INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUA ITPOAYKT

Chanhold 15 mg pa3tBop 3a npuiarane BbpXy OrpaHHYEH y4acThK 3a Kydera U KoTku < 2.5 Kg
Chanhold 30 mg pa3tBop 3a npuiarane BbpXy OrpaHHYeH y4acThk 3a Kydera 2.6 — 5.0 kg
Chanhold 45 mg pa3stBop 3a npunarane BbpXy OrpaHHUYEH yUacThK 3a KOTKH 2.6 — 7.5 K(
Chanhold 60 mg pa3tBop 3a npusiarane BbpXy OrpaHU4eH ydacThk 3a Kotk 7.6 — 10.0 Kg
Chanhold 60 mg pa3tBop 3a npuiarane BbpXy orpaHndeH 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 npuiarane BbpXy orpaHudeH y4actbk 3a Kydera 20.1 — 40.0 kg
Chanhold 360 mg pa3tBop 3a mpuiiarane BbpXy OrpaHu4eH y4acThk 3a kyuera 40.1 — 60.0 kg

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika otnenna mosa (munera) Chanhold ceabpika:

AKTHBHA cyOCcTaHUMA:

Chanhold 15 mg 3a ky4era 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% wi/V pazTBOp Selamectin 45 mg
Chanhold 60 mg 3a xkoTkn 6% w/v pasztBOp Selamectin 60 mg
Chanhold 60 mg 3a ky4era 12% wiv paztBop Selamectin 60 mg
Chanhold 120 mg 3a xy4era 12% wiv paztBop Selamectin 120 mg
Chanhold 240 mg 3a xydera 12% wi/v paztBOp Selamectin 240 mg
Chanhold 360 mg 3a xyuera 12% wiv pa3tBOp Selamectin 360 mg
Excunnuentu:

Butylated hydroxytoluene (E321) 0.08%

3a mBIHUSA CIIUCHK HA EKCHUITHEHTHTE, BUXK T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

Pa3TBOp 3a nmpunarane BbpXy OrpaHUYEH YUACTHK.

Buctsp Ge31BeTeH 10 KBITCHUKAB Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 BwuaoBe :KMBOTHH, 32 KOUTO e npeanasnayen BMII

Kyuera u xoTku.

4.2 TepaneBTHYHU NMOKA3aHUS, ONPedeIeHH 32 OTIeJTHUTE BUI0BE KUBOTHH

KoTtkm n ky4era:

o 3a JleueHue U MpeaNa3BaHe OT onapasuTsBaHe ¢ 0bJaxu, npuuraeno ot Ctenocephalides
Spp., B IPOIBIDKEHHE HA €TUH MeCell ClIe]] €THOKPATHO MpuiiaraHe Ha IPOAyKTa, OpaIn

BB3/ICHCTBUETO My BbPXY Bb3PACTHUTE HACEKOMHU, JIApBUTE U siiinaTa. [IpoaykTeT AeiicTBa
BBPXY diiliaTa 3 ceIMUIM cien npuiaraieTo My. IlocpencTBom HaMansiBaHe Ha MOMyJIaUsTa

Ha 6”I>J'IXI/ITG, CIKEMECCYHOTO TPECTHUPAHC Ha 6pCMeHHI/I 1 KbpPMCIIU )KUBOTHHU CBHIIO AOMPHUHACA 3a

IPEa3BaHeTo OT ONapa3UTsABaHEe HA HOBOPOJCHUTE O HABBPIIBAHE Ha CEAEM CEAMUYHA
BB3pacT. [IpoayKThT MOXXeE /1a ce MoI3Ba KaTo 4acT OT JICUEHUETO Ha alepruueH IepMaTHurT,

npudrHeH oT 0baxu. C ASWCTBUETO CH cpelly silaTta u JapBUTe JOMpPHUHACS 32 KOHTPOJIA BEPXY

MOITyJlanuATa Ha OBJIXHTE B OKOJIHATA Cp€aa Ha MecTaTa, 10 KOUTO )XKUBOTHOTO UMa JOCTBII.
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o Ipenna3Bane ot nupodunapuosa, npuuunena ot Dirofilaria immitis, upes exxemeceunoTo
npuiaraHe Ha npoaykra. [IpogyKkTsT e 6e30naceH 1 MOXKe Jia ce IpHiiara pu >XMBOTHH,
3apa3eHH ¢ Bb3PAaCTHU JUPOPHUIAPHHU, BBIIPEKH TOBA € MIPEHOPBYUTEIHO, B CHOTBETCTBHE C
no0para BeTepHHAPHOMEIUIIMHCKA MTPAKTHKA, BCHYKH )KUBOTHH, Ha BB3pacT HaJl 6 Mecella,
KUBECILY B CTPAHUTE, B KOUTO ce HaOJII0/1aBa pa3poCTpaHeHUE Ha TE3H Iapas3uTH, Ja ce
U3CJIe/BaT 32 HAJIMYKE HAa Bb3PACTHH AUPODUIAPHUH NIPEH A Ce 3al0YHE JICUCHHUE ChC
npoayktsT. [IpenopbuBa ce KyueraTa ja ce u3cieBaT NePUOAMYHO 32 3apa3siBaHe ¢
nupoduiiaprosa, KaTo BakHa 4acT OT NMPpoQuIIaKTUKATa CPelLy pa3pOCTPaHEHHETO Ha
nupoduiaprosara, 10pU U IPU €KEMECEYHO TNPHIaraHe Ha npoaykra. [IpogyKTsT He e
edukacen npu Bb3pactHu D. immitis.

o Jleuenne Ha ymna kpacra (Otodectes cynotis).

Korku:

o Jleuenwue Ha omapasutsaBane ¢ Boinku (Felicola subrostratus)

o Jleyenue Ha onapasuTsBaHe ¢ Bb3pacTHH riucTu (Toxocara cati)

o Jleyenue Ha onapasuTsBaHe ¢ Bb3pacTHH aHkuioctomu (Ancylostoma tubaeforme).
Kyuera:

o Jleuenue Ha omapasutsBane ¢ Bbiiku (Trichodectes canis)

. Jleyenue Ha capkomnTo3a (Sarcoptes scabiei)

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

4.3 TIlpoTuBomoKka3zaHus

[la He ce M3MOI3Ba MPH )KUBOTHHU HA BB3pacT NOJ 6 CEAMUIIH.

Jla He ce M3MoII3Ba MPH KOTKH, CTPAIAIIN OT CHITBTCTBAIIN 3a00IABaHHS HIIM TaKWBa, KOUTO Ca
W3TOIIEHU M HEJOXpaHEeHHM (3a PbCTa M Bh3PaCTTa CH).

[la He ce U3MOI3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMS WIM KbM HSAKOH OT
CKCIIMITHEHTHUTE.

44 CneuuanHu mpeana3Hu MePKH 32 BCEKH BH] ;KMBOTHH, 32 KOUTO e npeaHasHadyen BMII

JKuBoTHHTE MOTAT J1a ce KBIIAT 2 Yaca cje]| TpeTUpaHe ¢ POoJIyKTa, 6e3 ToBa Ja JoBeAe 10
HaMaJIsIBaHe Ha €(DEeKTHBHOCTTA.

[la He ce mputara npu )KUBOTHU C MOKpa KO3MHA. BhIpeku ToBa MOKPEHETO Ha )KOBOTHOTO WIIH
MPUJIAraHeTo Ha MIaMIIOaH 2 yaca WM TIOBeYe Clie]l TPETHPAHETO, He HaMallsiBa e)UKacCHOCTTa Ha
MPOJIYKTA.

[Ipu Tpetupane cpemry yiiHa Kpacrta, He puiaraiiTe MpoayKTa JUPEKTHO B YIITHUS KaHA.

BaxxHo € a mpuiIoKuTe JJ03aTa Taka, KaKTo € YKa3aHo, 3a JIa CBEeJeTe JI0 MUHIMYM KOJIMYeCTBOTO,
KOETO JKHBOTHOTO MOKE J1a M30rKe. AKO Ob1e N30 IM3aH0 TOJISIMO KOJTHYECTBO OT MPOIYyKTa, TIPH
KOTKHTE MOXKeE J]a ce HabJoJaBa MOBUIIICHO CIFOHOOT/CISHE.

45 CheunuajJHu npeana3sHu MepKH Mpu ynorpeda
CrienmanHy IpeIna3Hi MEPKH 3a )KMBOTHHUTE MPH YIIOTpebaTa Ha MPOAYKTa

To3u BCTCPUHAPHOMCIUIIMHCKHU MTPOAYKT CC IMpUJiara CaMo BbpPXY KOKarta. He nplzmaraﬁTe mpoayKTa
MEpOopaIHO WIHN MMAPCHTCPATHO.

TpeTI/IpaHI/ITe JKMBOTHH 1a CE€ OABPXKAT JaJI€Y OT OI'bH U APYTH U3TOYHHUIHN HAa BLE3IJIaMCHABAHE Haii-
manko 30 MHHYTHU WJIN 010 U3CHbXBAHC HA KO3UHATA.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUIiaTa, Impujaaraimy BETCPUHAPHOMCANNHWHCKHS NIPOAYKT Ha
KHUBOTHUTC




HpOI[YI(TbT € CHJIHO 3aImajiiM, CBXpaHHBaﬁTC Aaji€q OT TOIUIMHHU U3TOYHUIIU, NCKPH, OTKPUT IIJIAMBK
WU JPYTH U3TOYHHUIN HAa BB3IIJIAaMCHABAHE.

[IpoaykThT € nmpa3Heln 3a Koxkara u ounte. He mymiere, He shKTE M HE TIHIATE JIOKAaTO pabOTHTE C
MPOAYKTA.

Wzmuiite pruere cu ciiex ynorpeda. OTmuiitTe He3a0aBHO ChC CallyH U BOZAA NOMAJHAINS BEPXY
KokaTa mpoaykT. [Ipu cinydaiiHo nomnajiane Ha MPOAYKTa B OUUTE, JIa Ce U3MUST He3abaBHO OUHTE C
BOJIa U JIa C€ NOThPCU HE3a0aBHO MEAUIIMHCKU ChBET, KaTO Ha JIeKapsl ce IPeoCcTaBy JIMCTOBKAaTa WU
€THKETa Ha IPOAYKTa.

N30sarBaiiTe TUpeKTEeH KOHTAKT C TPETHPAHOTO KUBOTHO JI0 U3ChXBaHE HA MICTOTO Ha MpHiiokeHue. B
JIeHs Ha TPETUPAHETO Ma3eTe AenaTa Jajued OT TPETUPAaHUTE KUBOTHHU M HE TI03BOJISIBAlTE Ha
KUBOTHHTE JIa CIISIT ChC CTONAHUTE, 0OCOOEHO C JeraTa B CeMEeHCTBOTO. M3mon3BanuTe NumneTy aa ce
YHUIIIOXKAT He3a0aBHO M J1a ce IbprKaT Aajied OT IOIJIela U Ha HEJOCTHIIHY 3a Jela MecTa.

Xopa ¢ 4yBCTBUTEIHA KOXKAa WM C YCTAHOBEHA CBPBXUYBCTBUTEIHOCT KbM MPOTYKTH OT TO3HU BUI,
TpsiOBa Jja mpularat BeTepUHAPHOMEIUIIMHCKUS TPOIYKT C MOBUILIEHO BHUMAaHHE.

Jpyru npennasHu Mepku
He no3BonsiBaiiTe Ha TPETUPAHOTO >KMBOTHO /1A BIIM3a BbB BOJIa ITOHE JIBA Yaca CJie] IpuiaraHeTo Ha
MPOAYKTA.

4.6 HeOnaronpusiTHU peakuuu (41eCTOTA U BA5KHOCT)

[Ipu npunarase Ha BeTEpUHAPHOMETUITTHCKIS TPOIYKT BHPXY KOTKH B MHOTO PENIKH CIydan MOXKE Ja
ce Ha0ro/1aBa JieKa, BpEMEHHA aJIONelHsl Ha MSCTOTO Ha MPUWIOKEHUE. B MHOTO pefiku cirydan Moxe
Jla ce HaOJIr0aBa v JIOKAITHO Bh3MaJCHHEe. AJIONENUsATa U Bh3MIaJICHHETO OOMKHOBEHO N34ue3BaT 0e3
HaMeca, HO B HAKOW CITydad MOXKE JIa CE TPUIIOKHA CUMITTOMATHYHO JICUEHUE.

Axo 6’1;,[[6 H30JIM3aHO TOJISIMO KOJIMUECTBO OT MIpOoAYyKTa, MPU KOTKUTEC MOKEC a CC Ha6J'IIOZ[aBa
IIOBHUIICHO CIIFOHOOTICIISTHE.

B penku cnyuu cnep mpuiarane Ha MpoLyKTa MOXKe Aa ce HabJio1aBa BpEeMEHHO CIUTbCTSBAaHE Ha
KO3WHATa Ha MSCTOTO Ha MPHUJIOKESHUE W/MIIH TIOSBA Ha MaJIKO KOJIMYeCTBO Os1 pax. Tosa e
HOPMAJTHO ¥ OOMKHOBEHO M34e3Ba JIo 24 yaca clie]l TPETUPAHETO, KaTO He OKa3Ba BIUSHUE BBPXY
0e30macHOCTTa WK €PUKACHOCTTAa HA BETEPUHAPHOMEIUIIMHCKHUS IPOIYKT.

MHoro PAAKO, KAKTO M IMPU OCTAHAJINTC MAKPOLUKIIMYHHA JIAKTOHH, 06paTI/IMI/I HEBPOJIOrMYHU
MIpU3HalH, BKIIFOYUTEIHO MMpUNaabUn, MOrat Jia ce Ha6J'IIO,Z[aBaT CIICL yHOTpeGaTa Ha
BCTCPUHAPHOMCIUTTUHCKHUA NPOAYKT IIPU KyHU€Ta U KOTKHU.

YecroTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE OIIPEAEIs Upe3 ClIeHaTa KiIacu(UKaIH:

- MHOTO yecTu (moBede oT 1 Ha 10 TpeTupaH# )KUBOTHH, IPOSIBABALIN HEOIArONPUSTHA PEAKIMH)

- yecTH (moseue oT 1, HO mo-mainko ot 10 xuBoTHH Ha 100 TpeTupaHu )KUBOTHH)

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

- peaku (moBede ot 1, Ho mo-manko ot 10 xuBoTHHN Ha 10,000 TpeTupaHu >KUBOTHH)

- MHOTO pefku (mo-manko oT 1 sxuBoTHO Ha 10,000 TpeTnpann KUBOTHH, BKIIFOUUTEITHO H30JIUPAHU
CHOOILICHNS).

4.7 Ynorpe6a mo BpeMe Ha OpeMEHHOCT, JJAKTAIUs WIH sliilleHOCeHe

HpOI[yKT'bT MOJKE Jia C€ U3I0JI3Ba IIPU J)KUBOTHU B PECIPOAYKTHBHA Bb3pacCT, 6pCMCHHI/I 1 JIaKTUpaIlnu
KOTKHU U Ky4€Ta.

4.8 BzaumopneiicTBHE ¢ APYTH BeTePUHAPHOMEIUIMHCKH MPOAYKTH U APYru (popmu HA
B3auMo/eiicTBHe



He ca u3BecTHH.

4.9

Jo3a 1 HAYMH HA TPWJIOKEHHEe

IIpoayKThT Ce mpuiIara ¢ €IHOKPaTHO HAaHACAHE Ha eIMHUYHA J03a, Chabpskaria 6 mg/kg selamectin.
Koraro enHO )HBOTHO TpsiOBa Jla ce TPETHPA 3a Pa3IMYHH BUJIOBE OTIAPA3UTIABAHUS WM UHBA3HH, CE
npuiiara €HOKPaTHO CaMo MPENopbYaHKst BETEPUHAPHOMEAUIIMHCKH POIYKT B 7103a oT 6 mg/Kg.
ChoTBeTHATA POIBIDKUTEITHOCT HA Kypca Ha JICYCHUE 3a PAa3IMYHKUTE BHIOBE MIAPA3UTH € TOCOYEHA

O-TT0JTy.

HpI/IJ'IO)KeHI/Ie B CbOTBCTCTBHUEC C Ta6m/1uaTa:

Korku NMPOAYKT IIpunoxen Konuentpauus | Ilpusoxkeno
(kg) selamectin B | (mg/ml) KOJIN4ecTBO (00em
mg Ha nunerara- B ml)
<25 1 mumera Chanhold 15 mg 3a xotkn | 15 60 0,25
u kyueta < 2,5 Kg
26-75 1 muneta Chanhold 45 mg 3a kotkn | 45 60 0,75
2,6-7,5 kg
7,6-10,0 1 muniera Chanhold 60 mg 3a kotku | 60 60 1,0
7,6-10,0 kg
>10 CrorsetHata | 60 CroTBeTHATA
KOMOWHAIUS KOMOWHAIUS OT
OT MHIETH MUIECTH
Kyuera NMPOAYKT IIpunoxen Konuentpauus | IlpusoxkeHo
(kg) selamectin B | (mg/ml) KOJIN4ecTBO (00em
mg Ha nunerara- B ml)
<25 1 munera Chanhold 15 mg 3a xotkn | 15 60 0,25
u Kyuera < 2,5 kg
2,6-50 1 muneta Chanhold 30 mg 3a kyuyera | 30 120 0,25
2,6-5,0 kg
5,1- 10,0 1 muniera Chanhold 60 mg 3a kyuera | 60 120 0,5
5,1-10,0 kg
10,1-20,0 | I munera Chanhold 120 mg 3a 120 120 1,0
kyuera 10,1-20,0 kg
20,1-40,0 | 1 mumera Chanhold 240 mg 3a 240 120 2,0
kyuera 20,1-40,0 kg
40,1 -60,0 | 1 munera Chanhold 360 mg 3a 360 120 3,0
kyuera 40,1-60,0 kg
> 60 CrnorsetnHarta | 60/120 CpoTBeTHATA
KOMOUWHALUSA KOMOHWHALUS OT
OT TIHIETH MTUIIETH

JleueHne u npeanaspaHe 0T ONAPA3UTABAHE ¢ ObJIXU (KOTKU H Ky4eTa)
Cren npunarase, BETEpHHAPHOMEIUIIMHCKUST MPOJTYKT YHUIIIOKABA Bh3PACTHUTE OBJIXH, CIIAPA
MIPOM3BOACTBOTO Ha KU3HECTIOCOOHU SHIIa U YHHIIIOKABa JIApBHUTE (KOUTO C€ HAMHpPAT CaMo B
OKOJTHATa cpena). ToBa crupa penpoayKIHsITa Ha OBJIXUTE, TPEKbCBA )KU3HCHHUAT UM KB H
JIOTIpUHACS 32 KOHTPOJIA HA TIOMYJIalusATa Ha OBJIXUTE B 3200MKAIISIIATA CPeJla U MeCcTara JIo KOUTO
’KHBOTHOTO UMa JOCTBII.

3a npeamnasBale OT onapasuTsaBaHEC C 6"I)J'IXI/I, BCTCPUHAPHOMCIUIHUHCKUAT ITPOAYKT TpH6Ba Ja Cce
Impujiara Ha UHTEpBAJIM OT €AWH MECEL MPE3 CE3OHUTE, ITPE3 KOUTO MMaA OIMMaCHOCT OT TaKOBa
OMapasuTAaBaHC, KAaTO CC 3allIOYHC CIUH MCCCI] IIPpCaAn OBJIXHTE Ja CTaHAaT aKTHBHH. HOCpe}ICTBOM
PEAYHUPAHCTO HA NOITyJIalATa Ha 6’I>J'IXI/ITC, CIKEMCCCYHOTO TPECTHUPAHC HA 6peMeHHI/IT€ " KbpMCIIH




JKMBOTHMH 1€ JOIIPUHECE 3a NPCANAa3BaHETO HA HOBOPOACHHUTE OT OIlapa3vuTABAaHE 10 HABBPIIBAHETO
UM Ha CEAEM CCAMHUYHA Bb3PacCT.

3a yrIOTpe6a Ha BETCPUHAPHOMCAUIUHCKUSA ITPOAYKT KAaTO 4acCT OT neueOHaTa CTpaTerus npu
AJICPIrUiCH ACPMATUT NPUYUHCH OT 6’LJ'IXI/I, Aa CC nmpujiara Ha MCCEUYHU MHTCPBAJIU.

IIpopuiaakTuka Ha fupoduiIapno3a (KOTKHM M Ky4yeTa)

BerepnHapHOMETUIIMHCKUAT IPOAYKT MOJKE J1a Ce MpHJIara LEeJIOrOAMIIHO WIH Hall-MaJKko e1H
Mecell CJIe/I IosiBaTa Ha KOMapy Ha MACTOTO, KOETO JKUBOTHOTO OOHMTaBa, CIe] KOETO NPHIIOKEHUETO €
€XKEMECEYHO 10 Kpas Ha ce30Ha Ha koMapure. IlocnenHaTa no3a ce npuiara eIMH MeCell ClIe]
M34Ye3BaHE Ha KOMapuTe. AKO ce MpOITyCHE NMPUJIAraHeTo Ha 1033 U €THOMECEYHHSI HHTEPBAI MEXIY
no3ute ObJie YABIKEH, TO He3a0aBHOTO NMpHUJIaraHe Ha BETepUHAPHOMEIUIIMHCKUS IPOIYKT U
BBH300HOBSIBAHE HA €KEMECEUYHOTO MpUJIaranHe Ie HaMaJld PUCKa OT MOosBa Ha Bh3PaCTHH
mupodunapun. Koraro 3amensite ¢ apyr npouiiakTH4eH BeTepUHAPHOMEANLIUHCKHA IPOILYKT IPOTHB
aupoduaaprosa B paMKHUTE Ha Ipo(HIaKTUYHA porpamMa MpoTUB AUpoduIIapro3a, MbpBaTa 103a OT
IPOLYyKTa TpsiOBa ca ce IPUIIOKU B PAMKUTE Ha €JIUH Mecell ClIe/l JaBaHe Ha II0CJIeHaTa 1103a OT
IIPEAUILIHUS TPOIYKT.

TpeTupaHe NpOTHB TOKCOKaP03a (KOTKM M Ky4eTa)
[a ce mpunoxu eTMHUYHA 1032 OT BETEPUHAPHOMEIUITUHCKUS TPOIYKT.

TperupaHe NPOTUB ONAPA3UTIBAHE ¢ BbIIKH (KOTKH U Ky4eTa)
Ja ce mpunoxu eIMHUYHA 1032 OT BETEPUHAPHOMEIUIIUHCKUS TPOIYKT.

TperupaHe NPOTUB YIIHU KbpPJIe:KU (KOTKH)
[a ce mpunoxu eIMHUYHA 1032 OT BETEPUHAPHOMEIUIIUHCKUS TPOIYKT.

TperupaHe NPOTUB YIIHU KbPJIe:KU (KydeTa)

[Ipunara ce enHa 1032 OT BETEpUHAPHOMEAULIMHCKHS NPOAyKT. IIpean TpeTupane BbHIIHUAT yILIEH
KaHaJ BHUMaTelnHo ce nmouuctsa. Cnex 30 aHM ce nmpenopbyBa Mperiies OT BETepUHApEH JeKap, Tbi
KaTO HSIKOW )KHUBOTHU MMAT HyX/1a OT BTOPO TPETHUPAHE.

TpeTupaHe NPOTUB AHKWIOCTOMHU (KOTKH)
Ja ce npunoxxu eqUHUYHA 1032 OT BETEPUHAPHOMETUITUHCKHS TIPOAYKT.

JleyeHue Ha capKoOMNTO3a MPH Ky4YeTa.
3a IBJIHOTO YHUIIOXKCHHUE Ha KBPJICKUTE 10 €THA /1032 OT BETCPUHAPHOMETUIIMHCKHS MTPOIYKT CE
TpHJIara B JBa MOCJIEAOBATEITHN Mecela.

MeTtoa 1 HaYMH Ha OPUIOXKEHHE:
[IpunoxeHne BppXy OrpaHHYEH yYacThK.

Hauue Ha npujiokeHue:

U3Banere nunetara Chanhold ot mpeamasnata omakoBka

JpbxTe nuneraTa B U3NPABEHO M1OJIOKEHUE.

Hatuchere TscHaTa yacT Ha MUIeETaTa, 3a 1a CE YBEPHUTE, Y€ ChIbPKAHUETO OCTaBa B OCHOBHATA YacT
Ha nunerata. OT4yneTe Bbpxa.

Paznenere ko3uHaTa Ha JKUBOTHOTO B OCHOBAaTa Ha LIMATA IIPe]l paMEHEeTe, JOKAaTO KoXKaTa CTaHe
BUJMMA.

IlocTtaBere BbpXa Ha MUIETaTa BbPXY KOKaTa M U3CTUCKANTE MUIETaTa HAKOJIKO ITBTH, 32 /1a U3MPA3HU
CBHABPKAHUETO My HAITBIHO M TUPEKTHO BHPXY KOXKaTa Ha €JHO MSICTO.

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

W36srBaiiTe KOHTAKT MEXAY MPOAYKTa U NpbctuTe Bu.



4.10 Ilpeno3upane (CHMITOMH, CIIEIIHU MePKH, AaHTHI0TH), AKO € HE0OX0AUMO

He ca naGmronaBany HeGIaronpusTHU peakUy cliea npuiarane Ha 10 mbTH MO-BHCOKA OT
npernopbyBaHaTa j1o3a. Selamectin e npuiaran B 103a, HaBHUIIaBaIia 3 MbTU MPENOpPbYBAHATA MIPU
KOTKH U Ky4eTa, Ollapa3uTeHH C Bb3PACTHU AUPOPIIApUH, TIPU KOETO HE ca HAOII01aBaHu
HeOusaronpusaTHU peakiun. Selamectin e npuiaran B 103a, HaJBHIIaBalia 3 MbTH MPENOpbhUBaHATA
IPU MBXKH 1 )KEHCKH KOTKH U Ky4YeTa B pepOJyKTUBHA Bb3PAcT, B TOBA YUCIIO OPEMEHHH KUBOTHH U
JKUBOTHU KBPMEIIN MaJIKUTE CH ¥ 5 TbTH HaJ NMPEropbhuBaHaTa 103a Ipy KydeTa OT opoaaTa Koju
YYBCTBHUTEIHHA KbM UBEPMEKHH, KaTO HE ca HAOI0JaBaH! HEOIAarONpHUATHU PEeaKLiH.

4.11 KapeHnrteH cpok

He e npunoxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHYHA rPyMa: MPOTUBOMAPA3UTHH MPOTYKTH, HMHCEKTUIIM/IN U PETETICHTH,
MaKpOLUKINYHU JIAKTOHU
Berepunapnomenunmackn Anatomo-TepamneBrnder Kog: QP54AA05

5.1 ®apMakoaAMHAMMYHH CBOICTBA

CenaMeKTHHBT € IMOyCUHTETUYIHO CheANHEHNE OT TpyIaTa Ha aBepMeKTHHUTE. CeTaMeKTHHBT
napanu3upa Wi yorBa IUPOK JUana3oH 0e3rpbOHaYHN Tapa3uTy IOCPEACTBOM HapyllaBaHe Ha
MIPOBOIMMOCTTA Ha XJIOPHU HOHHU, KOETO OT CBOSI CTpaHa pa3cTpoiiBa HOpMaaHaTa HEBPOTPAHCMUCHSL.
ToBa nHXHOMpA eNeKTpUIecKaTa aKTHBHOCT Ha HEPBHUTE KJIETKH HA KPBIIIMTE YEPBEH U MYCKYITHHUTE
KJIETKW Ha WIEHECTOHOTUTE, KOETO BOJIHU JIO TSIXHATA Mapain3a u/iid CMBPT.

CenlaMeKTUHBT YHHUIIIO)KAaBa Bb3PAaCTHUTE OBJIXH, JTapBUTE U siiaTa uM. [1o To31 HaunH TOM
e(hMKacHO MPEeKhCBA KUZHEHHS UM ITUKBJI KaTO YOWBa B3PACTHHUTE Mapa3uTH (BbPXY KUBOTHOTO),
NpeOoTBpaTIBa U3JIONBAHETO Ha siiaTa (BbpXY )KUBOTHOTO M B OKOJIHATA Cpea) ¥ KaTo youBa
napBuTe (caMo B OKoNHaTa cpefa). [lagHanuTte TIOCIMYKHN KOXKa, KOCMH U IPYTH OTHaIbIH Ha
KMBOTHO, TPETHPAHO ChC CEIAMEKTHH yOHUBAaT JapBHUTE U AHIaTa, KOUTO HE ca OMIIM N3JI0KEHN Ha
BB3ACHCTBUETO HA CETAMEKTHH U 10 TO3H HAUYMH MPOAYKTHT AONPHHACS 32 KOHTPOJIA Ha MOIMyJIAHITa
Ha OBJIXUTE B MecTaTa 0 KOUTO )KUBOTHOTO UMa JOCTBHII.

JleficTBa IpOTHB JTapBUTE HA TUPODIIAPHSL.



5.2 ®dapMaKOKMHETHYHH 0COOEHOCTH

Crnen mpuiiarase B OrpaHUYeH yYacThK, CETAMEKTUHBT Ce pe30pOupa OT KoKara, KaTo MaKCUMaJTHATa
KOHIICHTpAII¥s B IJIa3MaTa Clie]l IpUIaraHeTo Ha MPOAYKTa ce TOCTUTA Ciell OKoJo 1 JeH mpu
KOTKHUTE U 3 THU IpH KyderaTta. Ciex KaTo ce pe3opoupa OT Ko)KaTa, CEIAaMEKTHHBT C€ Pa3Ipeneis
IMIOCTENEHHO 1 0aBHO ce CJIIMMUHHDPA B IJIa3MaTa, KaKTO € BUIHO OT OTKPUBAEMHUTE B IJIa3MarTa
KOHIICHTpAIINH MTPH Ky4eTa U KOTKH Ha 30-THus JIeH CJie]] JIOKAIHOTO MPUIIOKEHUE Ha eHa J103a 6
mg/Kg. [TpoabDKUTEIIHOTO MPUCHCTBHE M OaBHATA EIIMMHUHAIINS HA CEJIAMEKTHH B IIa3MaTa ce
OTIpezesisi M OT IBJITHS IIEPHOJ Ha TIOMY>KUBOT OT § THU MPH KOTKHUTE U 11 1HU mpH KydeTara.
[IpoabIKUTETHOTO MPUCHCTBUE HA CEIAMEKTHH B IUIa3MaTa | JIMICaTa Ha MOBUIIEH METa00IH3bM
OCHTYpSIBaT TeparieBTHYHA KOHIISHTPAIUS Ha CEIaMEKTHH B MPOIBIDKEHIE HA TSNS TIEPUO/T 10
mpuiiarane Ha HoBa j03a (30 mun).

6. DAPMAIIEBTUYHU OCOBEHOCTH

6.1 CnmchbK HA eKCUHUNIUEHTHTE

Butylated hydroxytoluene (E321).

Dipropylene glycol methyl ether

Isopropyl alcohol

6.2 OCHOBHHM HECHBMECTHUMOCTH

He e npunoxumo.

6.3 Cpok Ha TOTHOCT

Cpok Ha TOZJHOCT Ha KpaiHus BeTepUHAPHOMEAUIIMHCKH POIYKT: 3 TOAMHU

6.4. CrnemuaJHM ycJI0BHS 32 ChbXpaHeHHE HA MPOIYKTA

To3u BeTeprUHAPHOMEANIIMHCKH MTPOAYKT HE M3UCKBA HUKAKBYU CICIIMATHY YCIOBHS 32 ChXpaHCHUE,
6.5 Buja u ¢chcTaB Ha MBPBUYHATA ONAKOBKA

BerepuHapHOMETUIIMHCKHUAT IPOAYKT € TMPEACTaBeH B OsJIa mIacTMacoBa nureTa, o0pa3yBaHa OT
CJIOH OT TIOJHUIPONHJICH / IUKIMYeH 0JIe(PHHOB CHITOINMED / TOTUTIPOTIHIIEH ChC CIION OT MOJINETHIICH
/ €TUIJICH BUHUII AJIKOXOJT / TIOJTUCTHIICH.

IIpoayKThT ce mpensara B ONMAKOBKH OT TPY MUMETH (BCHYKH KOHIIEHTPAIINHN), IECT MUATIETH (BCUIKH
KOHIICHTpAINH, ¢ U3KJTIOUEHHE Ha 15 Mg cemaMeKkTHH) Win meTHaaeceT nunetH (camo 15 mg).

3, 6 u 15 nuneTy B OTACITHU ONIAKOBKHU OT ()OJIMO B PAMKHUTE HAa BBHHIITHATA OITAKOBKA.

He Bcuuku pasMepn Ha OmmakoBKaTa Morar fia Ob/IaT MpeAsiarany Ha masapa.

6.6 CrhenuajJHM MepPKH 32 YHHI0:KABAHE HA HEM3MOI3BAaH MPOAYKT WJIH OCTATHIH OT HEro

Bcekn Hen3non3BaH BETEpHHAPHOMEIUIIMHCKH MMPOYKT WJIM OCTAaTHITH OT HETO TpsiOBa na ObaaT
YHUIIOKEHU B CHOTBETCTBHUE C U3UCKBAHUITA HA MECTHOTO 3aKOHOJATENICTBO.

Chanhold ue TpsibBa 1a Ob/1e U3XBHPJISIH BbB BOJAHU OaceiiHu, Thil KATO TOBA MOXeE J1a Ob/Ie OMACHO 3a
puOH WM IpYTH BOAHU opraHu3Mu. OMakoBKHTE U OCTaTHYHOTO ChABPKAaHKUE TPsOBa 1a ce
U3XBBPIIAT 3a€HO ChC ChOpaHUTE OMTOBU OTIAIBIIM, 32 JIa c€ M30eTHe 3aMbpPCSIBaHE HA BOIHH
OaceiHu.

7. HPUTEXATEJI 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 TbPBOTO U3JABAHE/IIOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TBPBOTO M37[aBaHe Ha JIKIEH3 3a yroTpeba: 17/04/2019

10. [JATA HA NOCJIEJHATA PEJAKLUSI HA TEKCTA

[Moxpo6Ha nH(OpPMAIHS 33 TO3H MPOLYKT MOXKE J]a HAMEPUTE HA HHTEPHET CTPAHMIIATa Ha
EBponeiickara Arenius 1o Jlekapctsara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE NW/UJIN YIIOTPEBA

He e mpunoxumo.


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

HNPUJIOKEHHUE 11
IMPOU3BOJAUTEJI, OTTOBOPEH 3A OCBOBOXKJIABAHE HA ITAPTUIATA

YCJOBUA NI OTPAHUYEHMUSA B JIMIHEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE JO NPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJACOK

APYI'U YCJIOBUSA N UBNCKBAHUSA KBbM JIMLHEH3A 3A YIIOTPEBA
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A.  NPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXJABAHE HA ITAPTUJIATA

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 34 0CB060)KI[3B3HCTO Ha NapTHUAUTEC 3a r[poaa>K6a

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

b. YCJIOBUsA NN OI'PAHUYEHUA B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE JO INPEJJATAHETO NJIK YIIOTPEBATA MY

213 C€ OTITyCKa CaMO IIO JICKApPCKO MpEAITMCaHunE.

B. CTATYC HA MJCOK

He e npunoxxumo.

r. JAPYI'M YCJIOBHUA U N3UCKBAHUSA KbM JIMLEH3A 3A YIIOTPEBA
CrenuuaHr M3UCKBaHUS KbM (apMaKoJIOTHyHaTa OUTEIHOCT:

HukbabT 32 MOaBaHe HA IeprOAWYHATE AoKIaan 3a 6e3onacHocT (I1/1b) ce cuaxponusupa u
MIPEJICTABS 110 €JIHO U CHIIO BpeMe KaTo peh)epeHTHUS IPOIYKT.

11



IPUJIOKEHMUE 111

ETUKET U JINCTOBKA
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A. ETUKET
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OIIAKOBKA

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

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Chanhold 15 mg pa3tBop 3a npuiarane BbpXy OrpaHHYEH y4acThK 3a Kydera U KoTku < 2.5 Kg
Selamectin

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

Selamectin 15 mg

3. DPAPMANEBTUYHA ®OPMA

Pa3TBOp 32 npuiarase BbpXy OrpaHUuEH y4acThK

4. PABMEP HA OITAKOBKATA

3 numeTu
15 nmumnertn

0.25 ml

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kotku u kyuera ¢ TenecHa maca 10 2.5 Kg.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHNE

[IpunoxeHne BbpXy OrpaHAYEH yYacThK.
[Ipenn ynmotpeda mpoyeTH TUCTOBKATA.
N300pakeHnATa ca 3a He3aIbJDKUTETHO BKITIOYBAHE, TPSIOBA J1a ITO3BOJISBA IPOCTPAHCTBOTO

14



| 8. KAPEHTEH CPOK |

‘ 9. CIHEHUAJIHU TPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO |

[penu ynoTpeda mpovYeTH TUCTOBKATA.

10. CPOK HA IOAHOCT

T'ogen mo

11. CHELHAJIHU YCJIOBUS 3A CbXPAHEHHUE

12. CHELIUAJIHU MEPKHU 3A YHUILIOKXABAHE HA HEU3IIOJI3BAH NTPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

VHuIioxaBaHe: IIPpOYCTH JINCTOBKATA.

13. HAAIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJI0OBUSA UK OT'PAHUYEHUA OTHOCHO PABITIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. I[a CC OTITyCKa CaMo II0 JICKapCKO MPECATIMCAHUEC.

14. HAJIIUACHT “IA CE CbXPAHSIBA JIAJIEY OT ITOTJIEJIA U HA HEJJOCTBITHA
3A JEITA MECTA”

I[a CC€ ChbXpaHsBa Oajied OT IIorjieaa 1 Ha HEAOCTBITHU 3a €1a MECTaA.

‘ 15. HUME U IMTOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMLEH3A 3A YIIOTPEBA

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

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

15



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

17.

ITAPTUJIEH HOMEP

Lot

16



HNHO®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIITHATA OIIAKOBKA

ETUKET HA KAPTOHEHATA OITAKOBKA, 30 mg, 60 mg, 120 mg, 240 mg, 360 mg (3 1 6
MMUIETH)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHWHCKUA ITPOAYKT

Chanhold 30 mg pa3stBop 3a npuiarane BbPXy OrpaHHuUeH yuacThK 3a Kydera 2.6 — 5.0 kg
Chanhold 60 mg pa3tBop 3a mpuiarane BbpXy OrpaHHYeH y4acThk 3a Kyuyera 5.1 — 10.0 kg
Chanhold 120 mg pa3TtBop 3a npuiaraie BpXy OrpaHudeH y4acTok 3a kydera 10.1 — 20.0 kg
Chanhold 240 mg pa3tBop 3a npuiaraiHe BbpXy OrpaHiyeH y4acThk 3a kyuera 20.1 — 40.0 kg
Chanhold 360 mg pa3tBop 3a mpumarane BspXy OrpaHH4eH ydacThbk 3a kydera 40.1 — 60.0 kg
Selamectin

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

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

3. DPAPMANEBTUYHA ®OPMA

Pa3TBOp 3a MpujiaraHe BbpXy OIrpaHUYCH Y4aCThbK

4. PABMEP HA OITAKOBKATA

3 nunetu
6 nuneTn

0.25 ml
0.5 ml
1.0ml
2.0ml
3.0ml

5. BUJOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera ¢ TenecHa 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 ¢ TenecHa maca 40.1 — 60.0 kg.

6. TEPAIIEBTUYHU ITOKA3AHUSA

17



7. METOJA 1 HAYUH HA NTPUJIOKEHUE

[IponosxeHne BbpXy OrpaHHYeH YIacThK.
[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.
UzobpakenusTa ca 3a HE3aABDKUTEIHO BKIIOYBaHE, TPsIOBa /1a TI03BOJISIBA MPOCTPAHCTBOTO

| 8. KAPEHTEH CPOK |

| 9. CHENMAJIHM OPEJIYNPEXKJIEHUS, AKO E HEOBXOJUMO |

Ipenu ynotpeba mpoveTy INCTOBKATA.

10. CPOK HATOJHOCT

T'omen no

11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHELIUAJIHU MEPKHU 3A YHUILIOKXABAHE HA HEU3IIOJ3BAH NPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

VHuIioxaBaHe: IMpOYCTH JIUCTOBKATA.

13. HAAIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJI0OBUSA UK OT'PAHUYEHUA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJIIUACHT “IA CE CbXPAHSIBA JIAJIEY OT ITOTJIEJIA Y HA HEJJOCTBITHU
3A JEITA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjieaa U1 Ha HECAOCTHITHU 3a J€1a MECTA.

15. HUME U ITIOCTOSAHEH AJPEC HA ITPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

18



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. TAPTHJIEH HOMEP

Lot
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

ETUKET HA KAPTOHEHATA OIIAKOBKA, 45 mg, 60 mg (3 U 6 IIUIIETH)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Chanhold 45 mg pa3tBop 3a npuiarase BbpXy OrpaHHYEH y4acThk 3a KOTKH 2.6 — 7.5 kg
Chanhold 60 mg pa3tBop 3a mpuiarane BppXy orpaHHueH yaacThk 3a Kotku 7.6 — 10.0 kg
Selamectin

2. CBAbPKAHUE HA AKTUBHATA CYBCTAHIIMA

Selamectin 45 mg
Selamectin 60 mg

3. DPAPMANEBTUYHA ®OPMA

Pa3TBOp 3a IpujiaraHe BbpXy OIrpaHUYCH Y4aCThbK

4. PABMEP HA OITAKOBKATA

3 nunetu
6 nuneTn

0.75 ml
1.0 ml

5. BUJIOBE )KNUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

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

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

[IpunoxeHne BbpXy OrpaHUYEH yYacThK.
[Tpexn ynorpeba mpoyeT IUCTOBKATA.
UzobpakennsTa ca 3a He3aABLKUTEIHO BKIIOYBAHE, TPsIOBa /1a TI03BOJISIBA MPOCTPAHCTBOTO
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| 8. KAPEHTEH CPOK |

| 9. CHEUMAJIHM OPEJIYNPEXKJIEHUS, AKO E HEOBXOJUMO |

Ipenu ynotpeba mpoyeTy INCTOBKATA.

| 10. CPOK HA FOJIHOCT |

T'omen mo

‘ 11. CHELHAJIHU YCJIOBUS 3A CbXPAHEHHUE |

12. CHEIUAJIHA MEPKHU 3A YHUIIIO’)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIMU OT HEI'O, AKO UMA TAKHUBA

VHuIioxaBaHe: IIPpOYCTH JINCTOBKATA.

13. HAAIIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJI0OBUSA UK OT'PAHUYEHUA OTHOCHO PABITIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJIIUACHT “IA CE CbXPAHSIBA JIAJIEY OT ITOTJIEJIA U HA HEJJOCTBITHA
3A JEITA MECTA”

I[a CC€ ChbXpaHsaBa OaJji€d OT IIorjicaa 1 Ha HECAOCTHITHU 3a A€1a MECTaA.

‘ 15. HUME U IMTOCTOSHEH AJPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

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

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

21



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

| 17,

NAPTUJIEH HOMEP

Lot
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MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

ETHUKET BBPXY ®OJIUOTO, 15 mg, 30 mg, 45 mg, 60 mg, 120 mg, 240 mg, 360 mg

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Chanhold 15 mg pa3TBop 3a npuiarase BbpXy OrpaHWYEH y4acThK 3a Ky4era U KoTku < 2.5 Kg
Chanhold 30 mg pa3tBop 3a mpuiarane BbpXy OrpaHHYCH y4acThk 3a Kyuera 2.6 — 5.0 kg
Chanhold 45 mg pa3tBop 3a mpuiarane BbpXy OrpaHHYEH yIacThKk 3a KOTKH 2.6 — 7.5 Kg
Chanhold 60 mg pa3TBop 3a mpuiarane BbpXy OrpaHHYeH y4acThk 3a koTku 7.6 — 10.0 kg
Chanhold 60 mg pa3tBop 3a mpuarane BbpXy OrpaHHYeH y4acThk 3a Kydyera 5.1 — 10.0 kg
Chanhold 120 mg pa3tBop 3a npuiaraie BbpXy OrpaHiyeH y4acThk 3a kyuera 10.1 — 20.0 kg
Chanhold 240 mg pa3tBop 3a mpuIarane B5pXy orpaHH4eH ydacThk 3a kydera 20.1 — 40.0 kg
Chanhold 360 mg pa3TtBop 3a mpuiaraie BpXy OrpaHu4eH y4acTok 3a kydera 40.1 — 60.0 kg

Selamectin

‘ 2. KOJMYECTBO HA AKTUBHATA CYBCTAHIMA

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

‘ 3. CBIABPKAHUE CITIPAMO MACA, OBEM WJIHW BPOM HA EAMHAYHUTE 103U

‘ 4. HAYYH HA ITPNJIOKEHHNE

[IpunoxeHne BbpXy OrpaHUYEH y4acThK

| 5. KAPEHTEH CPOK

‘ 6. NAPTUJIEH HOMEP

Lot

| 7. CPOK HA TOJHOCT

T'ogen mo

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

23



Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUVHUYHA JO3A

IIunera

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Chanhold 15 mg 7{d
Chanhold 30 mg 7
Chanhold 45 mg 7}
Chanhold 60 mg &
Chanhold 60 mg 7
Chanhold 120 mg ‘ad
Chanhold 240 mg ‘ad
Chanhold 360 mg 74
Selamectin

‘ 2. KOJMYECTBO HA AKTUBHATA CYBCTAHIMA

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

‘ 3. CBIABPKAHUE CIIPAMO MACA, OBEM WJIHW BPOM HA EAMHAYHUTE JI03U

‘ 4. HAYYH HA ITPNJIOKEHHNE

[Ipuno’xeHneBbpXy OrpaHUYEH y9acThK

| 5.  KAPEHTEH CPOK

‘ 6. NAPTUJIEH HOMEP

Lot

| 7. CPOK HA TOJHOCT

T'ogen mo

‘ 8. HAIIMUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

25



Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.
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B. IUCTOBKA
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JIMCTOBKA:
Chanhold pasTBop 3a npuiarane BbpXy orpaHn4eH y4acTbK

1. HUME U IIOCTOSSHEH AAPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

IIpurekaTen Ha TUIIEH3a 32 YIIOTpeOa M IPOU3BOIUTEN, OTTOBOPEH 32 OCBOOOKIaBaHE HA MTAPTH/IATA

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

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUSA ITPOAYKT

Chanhold 15 mg pa3stBop 3a npunarane BbPXy OrpaHHUYEH YUACThK 3a KydeTa U KOTKH < 2.5 K(
Chanhold 30 mg pa3tBop 3a npuiarane BbpXy OrpaHHYeH ydacThk 3a Kydera 2.6 — 5.0 kg
Chanhold 45 mg pasTtBop 3a npunarane BbpXy OrpaHHUYEH y4acThK 3a KOTKH 2.6 — 7.5 K¢
Chanhold 60 mg pa3sTBop 3a npuiaratne BbpXy OrpaHHuYeH yuacThK 3a Kotku 7.6 — 10.0 kg
Chanhold 60 mg pa3tBop 3a npuiiarane BbpXy OrpaHH4eH ydacThk 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 BbpXy orpaHudeH ydactbk 3a Kydera 20.1 — 40.0 kg
Chanhold 360 mg pa3tBop 3a npuiarane BbpXy orpaHu4eH y4acTbk 3a Kydera 40.1 — 60.0 kg

Selamectin

3.

CBbABPKXAHUE HA AKTUBHATA CYBCTAHIIS U EKCHUIIMEHTUTE

Bcesika otaenna mo3a (mumnera) ChIbpxa:

AKTHBHA CyOCTaHIMSA:

Chanhold 15 mg 3a ky4era u KOTKH 6% wi/V pazrBop Selamectin 15 mg
Chanhold 30 mg 3a kyuera 12% wi/v pa3tBOp Selamectin 30 mg
Chanhold 45 mg 3a koTku 6% wi/V paztBop Selamectin 45 mg
Chanhold 60 mg 3a koTku 6% wi/V pazrBop Selamectin 60 mg
Chanhold 60 mg 3a xy4era 12% wi/v pazrBop Selamectin 60 mg
Chanhold 120 mg 3a kyuera 12% wiv pastBop Selamectin 120 mg
Chanhold 240 mg 3a kyuera 12% w/v pa3tBop Selamectin 240 mg
Chanhold 360 mg 3a kyuera 12% w/v pa3tBop Selamectin 360 mg
Excuunuenru:

Butylated hydroxytoluene (E321) 0.08%

BI/ICT'Lp 663LIBCT€H J0 XBJITCHUKAB Pa3TBOP.

4.

TEPAIIEBTUYHU ITOKA3AHUA

Korku u kyuera:

3a JeueHue u nMpeanasBaHe oT onapasuTsBaHe ¢ 0bJaxu, mpuurHeHo ot Ctenocephalides
Spp., B MPOIb/DKEHHE HA €IMH MECEIT CJIe]] €HOKPATHO MpHJIarane Ha MpoayKTa, HOpaan
BB3/ICHCTBHETO My BbPXY Bb3PACTHUTE HACEKOMH, JJAPBUTE U stiitiata. [IpoayKThT aeiicTBa
BBpXY sAiIaTa 3 CEAMMUIM CIIE] IPUIaraneTo My. [locpeacTBoM HaMajsiBaHe Ha MOMyJIalusTa
Ha OBJIXHTE, ©KEMECEYHOTO TPETUPAaHEe Ha OPEMEHHHU U KbPMEIIH KMBOTHH CHIIO JOIPUHACS 32
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Ipea3BaHeTo OT Oapa3UTsABaHE HA HOBOPOJIECHUTE 10 HABbPIIBAHE HA CEleM CEAMUYHA
Bb3pacT. [IpoayKThT MOXKe /1a ce oI3Ba KaTo 4acT OT JIEUCHUETO Ha alepruyueH JIepMaTHurT,
npudrHeH oT 0baxu. C ASWCTBUETO CH CpeLly siuaTa U JapBUTE JONpPUHACS 338 KOHTPOJIA BEPXY
HoIMyJlanysATa Ha OBJIXUTE B OKOJIHATA Cpelia Ha MecTara, 10 KOUTO KMBOTHOTO MMa JIOCTBHII.

o IIpexna3Bane ot Aupoduiaapuo3a npuuraena ot Dirofilaria immitis upes exemeceuno
npunarade. [IpoaykThT ¢ 6e30maceH 1 MOXKe Jia ce MpuIiara MpH )KUBOTHH, OTTAPa3UTEHH C
BB3pacTHHU AUpoduiIapuu. Bernpeku ToBa, € NpenopbYuTesIHO, B CHOTBETCTBHE C 100paTa
BETEPUHAPHOMEIMIIHCKA MTPAKTHKA, BCUYKH )KUBOTHH, HA BH3PACT HaJl 6 Mecela, )KUBECIIH B
CTpaHHTE, B KOUTO Ce HAaOJII0aBa pa3IpOCTpaHEHHE Ha Te3U Mapa3HTH, a Ce U3CIIe/BaT 3a
HaJIMYKe Ha Bb3pacTHU TUpOodUIIapuy PEIn a ce 3aloyvHe JeYeHue ¢ mpoaykra. [Ipenopbusa
ce KyderaTa Jia ce M3CJIeABaT MePUOANYHO 32 OTapa3uTIBaHe ¢ TUPOPUIApUH, KATO BayKHA 4acT
OT NpoMIIAKTUKATA CPELLy PAa3IPOCTPAHEHHETO Ha AUPOGHUIApU03aTa, J0PH U IPH
©KEMECEUHO MpUIaraHe Ha MpoayKTa. BeTepuHapHOMEAUIIMHCKUSAT IPOAYKT He € eprKaceH
npu Be3pactHu D. immitis.

o Jleuenne Ha ymna kpacra (Otodectes cynotis).

Korkn:

o Jleuenne Ha onapasutsaBane ¢ Bbinku (Felicola subrostratus)

o Jleuenue Ha onapa3uTsABaHE ¢ Bb3pacTHU TOKcokapu (Toxocara cati)

. Jleuenre Ha OrapasuTsIBaHE C Bb3PACTHU MACTPOMHTECTHHAIHH aHKIIocToMu (Ancylostoma
tubaeforme).

Kyuera:

o Jleuenwue Ha onapasutsaBane ¢ Boiku (Trichodectes canis)

o Jleuenue Ha capkonTecoBa Kpacra (Sarcoptes scabiei)

. Jleuenune Ha omapasuTsBaHe C Bh3pacTHU ToKcokapu (Toxocara canis).

5. MMPOTUBOITOKA3AHUSA

Jla He ce U3M0M3Ba IIPH )KUBOTHH HA BB3pacT 1moj 6 ceaMuny. Jla He ce M3o3Ba pu KOTKH,
CTpajally OT CHIIBTCTBALIN 3a00JISIBAHMS HJIM TAaKMBA, KOUTO Ca U3TOLICHH M HEJOXPAaHEeHH (3a pbCTa
Y Bb3pacTTa CH).

Jla He ce U3MoM3Ba P CBPHXIYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIUS HJIM KBbM HSKOI OT
SKCLIUITUCHTHUTE.

6. HEBJIATOIIPUATHU PEAKIIMN

[Ipu npunarane Ha BETEpUHAPHOMETUITMHCKYSI IPOIYKT BHPXY KOTKH, B MHOTO PEIIKU CIIydand MOXE
Ila ce HabJro1aBa JIeKa, BpeMeHHa aJIoTeIis Ha MSCTOTO Ha MPUJIoKeHne. B MHOTO peliku ciydan
MOJK€ J1a ce HaOJI0jaBa U JOKAJIHO Bbh3NajeHUe. AJONEHMATA H Bh3IIaJJICHUETO OOMKHOBEHO M34Ue3BaT
0e3 Hameca, HO B HIKOM CITy4ad MOJKE JIa CE MPUIIOKHA CUMIITOMATHYHO JICUCHHE.

AKko 6b1e M30M3aHO TOISIMO KOJIMYECTBO OT MPOAYKTA, TP KOTKATE MOXKeE JIa ce HaboqaBa
MOBUIIIEHO CIFOHOOTEIISIHE.

B penku ciydau, cien npuiiarase Ha poAyKTa, MOXe Jia c€ Ha0JIl01aBa BpEMEHHO CIUIbCTSABAaHE Ha
KO3WHATa Ha MSCTOTO Ha MPHUJIOKEHUE W/MIIH TIOSBA Ha MaJIKO KOJIMYeCTBO Osi pax. Tosa e
HOPMAaJIHO 1 OOMKHOBEHO M34e3Ba 10 24 yaca ciell TPETUPAaHETO, KaTo He OKa3Ba BIUSIHHUE BBPXY
0e30MacHOCTTa WIH ePUKACHOCTTA HA BETEPUHAPHOMETUITMHCKHUS TIPOJTYKT.

Mmnoro PAAKO, KaKTO U MPHU OCTAHAJIINTC MAKPOUUKIINYHU JIAKTOHU, O6paTI/IMH HEBPOJIOTMYHU
Mpu3Hal, BKIIFOYUTCIHO MMpUNaaAbUn, MOratT Jia ¢ Ha6J'IIOI[aBaT CIICL yr[OTpGGaTa Ha

BETEPUHAPHOMEULIMHCKHSI IPOYKT IIPU KydeTa U KOTKU.
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UYecroraTa Ha HEOJIAroNPUATHUTE PEAKLMU CE ONpEelIsl Upe3 cileJHaTa Kiacu(pukanus:

- MHOrO 4ecT (moBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSIBSIBALIM HEOIATOMPUATHH PEAKLIUH 110
BpeMe Ha Kypca Ha €JHO JICUeHHE)

- gectu (mosede oT 1, HO mo-Manko ot 10 xuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He yecTH (moBeyue ot 1, Ho mo-Manko oT 10 xuBotHU Ha 1,000 TpeTHpaHH KUBOTHN)

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

- MHOTO peakH (rmo-Manko ot 1 xxuBotHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIIFOUYUTEITHO N30JIUPAHH
CHOOIIICHHU).

Axko 3a0enexxuTe HIKaKBH HEOIaronpusiTHU PeaKiy, BKIIOYUTEIHO U TAKMBA, KOUTO HE Ca ONHMCAaHH B
Ta3u JIMCTOBKA MJI MUCITUTE, Y€ BETEPUHAPHOMEAUIIMHCKHUS TIPOYKT HE PaOOTH, MOJISI 1A YBEIOMHUTE
Bamms BeTepuHapeH Jiekap.

JombinutenHa nadopmarus

Chanhold e uzmuran npu Hax 100 pas3aunyHy YUCTOKPHBHI M CMECEHH ITOPOIH KyUeTa, B TOBA YUCIIO
ot nopoja Ko, v pr KOTKH OT CMECEHHU MOPOX U 16 YMCTOKPBBHHU MOPOIM KOTKH 0e3 1a ce
HaOrogaBaT HEOIATONIPUATHH PEaKITHH.

7. BUJOBE )KUBOTHUH, 3A KOUTO E NIPEJHA3ZHAYEH BMII

Kotku u xyuera ¢ Tenecna maca 1o 2.5 kg (Chanhold 15 mg pastBop 3a npuiarane BbpXy orpaHH4YeH
y4acThK 3a KOTKH U KyueTa < 2.5 Kg)

Kyuera ¢ Tenecna maca 2.6 kg—5.0 kg (Chanhold 30 mg pastop 3a mpuiarane BbpXy OrpaHuueH
y4uacThK 3a Kydera 2.6-5.0 kg)

Kotku ¢ TenecHa maca 2.6 kg—7.5 kg (Chanhold 45 mg pa3tBop 3a npuiarane BbpXy OrpaHu4eH
y4JacTbk 3a KOoTkH 2.6—7.5 kQ)

Kotkwu ¢ Tenecna maca 7.6 kg—10.0 kg (Chanhold 60 mg pa3tBop 3a npriarane BbpXy OrpaHHYeH
y4dacTbk 3a kotku 7.6-10.0 kg)

Kyuera ¢ Tenecna maca 5.1 kg—10.0 kg (Chanhold 60 mg pa3rBop 3a npuiiarane BbpXy OrpaHH4YeH
yuyacThk 3a Kydera 5.1-10.0 kg)

Kyuera ¢ Tenecuna maca 10.1 kg—20.0 kg (Chanhold 120 mg pastBop 3a mpusiarane BbpXy OrpaHn4eH
y4acTwk 3a kydera 10.1-20.0 kg)

Kyuera ¢ Tenecna maca 20.1 kg—40.0kg (Chanhold 240 mg pa3tBop 3a nmpuiaratne BbpXy OrpaHHUYCH
yuacTbk 3a kydera 20.1-40.0 kg)

Kyuera ¢ TenecHa maca 40.1 kg—60.0 kg (Chanhold 360 mg pa3tBop 3a mpuiiaraie BbpXy OrpaHu4eH
ydacTbk 3a kyuera 40.1-60.0 kg)

8. JO3UPOBKA 3A BCEKHU BUJI ZKUBOTHO, METO/J1 U HAYUH HA TIPUJIATAHE
PasTBOp 32 mpuiiarane BpXy OTpaHUYeH YIaCThK.

Jla ce MPUIIOKK B OCHOBATA HA BpaTa Ipe/l IUICIIKHTE.

IIpoayKTHT Ce mpuiiara ¢ €IHOKPATHO HAHACAHE Ha €IMHUYHA J03a, Chabpskaria 6 mg/kg selamectin.
Koraro eHo KHBOTHO TpsIOBa J1a C€ TPETUPa 3a Pa3InYHK BUI0BE ONAapa3uTABAHUS WK HHBA3HH, CE
npuiiara eHOKPATHO CaMo MPEMOPbYAHHUAT BETEPUHAPHOMETUIIMHCKH TIPOAYKT B 1032 0T 6 mg/kg.
ChoTBeTHATA POIBILKUTETHOCT HA Kypca Ha JICYCHUE 3a PAa3INYHHUTE BHIOBE MIAPA3UTH € TOCOYEHA
0-71011y.
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IIpunoxeHre B CHOTBETCTBHE C Ta0JIMIIATA:

Korkn NPOAYKT Hpunoxen | Konnenrpamus | [Ipuiioxeno
(kg) selamectin B | (mg/ml) KOJIN4ecTBO (00em
mg Ha nunerara- B ml)
<25 1 muniera Chanhold 15 mg 3a kotkn | 15 60 0,25
u kyueta < 2,5 Kg
26-75 1 munetra Chanhold 45 mg 3a kotku | 45 60 0,75
2,6-7,5 kg
7,6 -10,0 1 munera Chanhold 60 mg 3a kotkn | 60 60 1,0
7,6-10,0 kg
> 10 CrotBeTHata | 60 CpoTBeTHATA
KOMOUHALUSA KOMOMHALUS OT
OT TIHIETH MTUIIETH
Kyuera NPOAYKT Hpunoxen | Konnenrpamus | [Ipuiioxeno
(kg) selamectin B | (mg/ml) KOJIH4YecTBO (00eM
mg Ha nunerara- B ml)
<25 1 mumera Chanhold 15 mg 3a xotkn | 15 60 0,25
u Kyuera < 2,5 kg
2,6-50 1 muneta Chanhold 30 mg 3a kyuyera | 30 120 0,25
2,6-5,0 kg
5,1- 10,0 1 muniera Chanhold 60 mg 3a kyuera | 60 120 0,5
5,1-10,0 kg
10,1-20,0 | I munera Chanhold 120 mg 3a 120 120 1,0
kyuera 10,1-20,0 kg
20,1-40,0 | 1 mumera Chanhold 240 mg 3a 240 120 2,0
kyuera 20,1-40,0 kg
40,1 -60,0 | 1 munera Chanhold 360 mg 3a 360 120 3,0
kyuera 40,1-60,0 kg
> 60 Crorsetnarta | 60/120 CpoTBeTHATA
KOMOUWHALUS KOMOMHALUS OT
OT TIHIETH MTUIIETH

JleueHne u npeanasBaHe 0T ONAPaA3UTABaHE ¢ ObJIXU (KOTKU H Ky4eTa)

3a JKMBOTHHM Ha Bb3pacT HaJ 6 Mecena:
CJ'IC,Z[ npuwjiarane, BETCPUHAPHOMECAUIUHCKUAT NPOAYKT YHUIIIOXKABA Bb3PACTHUTC 6’LJ'IXI/I, crvpa
MIPOU3BOJICTBOTO HA KU3HECTIOCOOHM SIIa M YHUIIIOKABA JIAPBUTE (KOUTO C€ HAMHPAT CaMoO B
OKoJIHATa cpena). ToBa crupa penpoayKIUsITa Ha OBJIXUTE, IPEKbCBA KU3HCHHS UM UKD U
JAOMNPHHACA 3a KOHTPOJIa Ha MOITyJIaluiaTa Ha OBJIXHTE B 3aO6I/IKa.]'I$I].LIaTa cpcaa nu Mmecrara, 10 KOUTO
JKHBOTHOTO MMa JOCTBII.

3a mpenrasBaHe OT Ommapa3uTsIBaHe ¢ ObIXU, BETCPUHAPHOMETUITMHCKUAT MIPOAYKT TPIOBa Ja ce
MpUiiara Ha UHTEPBAJIM OT €IUH MECEL] IPE3 CE30HUTE, IIPE3 KOUTO UMa OMACHOCT OT TaKOBa
orapasuTsABaHE, KaToO CE 3all0YHE SIMH MECeIl IPeau OBJIXUTE Ja CTaHAT akTUBHU. [10 TO3M HA4YMH ce
yOHMBaT OBIXHUTE, KOUTO OMAPA3UTABAT )KUBOTHHUTE, HE C€ TIPOM3BEXKIAT )KU3HECIIOCOOHH SHTIa 1
napBuTe (KOUTO C€ OTKPUBAT B OKOJIHATA CPE/a) CHIIO Ce YHUIIIOKABaT. ToBa MPeKhCBa JKU3HEHUS
[IUKBJI HA OBJIXHUTE U MIPEANa3Ba OT HOBO ONapa3uTsIBaHE.

3a ynorpeba Ha BETepHHAPHOMEANLMHCKHS MPOIYKT KaTO 4acT OT jJeyeOHaTa cTpaTerus npu
aJlepruyueH JepMaTUT OT OBJIXH, Ja ce Mpuiara Ha MECEYHN HHTEPBAIH.

TpeTnpaHe Ha 6peMeH}m U KbPpMEIIU )KUBOTHHU 3a MIPEANAasBaHE OT omapasuTsiBaHe C 0bJIXH Ha

31




Ky4YeHIaTa U KOTeHIaTa

[MocpencTBOM pemylMpaHeTo HA OMYJIanuATa Ha OBIIXUTE, E)KEMECEUHOTO TPETUpaHe Ha OpeMEeHHHTE
Y KbpPMEIIH KUBOTHHU II€ JOTIPUHECE 3a MPEANa3BaHEeTO HA HOBOPOJCHUTE OT OMAPa3UTIBAHE 10
HABBPIIBAHE HA 7-CEMHYHA Bb3PACT.

IIpoduniaakTuka Ha AupoduIapuo3a (KOTKH U Ky4eTa)

BerepnHapHOMEUIIMHCKUAT IPOAYKT MOKE J1a Ce MpHJIara LEeJOroOAMIIHO WIH Hall-MaJKo €1H
Mecell CJIe/T TIosiBaTa Ha KOMapy Ha MACTOTO, KOETO JKUBOTHOTO OOHMTaBa, CIe] KOETO IPHIIOKEHUETO €
€XKEMECEYHO 10 Kpas Ha ce30Ha Ha komapure. [TocnennaTa no3a ce npuiara eIMH MECeIl ClIe]
W34Ye3BaHE Ha KOMapuTe. AKO ce MPOIyCHE MPUIAraHeTo Ha 1032 U €JHOMECEUHUAT HHTEPBAIl MEXTY
Jno3ute Oblie YABIKEH, TO He3a0aBHOTO MpHUJIaraHe Ha BETepUHAPHOMEIUIIMHCKUS IPOIYKT U
BBH300HOBSIBAHE HA €KEMECEUYHOTO MPUJIaraHe Ie HaMalld PUCKa OT MOosBa Ha Bb3PaCTHU
mupodunapun. Koraro 3amensite ¢ apyr npouiiakTH4eH BeTepUHAPHOMEANLIUHCKH IPOILYKT IPOTHB
nupoduaaprosa B paMKHUTE Ha Ipo(UIaKTUYHA TIporpamMa MpoTUB AMpodMIIapro3a, MbpBaTa 103a OT
IPOLyKTa TpsIOBa ca ce IPUIIOKHU B PAMKUTE Ha €IUH MECELl CIe/l JaBaHe Ha I10C/IeHAaTa 1032 OT
IIPEAUILIHUS TPOIYKT.

TpeTupane NpOTHB TOKCOKaP03a (KOTKM M Ky4YeTa)
Ja ce mpunoxu eTMHUYHA 1032 OT BETePUHAPHOMEIUIIUHCKUS TPOIYKT.

TperupaHe NpoTUB ONAPAZUTIBAHE ¢ BBIIKM (KOTKH U Ky4ieTa)
[a ce mpunoxu eTMHUYHA 1032 OT BETEpUHAPHOMEIUITUHCKUS TPOIYKT.

TperupaHe NpoTUB YUIHU KbpJie:KU (KOTKH)
[a ce mpunoXxu eTMHUYHA 1032 OT BETepUHAPHOMEIUIIUHCKUS TPOTYKT.

TperupaHe NpoTUB YIIHU KbpPJIe:KHU (KydeTa)

[Ipunara ce enqHa 1032 OT BETEPUHAPHOMEANIUHCKHA NPOAyKT. IIpenu TpeTupane, BbHIIHUAT YIIEH
KaHaJ BHMMaTelHo ce nmouuctsa. Cnex 30 aHM ce nmpenopbyBa Mperiies OT BeTepUHApEH JeKap, Tbi
KaTO HSKOW )KUBOTHU MMAT HYX/1a OT BTOPO TPETHPaHE.

TpeTupaHe NPOTUB AHKUJIOCTOMHU (KOTKH)
[Ja ce npunoxxu eqUHUYHA 1032 OT BETEPUHAPHOMETUITUHCKUS TIPOAYKT.

JleyeHue Ha capKoOMNTO3a MPH Ky4YeTa.
3a MBJIHOTO YHUIIIO)KCHHUE Ha KBPIICKUTE, M0 €HA J]03a OT BETEPHUHAPHOMEAMIIMHCKUS IPOAYKT CE
TprJIara B JBa TOCJIEAOBATEITHN Mecela.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHUE

Hauua Ha npujioxkeHue:

U3sBagere nunetata Chanhold ot npeanasnaTta omakoBka.

JpbxTe nuneraTa B U3NPABEHO I10JIOKEHUE.

Hatuchere TscHaTa yacT Ha MUIeETara, 3a 1a CE YBEpPHUTE, Y€ ChIbPKAHUETO OCTaBa B OCHOBHATA YacT
Ha nuneraTta. OT4yneTe Bbpxa.

Paznenere ko3uHaTa Ha JKUBOTHOTO B OCHOBAaTa Ha BpaTa Ipej IUICIIKUTE, JOKATO KOKaTa CTaHe
BUJMMA.

IlocTaBere BbpXa Ha MUIeTaTa BbPXY KO’KaTa M U3CTUCKANTE IMHUITETaTa HAKOJIKO ITbTH, 32 Ja C
M3IIPa3Hu ChIbP)KAHWETO HAIIBIIHO U IUPEKTHO BBPXY KOXKaTa Ha eqHO MsCTO. Jla ce mpuiioxu B
OCHOBATa Ha Bparta IIpe/] IJICLIKUTE.

W36srBaiiTe KOHTAKT MEXAY MPOAYKTa U NpbcTuTe Bu.

He npunaraiite BBpXy MOKpa KO3MHA. BhIIpekH TOBa N3MHUBAHETO C IIAMITOAH WM MOTAISTHETO HA
JKUBOTHOTO BBB BOJIa 2 WJIM TIOBEYE Yaca cjell TPETUPAHETO C BETePUHAPHOMETUIITHCKUS TPOTYyKT
HSIMa Jia OBJIMSISIT Ha HEroBaTa e(peKTUBHOCT.
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10. KAPEHTEH CPOK

He e npunoxxumo.

11. CIHIELNUAJIHM YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

I[a CC ChbXpaHsaBa Oaji€d OT IIorji€aa 1 Ha HEAOCTBITHU 3a €A MECTaA.

To3u BCTCPUHAPHOMCIUITUHCKHU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHU YCIIOBHA 3a ChbXPaHCHUC.
I[a HEC CC U3M0JI3Ba TO3U BETCPUHAPHOMCIUITUHCKHA MPOAYKT CJICA U3THUYAHC CPOKA HA T'OAHOCT,
IIOCOYCH Ha OIIaKOBKarTa.

12. CIEHOUAJIHA NPEAYHNPEXIEHUS

CrienmaHy IpeayNnpeKIeHAs 33 BCSKH BHJI )KUBOTHH, 32 KOUTO ¢ npeaHasHayeH BMIT:

JKuBoTHHTE MOraT Jja ce KbIIAT 2 Yaca Clie]] TPETUpaHeTo, 0e3 TOBa Jja HaManu e(h)UKacHOCTTa Ha
NPOJIYKTA.

Jla He ce mpwtara npu )KUBOTHU C MOKpa KO3WHA.

MoKpeHeTo 1 mpUjIaraHeTo Ha IIaMIToaH 2 WK MOBeYE Yaca Ciell TPETUPAHETO He HaMallsiBa
e(uKacHOCTTa HA TIPOIYKTA.

[Ipu TpeTrpane NPOTUB YIIHU KBPIICKH, HE TIPUIIaraliTe JUPEKTHO B YITHHUS KaHAI.

BaxxHo € 1a mpuitokuTe MPOIyKTa Taka, KAKTO € yKa3aHO B JINCTOBKATA, 33 J]a HAMAJIUTE JI0 MUHUMYM
KOJIMYECTBOTO, KOETO )KMBOTHOTO MOJKE Jia 30JIHIKe.

CrielmaiHy Ipena3Hy MEPKU 3a )KMBOTHHUTE NPU YIIOTPebaTa Ha MPOIYKTA:

To3u IpoayKT ce mpuiara caMo BbpXy Koxkata. He mpunaraiite nepopaiHo WK NapeHTEPaTHO.
He npunaraiite BbpXy MOKpa KO3UHA.

ITazeTe TpeTupaHUTe )KUBOTHU Aajied OT OTKPUT IJIaMbK U IPYTU U3TOYHUIIM HA 3aMalIBaHE Hali-
Manko 30 MUHYTH, WIH I0KATO KO3WHATA U3CHXHE.

CrielmaiHy Ipena3Hy MEPKH 3a JIMIATa, TPHUIaraiiy BeTePUHAPHOMEIUIIMHCKYS TPOAYKT Ha
JKUBOTHUTE!

[IpoayxThT € cuiHo 3ananuM. ChXpaHsBaiiTe gajied OT TOITMHHA U3TOYHUIIN, UCKPH, OTKPHT TUIAMBK
WM JPYTU U3TOYHUIIM HA Bh3IUIAMCHSBAHE.
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IIpoayKkThT € ApasHe 3a Koxkarta U ouute. He mymiere, He shKTe M HE TTUATE, TOKATO pabOTHTE C
MPOAYKTA.

Wamwiite prrete cu ciien ynorpeda. OTMuiiTe He3a0aBHO ChC CallyH U BOJIA TIOMAIHAIHS BEPXY
Kokarta mpoaykT. [Ipu cmyyaiiHo nmonajgaHe Ha IPOIYKTa B OUHTE, J1a CE U3MHAIT He3a0aBHO OUUTE C
BOJIa | JIa C€ MOThPCU HE3a0aBHO MEJUITUHCKH ChBET, KATO Ha JIeKaps ce MPeJI0CTaBH JIMCTOBKATA WU
€THUKETa Ha MIPOIYKTa.

N30sarBaiiTe TUPEKTEH KOHTAKT C TPETHPAHOTO KUBOTHO JI0 N3CHXBAHE HA MICTOTO Ha MpHIIOKeHue. B
JIeHsI Ha TPETUPAHETO Ia3eTe Jenara Aajed OT TPETUPAHUTE )KUBOTHU U HE TIO3BOJIIBANTE Ha
KUBOTHHTE 1A CIISIT ChC CTONAHUTE, 0COOEHO C JeraTta B CeMEeHCTBOTO. M3mon3BanuTe NumeTH aa ce
YHHIIOXKAT He3a0aBHO M a Ce IbprKaT Jajied OT Morjea U Ha HeIOCTBIIHY 3a Jella MecTa.

Xopa ¢ 4yBCTBUTEIHA KOKA WIM C YCTAHOBEHA CBPBXYYBCTBUTEIHOCT KbM IPOAYKTH OT TO3H BHJI,
TpsOBa J1a mpujiaraT BETEpUHAPHOMETUIIMHCKUS MPOAYKT C MOBUIIEHO BHUMAHHE.

BpemeHHOCT:
Mosxe ma ce u3Io3Ba Mpu OpeMeHHN KOTKH U KyJeTa.

JlakTanms:
Mosxe na ce U3I0II3Ba IMPH KbPMEITH KOTKH U KyJeTa.

DepTUINTET:
Mosxe a ce U3IoI3Ba MPH KydeTa U KOTKH 32 Pa3IlIo.

BsauMojielicTBue ¢ Ipyru BeTEpUHAPHOMETUIMHCKY IIPOAYKTH U APYrA GOPMHU HA B3aMMOJIEHCTBHE:
He ca u3BecTHH.

IIpenosupane (CUMITOMH, CIEMHN MEPKU, AaHTHAOTH):

He ca HaOnronaBanu HEOIArONPUATHH PEAKIIMH CIIe]] IpriaraHe Ha 10 MbTH MO-BUCOKA OT
npenopbuBaHara qo3a. Selamectin e mpumarad B 103a, HaJBHIABAIIA 3 IBTH IPENIOPHUBAHATA TIPH
KOTKHU ¥ Ky4eTa, OTIapa3uTeHU C Bb3PAaCTHHU TUPOGUIApHH, TIPU KOSTO HE ca HaOIroaBaHu
HeOaronpuaTH peakiuu. Selamectin e mpunaran B 103a, HaBUINIABAINA 3 THTH MPEMOpbhUBaHATA
IIPH MBKKH M )KCHCKHM KOTKH M Ky4eTa B PEIPOIyKTHBHA Bb3PACT, B TOBA YUCIIO OPEMEHHH KUBOTHH U
YKUBOTHH, KbPMEIIIX MAJIKUTE CH, U 5 IbTH HaJ MPEMopbYBaHaTa 103a IIPHU KydeTa OT IopoJaaTa KOJH,
YYBCTBUTEIHU KbM iVErmectin, kato He ca HaONMrOJaBaHU HEOMATONPUATHH PEAKIIHH.

OCHOBHU HECEBMECTUMOCTH:
He e npunoxxumo.

Jlpyry IpeAynpeKaAcHUsI:
He no3BonsiBaiiTe Ha TPETUPAHOTO >KMBOTHO /1A BIIM3a BbB BOJIa ITOHE JIBA Yaca CJie] IpUiaraHeTo Ha
MPOJIYKTA.

13. CHELUAJIHU MEPKHU 3A YHULTOKABAHE HA HEU3ITOJI3BAH ITPOAYKT
NN OCTATHBIMU OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba Aa ObAaT U3XBBPISHA YpPE3 OTIATHNA BOH.

Selamectin mosxe 1a okaxxe HEOIArONPHUATHO BB3ACHCTBUE BPXY PHOUTE WM HAKOU BOJAOHU
OpPraHU3MH C KOUTO CE XPaHSIT.

OnakoBKHTE U OCTATHYHOTO CHIBbPKAHUE TPSIOBA J1a c€ U3XBBPJIIAT 3a€IHO ChC ChOpaHUTE OUTOBU
OTHaABIM, 32 J1a ce N30erHe 3aMbpcsIBaHe Ha BOJHH OaceiHu.

14, JATATA HA NOCJIEAHATA PEJAKIUSA HA TEKCTA

IToxpo6Ha wH(pOpMaIKs 32 TO3M BETEPUHAPHOMEIUIIMHCKY TIPOIYKT MOXKE Ja HAMEPHUTE Ha HHTEPHET
cTpanunata Ha EBponeiickata Arenius mo Jlekapctsata http://www.ema.europa.eu/.
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15. JOI'BJHUTEJIHA NHO®OPMALIUA

IIpoayKTHT Ce Tpe/yiara B OMAKOBKK OT TP MUIMETH (BCHYKH KOHIIEHTPAIIUH), IECT MUIETH (BCHUKH
KOHIIEHTpAIMH, ¢ U3KIoueHne Ha 15 mg selamectin) wim nernamecer mumeru (camo 15 mg).

3, 6 1 15 mumeTy B OTIECIHN OMAKOBKH OT ()OJIHO, B pAMKHTE Ha BHHIITHATA OMTAKOBKA.

He Bcuuku pa3Mepu Ha OMaKOBKAaTa Morar Jia ObJar npe/JlaraHy Ha 1ma3apa.

3a Bcska I/IH(i)OpMaIII/ISI OTHOCHO TO31 BETCPUHAPHOMCIUIIUHCKH ITPOAYKT, MOJISA CBBPIKETE CE C
TCPUTOPUATIHUA MIPCACTABUTECII HA MPUTCIKATECIIA HA JIMLICH3a 3a yHOTpe6a.
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Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Peny06iuka boarapus

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Ceska republika

Mistni z&stupce drzitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark
Orion Pharma A/S,
@restads Boulevard 73,

2300 Kgbenhavn S
TIf: 86 14 00 00

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

EA0LGoa

Neocell E.IT.E.

100 yAu. EBvikng Odo0 ABnvov- Aapiog
14451 Metapopewon, Abnva,

Tel: 210 2844333

Espafia

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

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Magyarorszag
Magyarorszagi képviselet:
Orion Pharma Kift.

1139 Budapest,

Pap Karoly u. 4-6.,

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

Markedsfart i Norge av:

Orion Pharma AS Animal Health
Postboks 4366 Nydalen

N-0402 Oslo

TIf: 40 00 41 90

Osterreich

Richter Pharma AG,
4600 Wels,

Austria

Polska

Orion Pharma Poland Sp. z 0.0.
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


mailto:orion@orionpharma.cz

France

LABORATOIRE PERRIGO FRANCE
20 Rue André Gide

92320 CHATILLON

FRANCE

+33 (0)1 55 48 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.
Via Emilia, 285

Ozzano dell'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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Roménia

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

Miestny zastupca drZitel’'a rozhodnutia o
registracii:

Orion Pharma s.r.o.
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Puh/Tel: + 353 91 841788

Sverige
Information lamnas av:
Orion Pharma AB, Animal Health, Danderyd

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

Co. Galway

IE - Ireland

Tel: + 35391 841788
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