuenwue Ha capkonTecoBa Kpacta (Sarcoptes scabiei)

o Jleyenue Ha onapa3uTsBaHE ¢ Bb3pacTHU TOKcokapH (Toxocara canis).

5. IHPOTHUBOIIOKA3AHUS

Jla He ce M3I0JI3Ba MIPH )KUBOTHHU HA BB3pACT 1oJ 6 cenqmuiy. Jla He ce M3Mmo3Ba npu KOTKH,
CTpaJIallli OT CHITBTCTBAIIM 3200 SIBAHUS HJTM TAaKHUBA, KOMTO Ca M3TOIICHN M HEJIOXpaHEeHH (32 pbcTa
Y BB3PacTTa CH).

Jla He ce M3IM0II3Ba IPH CBPBXYYBCTBUTEIHOCT KbM aKTUBHATA CYOCTAHIHS MM KbM HIKOH OT
EKCIUIUEHTHTE.

6. HEBJIATOIIPUATHU PEAKLIUN

HpI/I npuwjarane Ha BETCPUHAPHOMCAULIMHCKUA ITPOAYKT BbPXY KOTKH, B MHOT'O PEAKHA CIIydanu MOXKE
Ja ce Ha6J'IIO,Z[aBa JICKA, BpCMCHHA aJIONICHUA Ha MACTOTO HAa IPUIIOXKCHUC. B MHuOro peaKu cirydyan
MOXCE€ 1a C€ Ha6n}011aBa 1 JIOKAJIHO BB3IIAJICHUC. AHOHGHI/IHTa U Bb3HaJCHUETO OOMKHOBEHO M34Ye3BaT
0e3 HaMecCa, HO B HAKOH CJIydau MOXKC J1a C€ NPHUIIOKHU CUMIITOMATUYHO JICUCHUC.

Axo OBAe W30JIM3aHO TOIIMO KOJIMYECTBO OT MPOAYKTA, TPU KOTKUTE MOXKE Jla c€ HaOIrogaBa
MTOBHIIIEHO CIIOHOOT/IEIISTHE.

B pEAKu ciiydau, CJICO NprUjlaraiHe Ha nNpoaAyKTa, MOXE a CC Ha6J'II-0}_IaBa BPCEMCHHO CIINIBCTSABAHC HA
KO3WHaTa Ha MACTOTO Ha ITPUIIOKCHUC W/WITH TIOSIBA Ha MAJIKO KOJIMYECTBO OsT mpax. Tora e
HOPMAJIHO 1 OOMKHOBEHO H3Ye3Ba a0 24 yaca CJIeq TPETUPAHCTO, KATO HEC OKa3Ba BIIMAHUC BbBPXY
0e30IMacHOCTTa UIIH e(bI/IKaCHOCTTa Ha BETCPUHAPHOMCOUIIMHCKUSA TPOAYKT.
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MHOro0 psAKO, KAKTO W IPU OCTAHAIUTE MAKPOIMKINYHYU JTAKTOHH, OOPATHMHU HEBPOJIOTUIHU
MPU3HAILN, BKIIOYUTETHO IPUTIAABIIN, MOTAT /1a Ce HaOIfo1aBar ciie ynorpedara Ha
BETEPUHAPHOMETUIIMHCKUSI POAYKT MPHU KydeTa U KOTKH.

UectoTara Ha HEOIATOTIPUATHNUTE PEAKIINN CE OTPEAEIIs Upe3 ClieHaTa KiIacu(puKarms:

- MHOTO YecTH (ToBede oT | Ha 10 TpeTupaHu )KUBOTHH, TIPOSBSIBAIIH HEOIATOMIPUATHU PEAKIIUH TI0
BpEeMe Ha Kypca Ha €THO JICUCHHE)

- yecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBoTHN Ha 100 TpeTHpaHu )KHBOTHH)

- He yecTH (1moBeue ot 1, Ho mo-Manko ot 10 sxuBotaM Ha 1,000 TpeTrpaHu >KMBOTHH)

- peaku (moseye ot 1, HO mo-Manko oT 10 sxuBoTHH Ha 10,000 TpeTUpaHH KUBOTHH)

- MHOTO peAKH (mo-Manko oT 1 »kuBoTHO Ha 10,000 TpeTupaHu >KUBOTHHU, BKIFOUUTEITHO U30JIUPAHU
CBHOOIIICHU).

Ako 3a0enexxnuTe HIKaKBH HEOMaronpusITHA PEeaKiH, BKIIOUYUTEIHO U TAKKBA, KOUTO HE Ca OMHCAHH B
Ta3u JIMCTOBKA MJIM MUCIIUTE, Y€ BETEPUHAPHOMEAUIIMHCKUS IPOAYKT HE pabOTH, MOJIS Ja yBEIOMUTE
Bamus Betepunapen suekap.

JombnautenHa nadopmanus

Chanhold e usnuran npu Hag 100 pa3iuvHA YUCTOKPHBHUA M CMECCHHU IMOPOIX KyJeTa, B TOBA YUCIIO
ot nopoxaa Komnu, ¥ npu KOTKH OT CMECEHH MOPOAH U 16 YNCTOKPHBHU MOPOIU KOTKH 0e3 J1a ce
HaOIroaBaT HEOIATOMPUATHHA PEAKIIUH.

7. BUJOBE JKUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kotku 1 kydera ¢ Tenecna maca 0 2.5 kg (Chanhold 15 mg pa3tsop 3a npusarate BbpXy orpaHuyeH
y4acThK 3a KOTKH U KyueTa < 2.5 Kg)

Kyuera ¢ tenecna maca 2.6 kg—5.0 kg (Chanhold 30 mg pasteop 3a npuiiarate BbpXy OrpaHHUYEH
ydacThk 3a Kydera 2.6-5.0 kg)

Kotku ¢ TenecHa maca 2.6 kg—7.5 kg (Chanhold 45 mg pa3rtBop 3a npuiarane BbpXy OrpaHUueH
y4dacThk 3a KoTkH 2.6—7.5 kQ)

Kotku ¢ TenecHa maca 7.6 kg—10.0 kg (Chanhold 60 mg pastop 3a npuiaraie BbpXy OrpaHu4eH
yuyacTbk 3a Kotk 7.6-10.0 kg)

Kyuera ¢ tenecna maca 5.1 kg—10.0 kg (Chanhold 60 mg pa3tsop 3a nmpusarane BbpXy OrpaHu4eH
ydacThk 3a Kydera 5.1-10.0 kg)

Kyuera ¢ tenecna maca 10.1 kg—20.0 kg (Chanhold 120 mg pa3tBop 3a npuiiaraie BbpXy OrpaHduueH
yuacTbk 3a kyuera 10.1-20.0 kg)

Kyuera ¢ tenecna maca 20.1 kg—40.0kg (Chanhold 240 mg pa3tBop 3a npuiiaraie BbpXy OrpaHHYeH
yudacTbk 3a kyuera 20.1-40.0 kg)

Kyuera ¢ Tenecna maca 40.1 kg—60.0 kg (Chanhold 360 mg pastsop 3a npuiarane BbpXy orpaHudeH
yuacThK 3a Kydera 40.1-60.0 kg)

8. JAO3UPOBKA 3A BCEKH BUJ] ’KUBOTHO, METOJ1 U HAYHNH HA ITIPUJIAT AHE
Pa3TBOp 3a mpunarane BbpXy OrpaHHYEH y4acTbK.

Jla ce npuioxu B OCHOBaTa Ha BpaTa IIpe]] IUICLIKUTE.

[IponykThT ce mpuiara ¢ eIHOKPaTHO HaHACSHE Ha eMHUYHA 71032, Chabpikama 6 mg/kg selamectin.
Koraro enHo »XuBOTHO TpsiOBa Jja ce TpeTUpa 3a Pa3INIHHA BUIOBE OMAPA3UTIBAHUS WU HHBA3HH, CE
npuiiara eHOKPATHO CaMo MPEMOPbYAHUIT BETEPUHAPHOMETUIIMHCKH TIPOAYKT B J103a oT 6 mg/Kg.
CpoTBeTHaTa NPOIBIKUTETHOCT Ha Kypca Ha JIEYEHHE 3 Pa3IMYHNATE BUIOBE MApa3uTH € MOCOYEHa
H0-Z10JLy.
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IIpunoxeHre B ChOTBETCTBHE C TAOJIMIIATA:

Korkn NPOAYKT Hpniaoxen | Konnentpanus | Ilpniaoxeno
(kg) selamectin B | (Mmg/ml) KOJIH4ecTBO (00eM
mg Ha nunerara- B ml)
<2,5 1 mumera Chanhold 15 mg 3a kotkn | 15 60 0,25
u kyuera < 2,5 kg
26-75 1 muniera Chanhold 45 mg 3a kotku | 45 60 0,75
2,6-7,5 kg
7,6-10,0 1 muneta Chanhold 60 mg 3a kotku | 60 60 1,0
7,6-10,0 kg
>10 CrotBetHara | 60 CroTBeTHATA
KOMOHHAIHA KOMOHHAIHUA OT
OT IIUIIETH MMHAIIETH
Kyuera NMPOAYKT IMpuaoken Konuentpauus | Ipuiioxkeno
(kg) selamectin B | (mg/ml) KOJIM4ecTBO (00eM
mg Ha nunerara- B ml)
<25 1 munera Chanhold 15 mg 3a koTku 15 60 0,25
u Kyuera < 2,5 kg
26-50 1 mumera Chanhold 30 mg 3a xkyuera | 30 120 0,25
2,6-5,0 kg
5,1- 10,0 1 munera Chanhold 60 mg 3a xyuera | 60 120 0,5
5,1-10,0 kg
10,1- 20,0 | I mumera Chanhold 120 mg 3a 120 120 1,0
kyuera 10,1-20,0 kg
20,1-40,0 | 1 numera Chanhold 240 mg 3a 240 120 2,0
kyuera 20,1-40,0 kg
40,1-60,0 | 1 mumera Chanhold 360 mg 3a 360 120 3,0
kyuera 40,1-60,0 kg
> 60 CrorBerHara | 60/120 CroTBeTHaTa
KOMOUHAIHSA KOMOHWHAIHA OT
OT IIUIIETH [HAIETH

JleueHne u npeanasBaHe oT onapasuTsaBaHe ¢ 0bJIXU (KOTKU U Ky4eTa)

3a JKMBOTHHM Ha Bb3pacT HaJ 6 Mecena:
Crnen mpunarase, BEeTepUHAPHOMEIUIIMHCKUAT MPOAYKT YHUIIIOXkKAaBa Bb3PAaCTHUTE OBIIXH, CIHpa
MPOM3BOCTBOTO HA KU3HECTIOCOOHU SIIIa M YHMIIIOXKABa JIapBUTE (KOUTO CE HAMHpPAT CaMo B
OKOJIHaTa cpena). ToBa crupa penpoayKUusITa Ha OBJIXUTE, IPEKbCBA )KU3HEHNS UM LIUKBI U
JIOIPUHACS 332 KOHTPOJIA Ha MOy IalusITa Ha OBJIXUTE B 3200MKAJISIIATa CPEla U MECTaTa, 10 KOUTO
KUBOTHOTO MIMa JJOCTBII.

3a npezAmnasBaHe OT OMapa3uTsABaHE ¢ OBJIXH, BETEPHHAPHOMEANLMHCKHUAT POAYKT TpsiOBa Aa ce
Mpujiara Ha MHTEPBAJIM OT €IMH MECEIl IIPe3 CE30HUTE, IIPe3 KOUTO MMa OMACHOCT OT TaKOBa
orapas3uTsABaHe, KaToO Ce 3all0YHE eIMH Mecell IpeAn OBJIXHUTE 1a CTaHaT akTUBHHU. [1o To3u HauuH ce
yOuBaT OBIXUTE, KOUTO ONAPA3UTIBAT KUBOTHUTE, HE CE MPOU3BEKIAT KU3HECIIOCOOHH I U
napBuTe (KOUTO C€ OTKPUBAT B OKOJIHATA CPE/a) CHIIO Ce YHHUINOKaBaT. ToBa MpeKbhCBa JKU3HEHUS
[UKBI HA OBJIXUTE U TIPena3Ba OT HOBO OMapa3uTsIBaHE.

3a ynorpeba Ha BETepHUHAPHOMEAULIMHCKUS IPOAYKT KaTO YacT OT JieyeOHaTa cTpaTerus mpu
aJlepruyueH JepMaTUT OT OBJIXH, Ja ce Mpuilara Ha MECEYHU UHTEPBAIIH.
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TpeTrupane Ha OpeMeHHHU U KbpPMellly ;KUBOTHH 32 NpeAna3BaHe 0T onapa3uTsaBaHe ¢ 0bJXU HA
KYY€HIIaTa U KOTeHIaTa

[MocpeacTBoM peAylupaHeTo Ha MOMyJIAIUITa Ha OBJIXUTE, SKEMECEYHOTO TPETUPaHE Ha OPEMEHHUTE
Y KbpPMEIIIH KUBOTHHU III€ JOTIPUHECE 3a MPEANa3BaHeTO Ha HOBOPOJCHUTE OT OMAapa3UTIBaHE 10
HaBBPIIBAHE HA /-CEAMHYHA BH3PaCT.

IIpodniakTnka Ha AupopuIapuo3a (KOTKH M Ky4yeTa)

BereprnHapHOMEIUIIMHCKUAT IPOAYKT MOXKE J1a CE IpUJIara LeJOroAHIIHO WX Hai-Mallko eIUH
Mecell Clie/l HosBaTa Ha KOMapH Ha MsCTOTO, KOETO )KHMBOTHOTO OOHUTaBa, Clie KOETO IIPUIIOKEHHUETO €
€KEMECEUHO JI0 Kpas Ha ce30Ha Ha komapure. [locnennara no3a ce mpuiiara eIuH Mecell Clie]
M34Ye3BaHe Ha KoMapuTe. AKO ce IpOIyCHe NMPUJIAraHeTo Ha /1032 U €JTHOMECEUHUAT HHTEPBAIl MEXTY
no3ute Oblle YABIDKEH, TO He3a0aBHOTO NPpUJIaraHe Ha BETepUHAPHOMEIUIIMHCKUS IPOIYKT U
BBH300HOBSIBAHE HA €KEMECEUHOTO MpUIaraHe Iie HaMalld pUCKa OT MOsBa Ha Bb3PaCTHU
mupodunapun. Koraro 3aMeHste ¢ apyr npouiakTH4eH BeTepUHAPHOMEAULIUHCKHA IPOIYKT MPOTHB
aupoduaaprosa B paMKUTE Ha Ipo(UIaKTUYHA IporpamMa MpoTUB AMpoduiIaprosa, IbpBara 103a OT
NPOAYKTa TPsIOBa ca ce MPUIOKHU B PAMKHUTE Ha €IUH MECELl CJIe/l JaBaHe Ha IOCJIeAHAaTa 032 OT
NpEeIUIIHAS IPOIYKT.

TpernpaHe NPOTUB TOKCOKAPO32a (KOTKH M Ky4eTa)
[a ce mpunoxu eTMHUYHA 1032 OT BETePUHAPHOMEIUITUHCKUS TPOIYKT.

TpernpaHe NpoTUB ONAPAZUTIABAHE ¢ BBIIKM (KOTKH U Ky4ieTa)
[a ce mpunoxu eTMHUYHA 1032 OT BETepUHAPHOMEIUIIUHCKHUS TPOAYKT.

TpernpaHe NpoTUB YIIHU KbpPJie:KU (KOTKH)
[a ce npunoxu eAMHUYHA 1033 OT BETEPHHAPHOMEIULIMHCKHS IPOIYKT.

Tperupane NpoTHB YIIHH KbpJie:ku (Ky4deTa)

[punara ce eaHa 1032 OT BETEPUHAPHOMEANIIMHCKIS POAYKT. [Ipenu TpeTupane, BBHIIHUAT YIICH
KaHaJ BHUMaTenHo ce mouuctra. Cnex 30 aHM ce mpenopbyBa Mperiiea OT BETepUHAPEH JieKap, Thi
KaTO HAKOM XMBOTHHU UMAT HYXK/Ja OT BTOPO TpETUPAHE.

TperupaHe NPOTUB AHKWJIOCTOMH (KOTKH)
[a ce mpunoxu enMHUYHA 1032 OT BETEPUHAPHOMEIUITUHCKUS TPOIYKT.

Jleuenune Ha capKoNTO3a MPH Ky4yeTa.

3a MBIHOTO YHUINOKEHHE Ha KBPJISKHUTE, TI0 €THA 1032 OT BETCPHHAPHOMEIUIIMHCKUS TIPOYKT CE
Mpuiara B JBa MOCJIEA0BATEITHU MECeIa.

9. CBBET 3A ITPABUJIHO INPUJIOKEHHUE

Hauun Ha npunoxeHue:

U3Bajere nunerara Chanhold ot npeanasnaTta onakoBka.

JpbxTe mumeraTa B M3MPABEHO MOJIO0KEHNUE.

HartucHere TsicHaTa 9acT Ha NMUTETATa, 3a /1a CE YBEPHUTE, Y€ ChIBPKAHUETO OCTaBa B OCHOBHATA YacT
Ha nunetaTta. OTuynere BbpXa.

Pa3znenere ko3nHaTa Ha )KHBOTHOTO B OCHOBAaTa Ha BpaTa Ipe/] INIEMKHUTE, JOKAaTO KOXKaTa CTaHe
BHJIMMA.

ITocTaBere BbpXa Ha MUIETaTa BbPXY KOXKaTa U U3CTUCKANTE MUIETATa HIKOJIKO IMbTH, 3 Ja Ce
U3NPa3HU ChIBPKAHUETO HAMBIHO U JUPEKTHO BHPXY KOXkKaTa Ha eHO MsICTO. Jla ce mpuiioxku B
OCHOBATa Ha BpaTa IMpe[ TUICHIKUTE.

M30sTBaiiTe KOHTAKT MEXKITy MPOAYKTa U IPbCTUTE BH.
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He npunaraiite BbpXy MOKpa KO3WHA. BhIpekn ToBa N3MHUBAHETO C IIaMITOAaH WIIA TIOTAITHETO Ha
JKUBOTHOTO BBB BOJIa 2 WIIM TIOBEUE Yaca cjell TPETUPAHETO C BETePUHAPHOMETUIIITHCKUS IPOTyKT
HsIMA J1a TIOBJIUSIAT HAa HEroBaTa e(DeKTHBHOCT.

10. KAPEHTEH CPOK

He e mpunoxumo.

11. CIELUAJIHU YCJOBUS 3A CbXPAHEHUE HA ITIPOAYKTA

I[a CC ChbXpaHsBa Aajied OT 1OorJjicAa U Ha HCAOCTBIIHU 3a 1€1a MECTa.

To3u BETCPUHAPHOMEIUITMHCKHN NNPOAYKT HEC M3MCKBAa HUKAKBH CIICIIMAJIHN YCIIOBHA 3a CbXPAaHCHUEC.
I[a HE C€ U3M0JI3BAa TO3U BETCPUHAPHOMCIUTTUHCKHA MIPOAYKT CJICA U3THUYAHE CPOKA HAa T'OAHOCT,
ITOCOYECH Ha OITaKOBKATa.

12. CIELUAJIHA NPEAYINPEXIEHUSA

Crenpaany IpeaynpekJIeHns 3a BCEKH B )KUBOTHH, 3a KOUTO € npeaHasHaueH BMIT:

JKuBoTHHTE MOTaT Jja ce KBIAT 2 Yaca Cliel] TPEeTUpPaHeTo, 0e3 ToBa Ja HaMalld e(hpUKACHOCTTA Ha
MPOAYKTA.

Jla He ce nmpunara npu >KUBOTHU C MOKpa KO3UHA.

MokpeHeTo U MpUIaraHeTo Ha IIaMIIOaH 2 WK MOBEYE Yaca Clie]l TPETUPAHETO HEe HaMalsiBa
e(hMKacHOCTTa Ha MPOAYKTA.

IIpu Tperupane NpoOTUB YITHU KbPJIEKH, HE TPUIIaraiTe TUPEKTHO B YIIHUS KaHAIL.

BaxHo e 1a npuiioxkuTe MpoJIyKTa Taka, KakTo € YKa3aHo B JIMCTOBKATa, 3a Ja HaMaJuTe JO MUHUMYM
KOJIMYECTBOTO, KOETO )KUBOTHOTO MOJKE J1a H30JIMKE.

CrenmatHy Ipena3Hu MEPKH 3a )KMBOTHHUTE MPH yIoTpedara Ha MPOTyKTa:

To3u NpoyKT ce mpuiara caMo BbpXy KokaTa. He nmpunaraiite nepopaiHo wiv HapeHTEPAIHO.
He npunaraiite BbpXy MOKpa KO3HHA.

[TazeTe TpeTUpaHUTE )KUBOTHU Aajieyd OT OTKPUT MJIaMbK U JPyTy U3TOUHHUIIM Ha 3allajiBaHe Haii-
Manko 30 MUHYTH, WM JOKaTO KO3MHATa U3CHhXHE.
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CHCQI/I&HHI/I npeanasHy MCPKH 3a Jiniara, npujaraiii BETCPpUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
JKUBOTHHUTE:

HpOI[yKT’I)T € CHJIHO 3aIlaJIuM. C’bXpaHHBaﬁTe Aajiey OT TOIUIMHHU U3TOYHUIIU, UCKPH, OTKPHUT IJIaMBbK
WJIN JpYyTU U3TOUYHHIHN HAa BB3IJIAMCHABAHC.

IIpoaykThT € mpas3Her 3a KokaTa u ounte. He myrere, He sDKTe W He MANTE, TOKATO pabOTHUTE C
MPOAYKTA.

W3wmmwiite priete cu cief ynorpebda. OTMuiiTe He3a0aBHO ChC CallyH U BOJIA TOMAIHAINS BEPXY
Ko)kaTa mpoaykr. [lpu cimydaiiHo nomasaHe Ha MPOAYKTa B OUUTE, Aa CE U3MUST He3a0aBHO OUMTE C
BOJIa M Ja C€ MOThPCH He3a0aBHO MEIUIIMHCKY ChBET, KaTO Ha JIeKapsl ce Mpel0oCTaBH JUCTOBKATA HIIH
eTHKeTa Ha TPOIYKTa.

N30srBaiiTe qUpPEKTEH KOHTAKT C TPETHPAHOTO KUBOTHO JI0 U3CHXBAHE HA MACTOTO Ha MPUIIOKEHUE. B
JIEHs Ha TPETUPAHETO Ma3eTe Jielara Aajiey OT TPETUPAHUTE JKUBOTHU U HE TO3BOJISIBAMTE Ha
’KMBOTHHMTE JIa CIIST ChC CTOMAHUTE, 0COOEHO C Aelara B CEMEHCTBOTO. M3I1013BaHUTE IIUIIETH J1a CE
YHUIIOKAT He3a0aBHO | J]a ce AbPIKaT Jajied OT MorJie/ia U Ha HeJOCTHITHH 3a Jiella MecTa.

Xopa ¢ 4yBCTBUTEIHA KOKa WJIH C YCTAHOBEHA CBPBXUYBCTBUTEITHOCT KbM MPOAYKTU OT TO3U BH/I,
Tps0Ba Ja MpUIaraT BeTePUHAPHOMEIUIIMHCKUS TIPOIYKT C MTOBUIIIEHO BHUMAaHHE.

BpemeHHOCT:
Moske 1a ce M3M0I3Ba Ipyu OPEMEHHH KOTKH M Ky4eTa.

JlakTanus.
Moske f1a ce U3IMoII3Ba P KbPMEITH KOTKU U KydeTa.

DepTUInTeT:
Moske f1a ce u3IMoII3Ba MU Ky4yeTa M KOTKH 3a Pa3IuIo/.

BsanMoielicTBre ¢ Ipyru BETEpUHAPHOMEIULIMHCKH IIPOAYKTH U APYTHA GOPMH HA B3aMMOJIEHCTBHE:
He ca u3BectHHU.

IIpeno3upane (CAMITOMH, COEITHU MEPKH, aHTUIOTH):

He ca naOmronaBany HeGnaronpusTHY peakLyy ciiex npuwiarane Ha 10 mbTH mo-BUCOKa OT
npernopbyuBaHaTa jo3a. Selamectin e npusaran B 703a, HaBHIIaBaIa 3 MHTH MPENOPbHYBAHATA [IPU
KOTKH U Ky4eTa, OIapa3suTeHH ¢ Bb3PACTHU AUPOHUIapUH, IPU KOETO He ca HabJIo1aBaHu
HeOnaronpusaTHH peakuun. Selamectin e npunaras B 103a, HaJBUIIABAIIA 3 TBTH MIPENIOPbYBAHATA
NIPY MBXKKH U )KEHCKH KOTKH U Ky4YeTa B pelpolyKTHBHA Bb3PAcT, B TOBA YHCIIO OPEMEHHH KHBOTHU U
JKUBOTHH, KbPMEIIN MAJIKUTE CH, U 5 ITbTH HaJ| IPeNopbyYBaHaTa J03a MpH KydeTa oT MopoJiaTa Ko,
YyBCTBHUTEIHU KbM IVErMECtin, kaTo He ca HaOJIr0JaBaH! HEOIArONPHATHN PEAKIIUH.

OCHOBHH HECHBMECTHMOCTH:
He e npunoxxumo.

Jlpyru npeaynpex 1cHus:
He no3BonsiBaiiTe Ha TPETUPAHOTO KUBOTHO /A BJIM3a BB BOJIa ITOHE JIBA Yaca Clie] IPUIaraHeTo Ha
MPOAYKTA.

13. CHELIMAJIHU MEPKHU 3A YHUILIOXKABAHE HA HEU3ITOJI3BAH ITPOAYKT
NJIN OCTATHLHU OT HEI'O, AKO UMA TAKHUBA

BMII He TpsiOBa 1a ObJaT M3XBBPISHU Ype3 OTHAIHU BOJIH.

Selamectin moxxe 1a okaxxe HeOIArONPUATHO BB3ACHCTBUE BHPXY PUOUTE WM HIKOU BOJIOHU
OpTraHU3MH C KOUTO CE€ XPaHSIT.

OmakoBKHTE ¥ OCTaTHIHOTO ChIBPKaHUE TPSIOBA J1a C€ M3XBBHPIIAT 3a€THO ChC CHOpaHUTE OMTOBH
OTIAJTBIIN, 32 JIa CE M30ETHE 3aMbPCSIBaHE HA BOJIHU OaceiiHu.
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14, JATATA HA HIOCJVIEAHATA PEJAKILHUS HA TEKCTA

[MToapo6Ha nHdOpMaIKs 32 TO3H BETEPUHAPHOMEIMIIMHCKH MTPOLYKT MOKE J]a HAMEPUTE Ha HHTEPHET
cTpanunaTa Ha EBponeiickaTa Arenus mo Jlekapcrsara http://www.ema.europa.eu/.

15. JOHIBJHUTEJHA UH®OPMAIIUA

[IpoayKThT ce mpejiara B ONAaKOBKY OT TPY MUIMETH (BCHYKY KOHIICHTPAIIMHU ), ECT MUTIETH (BCUYKU
KOHIICHTpAIIWH, ¢ U3KIroueHre Ha 15 mg selamectin) wnu netHageceT nmunetu (camo 15 mg).

3, 6 m 15 nuneT B OTACITHA OTIAKOBKH OT ()OJIMO, B paMKHTE Ha BHHIITHATA OITAKOBKa.

He Bcuuku pa3Mepu Ha OlakoBKaTa Morar ja ObJIaT MpeJiaraHy Ha masapa.

3a Bcsika nH(pOpManys OTHOCHO TO3U BETEPUHAPHOMEIULIMHCKH IPOIYKT, MOJISI CBBPIXKETE CE C
TEPUTOPHUATHHS IPEICTABUTEI Ha IPUTEKATENSI Ha JIULIEH3a 3a yHIoTpeoa.
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Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Peny06iuka boarapus
"ASKLEP - PHARMA" Ltd.,
zh.k. Lyulin - 7, bl. 711A, shop 3,
Sofia,

Republic of Bulgaria

Ceska republika
Orion Pharma s.r.o.
Budg&jovicka Alej
Antala StaSka 2027/77,
Praha 4 — Kr¢,

140 00, CR

Tel: +420 234 703 305

Danmark
Orion Pharma Animal Health,

@restads Boulevard 73,

2300 Kgbenhavn S
TIf: 86 14 00 00

Deutschland

alfavet Tierarzneimittel GmbH
Leinestr. 32, 24539 Neumuinster
Germany

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

EAMGdo

Neocell E.IT.E.

100 yAp. EBvikng Odo0 AOnvav- Aopiog
14451 Metapudopemon, Adnva,

Tel: 210 2844333

Espafia

Fatro Ibérica S.L.
Constitucion 1, P.B. 3
08960 Sant Just Desvern
(Barcelona) Espana
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Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Magyarorszag
Orion Pharma Kft.
Pap Karoly u. 4-6.,
1139 Budapest,
Hungary

Tel: +36 1 886 3015

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Norge

Orion Pharma AS Animal Health
Postboks 4366 Nydalen

N-0402 Oslo

TIf: +47 40 00 41 90

Osterreich

Richter Pharma AG,
4600 Wels,

Austria

Polska

Orion Pharma Poland Sp. z o.0.
ul. Fabryczna 5A,

00-446 Warszawa,

Poland

Tel: +48 22 833 31 77

Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788



France

Laboratoires Omega Pharma France,
20 rue André Gide - BP 80

92321 Chatillon Cedex,

France

+33 (0)1 5548 18 00

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Simi: + 353 91 841788

Italia

Azienda Terapeutica Italiana A.T.l. s.r.l.
0Ozzano Emilia (BO),

Italia

Kvmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

TnA: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788
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Romaénia

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenské republika
Orion Pharma s.r.o.,
Budéjovicka Alej,
Antala Staska 2027/77,
Praha 4 — Krg,

140 00, CR

Tel: +420 234 703 305

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Puh/Tel: + 353 91 841788

Sverige

Orion Pharma AB, Animal Health
Golfvéagen 2

SE-182 31 Danderyd

Tel: +46 8 623 64 40

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788
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