JIMCTOBKA:

Noromectin Praziquantel Duo 18.7 mg/g + 140.3 mg/g nepopaina nacra 3a KOHe

1. HUME U IIOCTOSHEH AAPEC HA ITPUTEXKATEJISA HA JIMIEH3A 3A YIIOTPEBA
N HA ITIPOU3BOAUTEJIA, AKO TE CA PA3JINYHU

IIpuTexxaTen Ha IUIIEH3A 33 ynome6a:

Norbrook Laboratories (Ireland) Limited
Rossmore Industrial Estate

Monaghan

Ireland

HDOI/ISBOI[I/ITCJ'I, OTTOBOPCH 3a OCBO60)K,Z{aBaHe Ha napruaara.
(EU site) Norbrook Manufacturing Ltd.

Rossmore Industrial Estate

Monaghan

Ireland

(UK only) Norbrook Laboratories Ltd.
Station Works,

Newry,

Co. Down,

BT35 6JP

2. HAMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIMHCKUA TPOAYKT
Noromectin Praziquantel Duo 18.7 mg/g + 140.3 mg/g nepopaiHa macra 3a KOHe
(ivermectin u praziguantel)

3. CbABbP/KAHUE HA AKTUBHUTE CYBCTAHIIMUU U EKCIIUIIMEHTUTE

Bceku g cpabpixa:
AKTHBHM CyOCTAHI[UM:

Ivermectin 18.7 mg
Praziquantel 140.3 mg
ExcuunuenTu:

Titanium dioxide (E171) 20 mg

bsna go OeJle3HMKaBa XOMOI'€HHA 1acTa.

4. TEPAIIEBTUYHU ITOKA3AHUMA

3a JeueHUe Ha CMECCHHU OeCTOAHU, HEMATOAHU WJIN apTPONIOAHN UHBA3UH, IPUYNHCHU OT Bb3PACTHU U
HE3pCIIN q)OpMI/I Ha CJIICAHUTC MapasuTyu Npru KOHEC!:

HemaToaun

TosileMy CTPOHTHITHTH:

Strongylus vulgaris (Bb3pacTHu 1 apTepHaHU JTapBH);
Strongylus edentatus (Bbp3pacTHu ¥ THKaHHH JapBH B cTaguii L4);
Strongylus equinus (Bb3pacTHm).




Manku CTpOHT NN
[Muatocromu: Cylicocyclus spp.; Cylicostephanus spp.; Cylicodontophorus spp.; Gyalocephalus spp.

(BB3pacTHU ¥ HEMHXUOMPAHU MYKO3HU JIAPBH).

IMapackapu: Parascaris equorum (Bs3pacTHH U JIapBH).

Oxcuypu: OXyuris equi (tapem).

Tpuxoctpourunu: Trichostrongylus axei (Bb3pacTamu).

Crpourmnounau: Strongyloides westeri (Bp3pacThu).

Xabponemu: Habronema spp. (Bb3pactHm).

Omnxouepku: Mukpoduiapun Ha Onchocerca spp., T.e. KOXXHa OHXOIIEPKO3a.
benonpoouu vemaroau: Dictyocaulus arnfieldi (Bp3pactau u napBn).

HecToan

Anoplocephala perfoliata (Bs3pacTum);
Anoplocephala magna (Bb3pactan);
Paranoplocephala mamillana (ss3pactamn).

JABYKpHJIM HACEKOMM:
Gasterophilus spp. (;1apBn).

5. INPOTHUBOIIOKA3AHUSA

a He ce U3noJ3Ba Npy KOHYETA HAa Bb3PacT MO 2 CEIMULIN.
I[a HE CC M3MOJI3Ba NpPU CBPBXUYBCTBHUTCIHOCT KbM AKTHUBHHTC Cy6CTaHHI/II/I WA KBbM HSKOM OT
CKCIUIITMCHTUTEC.

6. HEBJIATOITPUATHU PEAKLIUN

Ipu kone, cuiiHo omapasutenu ¢ Onchocerca microfilariae, ca HaGmomaBaHu peakiuk KaTo OTOK M
cppOek cien tedeHnero. Ilpuema ce, de Te3u pPeakiMi HACTBIIBAT KaTo Pe3yNTaT OT pa3pyliaBaHETO
Ha TOJIIM Opoit MUKpodHIapru.

B city4ait Ha MHOTO BUCOKH HUBA Ha OTapa3uTsABaHe, Pa3pylIaBaHETO HA APA3UTUTE MOXKE J1a IPHIUHH
JIeKa MpexojiHa KOJHMKA U pa3MEKBaHe Ha M3MPaKHEHUATA MIPU JICKYBaHHUTE KOHE.

Mma choOIIeHNs 3 TOsBA Ha KOJIUKA, THAPHUsI  aHOPEKCHsI CIIC]] JICUEHHE, B MHOTO PEJIKH CITyYaH, 110-
CTICIMAITHO MPH TEKKU MHBA3UH C XCIMHHTH.

MMa choOIIeH s 3a TOsIBA HA alleprUYHH PEaKIMU KaTo XUIIEPCATMBAIINs, OTOK Ha €3MKa U YPTHKAPHSI,
TaxXMKap/Ius, XUICPEMHsT HA MYKO3UTE U MOAKOXKEH OTOK CJIE/l JIEYEHHE C TO3H MPOIYKT, HO B MHOTO
peAKH caydan. AKO Te€3d CHMIITOMH TIEP3UCTUPAT, TPsAOBa [1a ce HAalpaBU KOHCYIITALHS C BETEPUHAPCH
JeKap.

YecToTara Ha HEOIArONPUATHUTE PEAKIIMU CE OIIpEeNis upe3 CieqHaTa Kiacu()UKaIis:

- MHOTO penku (mo-manko ot 1 kuBoTtHO Ha 10,000 TpeTHpaHHU KWBOTHH, BKIIOYUTEIHO M30JIMPAHH
CBHOOIICHUS ).

AKO 3a0enexuTe HIKaKBH HEOIAaroNMpyUsITHU PEAKINY, BKIIOYUTETHO ¥ TAKUBAa, KOUTO HE Ca ONKCAaHU B
Ta3M JIMCTOBKA WM MUCIIUTE, Y€ BETEPUHAPHOMEIUIIMHCKHUS IPOLYKT HE pabOTH, MOJIS ]a YBEAOMHTE
Bamus BeTepunapeHn sekap.

7. BUJIOBE ’JKNBOTHMU, 3A KOUTO E NIPEJHA3ZHAYEH BMII

Koumue.



8. JO3UPOBKA 3A BCEKHM BUJI )KUBOTHO, METO/J 1 HAYUH HA ITPUJIAI'AHE

3a mepopainHa ynoTpeoa.

EnHokpaTHO NpuiioKeHue.

200 pg ivermectin u 1.5 mg praziquantel/kg tenecna maca, croTBercTBamo Ha 1.07 g mepopaiHa
nacra/100 kg TenecHa maca.

C men ocurypsiBaHe IpUjIaraHeTo Ha MTPaBHITHA /1032, TEJIECHATa Maca TPpsiOBa J1a ce OIpeaeTy Bh3MOKHO
HaAN-TOYHO W J1a ObAe M30paHO MPABIIIHOTO JCJICHUE HA CIPUHIIOBKATA, 3aI[0TO MPUJIATAHETO HA II0-
HHUCKa J103a MOXKE JIa JIOBEJIC 10 MOBUIIICH PUCK OT Pa3BUTHE HA aHTUXEIMUHTHA PE3UCTEHTHOCT.

Teqecna maca | [lo3a Teaecna maca | [lo3a
10 100 kg 1.070g | 401 — 450 kg 4.815¢
101 — 150 kg 1.605 g | 451 —500 kg 5.350 g
151 — 200 kg 2.140 g | 501 — 550 kg 5.885¢g
201 — 250 kg 2.675¢g | 551 — 600 kg 6.420 g
251 — 300 kg 3.210 g | 601 — 650 kg 6.955¢g
301 — 350 kg 3.745 g | 651 — 700 kg 7.490 ¢
351 — 400 kg 4.280¢

[TepBOTO JICICHUE HA CIIPUHIIOBKATa OCHUTYpsIBA TAacTa 3a TPETHpaHEeTo Ha >kMBOTHO ¢ 50 kg TenecHa
Maca. Besiko crienBaniio esieHne Ha CIpUHIIOBKATa OCUTYpsiBa TTacTa 3a Tpetupaneto Ha 50 Kg renecHa
Mmaca.

CrpuHIOBKaTa TpsOBa Ja ce Harjiacl Ha HM34YUCIeHaTa f103a 4pe3 (UKCHUpaHe Ha TNPHCTCHA Ha
ChOTBETHOTO MSCTO Ha OyTasioTo. CIpHHIIOBKATa Chbpxka 7.49 ¢ macra, qoctaThyHa 3a TPETUPAHETO
Ha uBoTHH 10 700 Kg TenecHa Maca B mpernopbyaHara 103a.

g CBBET 3A ITIPABUJIHO ITPUJIOKEHHUE

[Mpeau npunokeHune, CIPUHIIOBKATa TPSAOBA J1a ce HArIack Ha M3YKCIIeHaTa Jio3a 4pe3 pukcupaHe Ha
npbBCTeHA BBPXY Oytanorto. [lactara ce mpuimara mepopaigHo, 4pe3 BbBEXJIaHEe HaKpaWHHWKa Ha
CIIPUHIIOBKATA MPE3 MEXKTy3bOHOTO MPOCTPAHCTBO U MOCTABSIHE HA HEOOXOAMMOTO KOJUYECTBO MacTa
Ha rbpba Ha e3uWKa. Ycrara Ha J>KMBOTHOTO TpsOBa Ja ObJe CBOOOJHA OT BCSAKAKBA XpaHa.
HemnocpencTBeHO ciie MPHUIOKEHUETO, TMOBJAWTHETE IIaBaTa Ha KOHS 32 HAKOJIKO CEKYHAM, C IIel
OCUTYpSIBaHE MPETIBINAHETO HA J103aTa.

BerepunapHusT Jiekap TpsOBa J1a Jajie ChbBET 110 OTHOILICHUE HA MOAXOISIIN TPOrpaMu 3a J03UpaHe U
TPETHUPAHE HA ) KUBOTHUTE, C LICJI IOCTUTAHE HA IMMOAXOJAII KOHTPOJI Ha OIlapa3uTiaBaHUATA C HECTOAU U
HEMAaTOTH.

10. KAPEHTHH CPOKOBE

Meco u BbTpELIHU Opranu: 35 qHH.

He ce pa3pemraBa 3a ynotpe0a npu >kHBOTHH, YMETO MIISIKO € IIPeHA3HAUeHO 32 KOHCYMAIHsI OT XOpa.
11. CHELOUAJIHU YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

Ja ce cpxpaHsBa Jajied OT IOTIIENa U Ha HEAOCTHITHY 3a JIela MeCTa.

Jla He ce chxpaHsiBaBa nipu Temneparypa naj 25 °C.
Cren ynorpeba, 1a ce mocTaBu 00paTHO KarayeTo U J1a ce ChbXpaHsBa pu TeMneparypa nox 25 °C.



[a He ce n3mo3Ba TO3H BETEPUHAPHOMETUITTHCKH IPOAYKT CJel M3THYaHe CPOKa Ha TOJHOCT, TOCOYEH
BBPXY KapTOHA U crpuHIloBKaTa ciefl {I'onex no}. CpoKbsT Ha TOMHOCT OTTOBApPs HA TIOCIEIHUS I€H OT
TO3U MECELL.

Cpok Ha TOJHOCT ciie/l IbPBOTO OTBAPsIHE HA OMAaKOBKaTa: 6 Mecera.

12. CIHEINUWAJIHU NIPEAYNPEXIEHUA

CrenpaiaHy IpeaynpekIeHNs 38 BCEKH B JKUBOTHH, 3a KOUTO € npeanasnayen BMIT:
TpsOBa na ObIAT B3€TH MEPKHU 3a N30ATBAHE HA CIICTHUTE MPAKTHKH, 3alIOTO TC ITOBUIIABAT PUCKA OT
pa3BUTHE HAa PE3UCTCHTHOCT U B KpalfHa CMETKa MOTaT Jia JOBeIaT A0 Hee(heKTHBHA TePaITHs:

- TBBP/IE YECTO M IOBTOPSIEMO M3IIOI3BaHE HA AaHTUXEIIMUHTH OT €JIMH U CHIIU KJIAac 32 MMPOIBIDKUTEIICH
MIEPHUOJI OT BPEME;

- IpUJIaraHe Ha Mo-HUCKa 7033, KOETO MOXKE J1a € CIEJICTBHE OT HEMIPABUIIHO ONpEAEIITHE Ha TellecHaTa
Maca, HeITPaBWITHO TIPHUJIaraHe Ha MPOAYKTa WIH HeKATUOpUpaHe Ha YCTPONCTBOTO 3a JJO3UPAHE.

[Ipu cbMHEHUE 3a PE3UCTEHTHOCT KbM aHTUXCIMUHTH, TpsiOBa J1a ObJe HANPABEHO H3CIICIBAHE C
MONXOJAIM TecToBe (Hampumep TecT 3a ycraHOBsIBAHE HaMalliBaHETO Oposl Ha sifara). Koraro
pe3yiTaTuTe OT TecTa KAaTerOpHUYHO IIOKa3BaT HAJIMYUME HA PE3UCTEHTHOCT KbM OIpEaeiieH
aHTHUXEJIMHUHT, TPSAOBa Ja Ce U3IOI3BA AHTUXEIIMHUHT OT APYT (papMaKOIIOTHIEH KJIac ¢ pa3nieH HaulH
Ha JICUCTBHUE.

Nma choOIIeHust 3a pe3UCTEHTHOCT KbM iVermectin (aBepmextin) mpu Parascaris equorum npu KoHe B
penuna crpany, BkmounteBHo B EC. [Topaau ToBa, H3M0I3BaHETO Ha MPOAYKTA TPsIOBA /1a Ce OCHOBABa
Ha MecTHaTa (pernoHaiHa Wik Ha HUBO )epMa) enuaeMUOoIOrnYHa HH(OpMAaIHs 32 YyBCTBUTEITHOCTTA
Ha HEMaTOAWTe W TPEHOPBKUTE KAaK [a Ce OrPaHWdYM OBJEII0 Pa3BHTHE HA PE3UCTEHTHOCT KbM
AHTHUXCIIMHUHTH.

Twit KaTO MHBAa3UPAHETO C IIECTOAN HE € XapaKTEePHO 3a KOHE Ha BB3PacT IO JIBa MECea, TPETUPAHETO
Ha KOHYEeTa IO/ Ta3H Bb3pacT HE Ce CYUTA 32 HEOOXOIIMO.

CrienmaHy Ipena3Hi MEPKH 3a )KMBOTHHUTE MPH YIIOTpedara Ha MPOJTyKTa:

ABepMEeKTHHHUTE MOTaT J1a He OBbIaT MoHeceHn 100pe OT BCHUKH )KUBOTHH, 32 KOUTO HE € TIpeAHa3HaueH
BMII. Mma cbhoOlieHust 3a cliydyad Ha HEIIOHOCHMOCT IPU KydeTa, CHeluaaHo mpu nopoaute Ko,
CTrapoaHTIUHCKO OBYApCKO Kyde U CBBP3aHUTE C TAX MOPOJAU WM KPBCTOCKH, a CBIIO U MPHU BOJHH U
CYyX03€MHH KOCTEHYPKHU.

He tpsibBa 1a Ob/1e TO3BOJNSBAHO HA KydeTa M KOTKH Ja TOTIIBIIAT pasisaTa IMacTa Wiy 1a UMaT TOCThI
JI0 W3MON3BAaHM CIPHUHIOBKU, TOPaJH MOTEHIMAICH PUCK OT HeOIaronpusTHH TOKCUYHH DPEaKIUH,
CBBp3aHu ¢ ivermectin.

CroenuajaHy mpeAna3sHd MEpKHM 3a JuliaTa, Opujaraiiyd BETCpUHAPHOMEIMIIMHCKMS IPOAYKT Ha
JKUBOTHHTE.

Crnen ynotpeba Ha IPOAYKTa, H3MHUITE PHIETE.

Ja He ce mymm, s/1e WK ue 1Mo BpeMe Ha paboTa C mpoayKTa.

N36srBaiiTe KOHTAKT ¢ OYHTE, THhil KATO MPOIYKTHT MOXKE Ja MPEAU3BUKA pa3ApasHCHUE.

[Ipu cyvaifHO MONIaiaHe Ha MPOJYKTa B OYUTE, HE3a0ABHO T MPOMHITE C OOMITHO KOJIMYECTBO BOJIA.
[Ipu ciy4aiiHo OTITHIIIAHE WITK pa3pa3HeHHe HA OUHTE, He3a0aBHO J1a C€ MOThPCH MEAUIIMHCKU CHBET,
KaTo Ha JieKaps ce MPeJOCTaBH JIMCTOBKATa WM €TUKETa Ha MPOAYKTa.

BpeMeHHOCT U JTaKTalus:
Moske J1a ce mpuiiara 1o BpeMe Ha OpeMEHHOCT M JIAKTAITHS.

IIpenosupane (CUMITOMH, CIIEIIHA MEPKH, AHTUIOTH)'
IIpoBeseHO € u3cieaBane 3a HOHOCMMOCT IIPY KOHYETa Ha Bb3PacT OT 2 CEAMUIIH C J03H, IPSBHUIIIABAIIH
5 IbTH MPENOpPbYAHUTE TAKKBA, KOSTO HE € M0KAa3aI0 HUKAKBU HEOJIaronpUsTHH PEAKIUH.




[IpoBenenure wu3cnenBanusi 3a OE30MACHOCT MpPU KOOWIHM, dYpe3 TPUKPATHO TIpWiiaraHe Ha
npenopbyaHaTa J1o3a npe3 UHTEpBaIu OT 14 JHU 1O BpeMe Ha IeNUsl Teproj Ha OpPEMEHHOCT W Ha
JIAKTAIUATA, HE Ca TOKa3aJIM HUKaKBU a00pTH, HUKAKBU HEOJIArONpHUATHU e()eKTH BhPXY OPEMEHHOCTTA,
paXIAHETO U BHPXY OOIIOTO 3JPAaBOCIOBHO CHCTOSIHUE Ha KOOWJIMTE, HUTO HSKAKBU aHOMAJMH IPHU
KOHYEeTaTa.

[IpoBenenute wu3cienBaHusl 3a OE30MACHOCT MPH KPEOIM, 4Ype3 TPUKPATHO TMpWIaraHe Ha
MperopbhYaHaTa J03a, HE ca IMOKa3ald HUKAKBH HEOIArompHsITHH €(EeKTH, MO-CIIeNHATHO BBHPXY
PENPOAYKTUBHUTE CITIOCOOHOCTH.

13. CIHEIUWAJIHU MEPKMU 3A YHUIIO’KABAHE HA HEU3IIOJI3BAH ITPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

M3KJIIOUYUTEJIIHO OITACEH 3A PUBM U BOJIHWU OPI'AHU3MMU. BMII He TpsbBa ma Obmar
M3XBBPILTHE Ype3 OUTOBY OTHAIBIH WU OTIIATHU BOJIH.

Bcekn Hemsnon3BaH BeTEPUHAPHOMETUIIMHCKH MPOAYKT WM OCTAaTBIM OT HETo TpsOBa na ObaaT
YHUIIIOKEHU B CHOTBETCTBHUE C M3UCKBAHMSITA HA MECTHOTO 3aKOHOJATEJICTRO.

14. JATATA HA NOCJIEAHATA PEJAKLIUA HA TEKCTA
05/2020
15. JAOHNBJHUTEJHA UH®OPMAIIUA

IlepopamHaTa macTa ce mpeaiara B CICJHUTE pa3MepH Ha OTTAKOBKATa:
- 1 xapToHeHa KyTus, ChaAbpKala | nepopanHa cupuHLOBKA oT 7.49 ¢
- 1 xapToHeHa KyTus, ChAbpKAIla 2 MepopaTHu CIIPUHIIOBKH OT 7.49 ¢
- 1 xapToHeHa KyTus, ChabpKaia 12 mepopaiHu CIpUHIIOBKHU 0T 7.49 ¢
- 1 xapToHeHa KyTus, chabpkaia 40 nepopaiHu CIIpUHIIOBKY 0T 7.49 ¢
- 1 xapToHeHa KyTus, ChabpKaia 48 mepopayHu CIIPUHIIOBKH 0T 7.49 ¢
- 1 xapToHeHa KyTus, cChabpkama S0 mepopayHu CIIPpUHIIOBKH 0T 7.49 ¢

He Bcuuku pasmepu Ha onakoBKaTa MOTraT Jja ObJaT InpeajaraHy Ha rasapa.
Camo 3a BeTepHHAapHOMEULIMHCKA yroTpeoa.
[a ce oTmycka camo 110 JIEKapCKO MpeIcaHue.

3a BcAka uMH(pOpMAaUKs OTHOCHO TO3M BETEPUHAPHOMEIMLMHCKH NPOIYKT, MOJS CBBPXKETE C€ C
TEepUTOPUATIHUS IIPEICTABUTEIL Ha IPUTEKATENS Ha JIMIIEH3a 3a YIIOTpeoOa:

»ACKIJIEIT - DAPMA” OO/
rp. Codus, x.k. Jltonun - 7, 61. 711 A, marazun 3
Peny0Onuka bearapus



