INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Exzolt 10 mg/ml pa3TBoOp 3a npuiarane BB BOJA 3a IMUEHE 3a MUJIETa

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHBHO BeILIECTBO:
Bceeku ml ceappka 10 mg fluralaner.

ITomo1mHu BemiecTnBa:

KauecTBeH ¢hCTaB Ha NOMOILIHHUTE BelleCTBA U APYIruTe CbCTaBKHU

Alpha-tocopherol (Bcuuku-rac-alpha-tocopherol)

Diethylene glycol monoethyl ether

Polysorbate 80

CBETIIOXKBIT A0 TbBMHOXBJIT Pa3TBOP.

3. KIIMHNYHA UHOOPMALUA

3.1 Bupaose :KMBOTHH, 32 KOUTO € npeanaznayed BJIII

[Munera (spku, muiieTa 3a peIpOAYKIUS M KOKOIIKA-HOCAUKH).

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BUJ ;KUBOTHHU, 32 KOWMTO € MpegHA3HAYEH MPOAYKTHLT

Tperupane Ha sIpKH, MHIETA 32 PEIPOLYKIIUS M KOKOIIKH-HOCAYKH CPEILY Olapa3suTsIBaHEe C
KokomuHkH (Dermanyssus gallinae).

3.3 IlporuBONOKA3aAHHUSA
Hsma.

3.4 ChneuuajHy npexynpe:kaeHust

Henyx#nara ynorpe6a Ha mpoTHBONapa3sUTHU NPOLYKTH WIH YHIOTpedaTa, OTKIOHSBALIA CE OT JaJACHUTE
MHCTPYKLUH, MOXKE Ja MOBHIIHM 3aTPYJHEHUETO NPU M300p MOpaau PEe3UCTEHTHOCT U Ja IOBEIE A0
HaMasleHa e¢uKacHOCT. PemeHnero 3a W3MOA3BaHE Ha NPOAYKTa ClIeABa Ja CE OCHOBaBa Ha
NOTBBPKICHUE Ha NTApa3UTHHUS BUJ U TEXKECTTa HA ONApa3UTIBAHETO, UJIM HA PUCKA OT EKTOMAapa3uTHa
MHBAa3Msl Bb3 OCHOBA HA €MHIEMHOJIOTHYHUTE My OCOOCHOCTH 3a BCSKO CTAO.

TpsiOBa na ce U30sIrBaT CICAHUTE MPAKTUKH, 3alI[0TO TE MOBUIIIABAT PUCKA OT Pa3BUTHE Ha
PE3UCTEHTHOCT U MOXE J1a TOBEAAT A0 HeeeKTHBHO JICUCHHE:

3.5

TBBPJIE YECTO U TIOBTAPSIILO C€ MpUjlaraHe Ha akapuIKIAN OT CHIIMS KJIAc 32 YABDKEH Ieprosl OT
BpEME;

HEIOCTAaThYHO JI03UPaHe, KOETO MOXKE 1a Ce IbJKM Ha HEIIPAaBUJIHA OLIEHKA Ha TeJlecHaTa Maca,
HETPaBIJIHO IPMJIaraHe Ha MPOAYKTa WM JIMIICA HA KaTHOpHUpaHe Ha JO3HUPaIIOTO YCTPOWCTBOTO.

CrnenuanaHu npeana3Hy MepKH NpH ynorpeda

CrenmanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpy BUIOBETE )KUBOTHH, 38 KOUTO €

npendasHauexn BJIIT:




Heobxomumo € ma ce BBBeIaT CTPOTH MEPKH 3a OMOCHTYPHOCT HA HHMBO IOMEIIeHHE W depma 3a
Npe/IOTBpATsBAHE HAa TIOBTOPHOTO 3apa3sBaHe Ha TPETHPAHWUTE IMOMEIICHHUsS. 3a Jla ce OCUTYpH
JUBJITOCPOYCH KOHTPOJI BHPXY MOMYJIAIMUATE Ha KOKOIIMHKH B TPETUPAHUTE TIOMEIICHUS € BXKHO J1a Ce
00paloTsIT U BCUYKH 3apa3eHU MOMEIICHUS B OJM30CT 10 TPETUPAHUTE.

CrienmanHy IpeIna3Hu MEPKH 3a JIWIATa, IPUJIaraiii BeTepHHAPHIS JeKapCTBEH NPOAYKT Ha
JKUBOTHUTE:

BerepuHapHUSIT JIekapcTBEH MPOAYKT MOXKE J1a IPUYWHH JICKO JIPa3HEeHe Ha KOXaTa W/HiIH OYUTe.

Jla ce n36sTBa KOHTAKT C KOXKaTa, OYNTE U JINTABHUIINTE.

He spxre, He nmuiiTe U He mymeTe, JOKaTo paboTUTE ¢ MPOAYKTA.

Cren ynotpeba Ha MPOAYKTa M3MHUBAITE ChC CallyH M BOJA PBLETE CH M KOXKaTa, KOSATO € Bis3a B
KOHTAKT C MPOAYKTA.

[Ipu KOHTaKT ¢ ouuTe, HE3a0ABHO M3IIAKHETE OOMIHO C BOJA.

IIpu paznuBaHe Ha MPOIYKTa, CBAJEeTe BCHUKH 3aMbPCEHH JAPEXH.

CrenyaiHy npearna3Hd MepKH 3a 3alliiTa Ha OKOJIHATA cpejia:
MeaukaMeHTO3HATa BOJa 3a IMMCHE HE TpSI6Ba Ja noraja B MOBbPXHOCTHUTEC BOAU.

3.6 HeOnaronpusiTHu peaKuuu
He ca u3BecTHu.

C’LO6H_[aBaH€T0 Ha He6ﬂaFOHpI/I$[THI/I pCaKkun € BaKHO. ToBa mmo3BossiBa HCMPCKBCHAT MOHHUTOPUHI HA
Oe3omacHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH IPOAYKT. C’L06H_ICHI/I$IT3 TpSI6Ba JAa Cc¢€ u3npamar, 3a
MPpEAIIOYUTAHE YPE3 BETCPUHAPCH JICKAp, WJIIM HA NPUTCKATECIIA Ha Pa3pClICHUCTO 3a ThbProBUsA WK Ha
MECTHHA MY NPEACTABUTEII, NI HAa HAIUOHAJIHUA KOMIICTCHTCH OPraH 4Ype3 HallMOHAaJIHATa CUCTEMA 3a
CT>O6H_IaBaHC. 3a ChbOTBETHHTE JaHHU 3a Bpb3Ka BUKTC CHIIO MOCJICAHATA TOYKA OT JIMCTOBKATA.

3.7 VYnorpeda mo Bpeme Ha OPeMEHHOCT, JAKTAIUS WU sTiilleHOCeHe

BesonacHocTTa Ha BETepHUHAPHUS JIEKAPCTBEH MPOAYKT € JOKa3aHa IPU POJUTEIICKH CTaa M HOCAUKH.
[IpoayKThT MOXe Aa ce U3I0J3Ba 110 BpeMe Ha AHIICHOCEHE.

3.8 BzammopeiicTBHe ¢ IPYTM BeTepPHHAPHH JICKAPCTBEHHU NMPOAYKTH U Apyru (popmu Ha
B3auMoOJelicTBHE

He ca usBecTHn.
3.9 HauuH Ha NpUJIOKEeHNE U J03MPOBKA
Pa3tBop 3a mpunarane BbB BOAA 3a IHEHE.

Hozara e 0.5 mg fluralaner Ha kg Tenecna maca (exBuBajenTHo Ha 0.05 ml ot mpoaykra), IByKpaTeH
IPHEM C MHTEpBaJ OT 7 JAHH. 3a IbJICH TepaneBTHYCH e(eKT, Cle/iBa Ja Ce MPIOKH ITBJIHUAT Kypc Ha
JIe4YCHHE.

AKO € HeoOX0IuM JIpyT Kypc Ha TpeTHUpaHe, HHTEPBATbhT MEXIY /Ba Kypca Ha JeueHHe cie/Ba Ja €
Hal-MajiKko 3 Mecena.

Omnpenenere TPOABIDKATETHOCTTA Ha IEpHoOAa OT BpeMe 3a mpueM (Mexnay 4 um 24 dgaca) Ha
MeIMKaMEHTO3HA BOJIa B JICHS HA TpeTHpaHeTo. To3u meprnos oT BpeMe TpsOBa J1a € JOCTaTh4YHO IBIIET,
3a J1a MOK€ BCUUKH MITUIIH J]a TTOIydaT HeoOxoauMaTa no3a. [Ipenenere Koako BoAa [ie H3MUAT NTULUTE
10 BpeMe Ha TPETUPAHETO BH3 OCHOBAa HA KOHCyMHpaHaTa BOAA mpe3 NpeaxoAnus AeH. [IpomyKTeT
TpsI0Ba /1a ce 100aBM KbM KOJIMYECTBOTO BOAA, KOETO NTHUIUTE I1Ie KOHCYMHPAT 3a eauH JeH. [1o Bpeme
Ha Iepro/ia Ha ITPHUEeM Ha IPOIyKTa He TpsAOBa Jla NMa HUKAKBU JPyTH N3TOYHHUIN HA BOJIA 32 ITHEHE.



W3uncnere He0OXOUMOTO KOJTMYECTBO OT MPOAYKTA Bb3 OCHOBA Ha O0IaTa TeJecHa Maca Ha BCHUKH
NTUIM B TTOMEUIEHHETO, KOUTO e Ce TPeTHpaT. 3a TapaHTHpaHe Ha MpaBUIIHA JO3MPOBKA TeJecHaTa
Maca TpsiOBa Jia ce ONpe e Bb3MOXKHO HA-TOYHO U TPsOBA J1a Ce U3IOJI3BA MPEIM3HO YCTPOUCTBO 3a
W3MEpBaHe Ha U3YKCICHOTO KOJMYECTBO OT MPOAYKTa, KOETO TPsOBa Ja Ob/Ie MIPUIOKEHO.

Heo6xoammMoTo KOTMYIECTBO OT MPOIYKTa 3a BCEKH JCH Ha JICUCHHUE C€ M3YUCIISIBA OT O0IaTa TeIecHa
Maca (kg) Ha 1s1aTa Tpyna NTHIM, KOSITO CIIEABA Jla Ce TPETUPA:

KoauvectBo npoaykr (ml) 3a neHst Ha TpeTupane = O06ma TegecHa maca (kg) Ha nuierara,
KOHUTO ciaensa aa ce Tperupar x 0.05 ml/kg

500 ml ot mpoaykTa ce u3noi3Bart 3a Tperupane Ha 10 000 kg TenecHa maca (1.e. 5 000 nTHiH, BCsKa C
TenecHa Maca 2 kg) 3a Bceku JIeH Ha TpeTHpaHe.

3a moArOTBSIHE Ha MEIUKAaMEHTO3HAaTa BOJA € HEeOoOXOJUMO Ja ce CIeABaT MOCOYCHUTE IO-JI0NY
YKa3aHusd B OIIMCaHuA PEO:

L4 HpOBepeTe CUCTCMATa 3a BOJATa, 3a J1a C€ YBCPUTC, Y€ T pa6OTI/I z[06pe " HsAMa TCYOBE; YBCPLCTC
C€, Y€ BbB BCHYKHU KaIIKOBU HJIN KaMOaHHU IMOMJIKA MMa BOJA.
L MCILI/IKaMeHTOSHaTa BOJa TpSIGBa Jia € IIPSACHO NPUTrOTBEHA 3a BCCKU JICH Ha TPETHUPAHC.

o Cwmecere HEOOXOAMMOTO KOJIMUECTBO OT MPOAYKTA C BOJA B TOJISIM Pe3epBOap MM IPUTOTBETE
KOHIIEHTpUpPaH DPa3TBOp B MaybK pe3epBoap. KoHleHTpupaHusT pasTBOp cieinsa Aa ce
Pa3TBOPU BB BOJA 33 IUEHE U J]a CE MIPHIIOKHU C JO3UPAI0 YCTPOHCTBO WK A03UpAlla [IOMIIA.
CmMecBaiiTe IpoayKTa W BoJaTa BUHArd €IHOBPEMEHHO, 3a Aa n3berHere oOpa3yBaHETO Ha
msiHa. BakHO € 1a M3miiakBaTe M3MEpBaTEIHOTO YCTPOHCTBO, M3IIOJI3BAHO 3a M3MEPBAHE HA
HE00X0IMMOTO KOJIMUECTBO OT IIPOJIyKTa 10 BpeMe Ha (ha3aTa Ha ITbJIHEHE, 3a Jla Ce YBEpHTE,
4ye B pe3epBoapa WM B KOHIEHTPUPAHUS Pa3TBOpP C€ IIOCTaBsl IbJHATA 1032 U Y€ B
M3MEPBATEIIHOTO YCTPOHCTBO HSAMa HHKAKBH OCTAaThld. Pa3ObpkaiiTe BHUMATEITHO
KOHLIEHTPUPAHUsl pa3TBOP MM ChABPKAHUETO HA pPe3epBoapa JOKaTO BOJATa U IIPOAYKTA ce
xoMoreHu3upar. CBbpKeTe pe3epBoapa WM JO3MPAll0 YCTPOUCTBO WM JO3Upalla IIOMIIa
KBbM CHCTEMaTa 3a BOJa 3a [THUEHE.

. VYBepete ce, 4e 03upainiara rmomia ¢ NpaBUIHO HACTPOCHA Jia MMoJIaBa MeUKAMEHTO3HATa BOJA
3a MPeBAPUTEITHO ONPEICIICHUS IEPUOJ 33 TPETHPaHE (4acoBe).
. Hampinere TpnOWTE HA TMOWIKUTE C MEJAWKAMEHTO3HATa BOJa W MPOBEpeTe Kora

MCIUKaMCHTO3HAaTa BOJa CTUI'a 1O Kpasd Ha Tp’b6aTa. Tazu npoucaypa cjieBa aa cc rmoBTapsa BbB
BCCKU JICH Ha IIPUEM.

CJ'ICI[ BCIAKO TPCTHUPAHE, HAITBJIHETC ChAa 3a KOHICHTPUPAHHUA pa3TBOpP € 4YUCTa (HCMCILHKaMCHTOBHa)
BOJIa 3a U3IIJIAKBAHC Ha IIOMWJIHATa CUCTEMA.

3.10 CumnToMu Ha NpeAo3MpaHe (M KOraTo e MpMJI0KMMO — NMPOLEeAYPH Ha AelicTBHe NPH
CTICLHY CJIyYad M AHTHIO0TH)

Crien TpeTHpaHe Ha 3-CEAMUYHU U BH3PACTHH ITHITH C 1032 J0 S5 BT MTO-BHCOKA OT MPEMOPHINTEITHATA
npu 3 MTU NMPENOPBUYUTEITHUS IEPUO]] Ha TPETUPAHE HEe ca HAOII0JaBaHK HEOIArONPUSATHH PEaKInu.
He ca HaOmronaBaHu OTPHULIATEIIHNA BB3ICHCTBUS BbPXY SHUIIEHOCEHETO, KOraTO KOKOIIKH HOCAuKH Ca
TPETUPAHHU C JIO0 5 THTH MPETIOPHUUTEITHATA 1032 32 3 TBTH NMPEIOPHINTEITHUS TIEPHO] Ha JICUCHHE.
Hsma HeOnmaronpusaTHU Bb3ICHCTBUS BbPXY PENPOYKTUBHATA CLIOCOOHOCT, KOTATO POJUTEIICKHU CTajia
ce TpeTUparT ¢ 3 IbTHU MPEMOPHUYUTEIIHATA 032 32 ABA TbTU MIPEHOPBHUUTEIIHUS NIEPUO]] HA TPETUPAHE.

3.11 Crpenuaanu orpaHUYeHHs 3a YNoTpeda U CIleNMAJHH YCJIOBHUS 32 yNoTpeda, BKJIAYUTETHO
OrpaHNYeHHs 32 ynoTpedaTa HA AHTUMHKPOOHH M IPOTHBONAPA3MTHH BeTePUHAPHH
JIeKapCTBeHHU NMPOIYKTH, C 1eJ 1a ce OTPAHMYU PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxunmo.

3.12 KapeHTHM CpOKoOBe

Meco u BbTpeIIHN Oopranu: 14 nqxu.



Siia: Hyna THU.

4. DAPMAKOJIOI'NYHA UHOOPMALIUA
4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTu4eH koa (ATCvet Code): QPS3BE02.
4.2 ®apmakoguHAMHKA

Fluralaner e aKapunua U MHCCKTUIIUA, KOWTO MMa BHCOKa e(l)I/IKaCHOCT Cpeily KOKOUIMHKH, NPHUCT
npeaAMMHO 4Ype3 XpaHarta, T.C. TOM € CUCTEMHO aKTHBCH cpemly LCJICBUTE Mapa3nuTHu.

Fluralaner e cuien MHXHMOUTOP Ha YacTH OT HEpBHATA CHCTEMa Ha YJICHECTOHOTHWTE, KaTO JACHCTBa
AQHTarOHUCTUYHO BBPXY JUraHA-yIpasisieMuTe xjaopuanu kaHanu (GABA-peuentop u riyramatreH
peuenTop). [Ipy MoyeKynsipHU IIeJIeBH H3CJIE[BaHHS Ha PEIENTOPUTE Ha TraMa-aMHHOOYTHpOBa
kucenmHa (GABA) npu ObJIXU M MyXH, pe3UCTEHTHOCTTa KbM JIUEIJIPUH He 3acsra fluralaner.

Hauanoro Ha nefictBuero cpeuty Dermanyssus gallinae e 1o 4eTupy 4aca ciej KaTo KOKOIIWHKHTE
3aroYyHaT J1a C€ XPaHAT OT TPETUPAHUTE TITUIIH.

Tperupanero yOrnBa KOKOIIMHKUTE, KOUTO CE XPaHAT OT TPETUPAHU MITHIIH U CIIHPa CHACSHETO Ha i1
OT JKEHCKHUTE KOKOIIMHKY B MPOABIDKCHHE Ha 15 THU clieq MbpBUS IpUeM Ha MpoAyKTa. Tosa aeiicTBue
MIPEKBCBA KU3HEHUS UKD HA KOKOIINHKUTE.

In vitro 6uonpoOu moka3Bat, 4ye fluralaner e edekTHBEH cpelly Mapa3UTUTE C JlOKa3aHa I10JIcBa
PE3UCTEHTHOCT BKJIFOUUTEIHO opraHoQocdaru, MUPeTPOUIU U KapOamaTH.

Kakro e nemMoHCTpupaHo B MHOXKeCTBO mosneBu onutu B EC, mpoBeneHH B THProBCKM CTOIAHCTBA 32
MPOM3BOACTBO Ha sillla, €IMMMHHUPAHETO HAa KOKOIIMHKHM OT OMapa3uTeHM MUJIeTa € CBbP3aHO ChC
CTaTUCTUYECKH 3HAUYUMHM IOAOOPEHUs ciiell TPETUPAHETO Ha MOBEJAEHUYECKH IIapaMeTpH, MOKa3aTeIHN
32 XyMaHHO OTHOIIEHHE KbM JXMBOTHUTE (IIOHMKaBaHE HA HOIHA aKTHMBHOCT, KJIATEHE HA IJaBa U
MOYKMCTBAHE HAa COOCTBEHO OIEpPEHHE Mpe3 HOIITa W Mpe3 JeHs), KaKTO W HaMmallsiBaHe Ha Ha
KOHIIEHTpAIUsTa Ha KOPTUKOCTEPOH B KPBHBTA.

4.3 dapmMaKkoKNHeTHKA

Cren mepopanen npueM, fluralaner ce pe3opbupa Obp30 OT MpHeTaTa BOJa W JOCTHUTA MaKCHMalTHA
KOHIIEHTpalyA B Tia3mara 36 yaca ciies mbpBara 103a u 12 yaca cies Bropara ao3a. buonaimynocTra
B OpraHu3Ma € BHCOKa, KaTo mpubnusutenHo 91% ot mozata ce pezopOupa cief mepopaieH MpHeM.
Fluralaner ce cBbp3Ba 31paBo ¢ npoterHuTe. To ce pa3npocTpaHsBa B LSIIOTO TS0, KATO HA-BUCOKU
KOHIICHTPAIMK CE JIOCTUTAT B YEPHHUS JAPOO M Koxkara/MazHuHUTE. [Ipy NTHIUTE HE ce HAOIIOaaBaT
cpimectBeHn Mertabomuty u fluralaner ce emmmmHHpa OCHOBHO dYpe3 depHHS Apod. llepmonspT Ha
MOy pa3naj] ¢ MPUOIM3UTEIHO S5 THU CIIE IEPOpaICH ITPHUEM.

BiiusiHue BBPXY OKOJIHATA cpela

Fluralaner moka3Ba MHOTO BUCOKa YCTOWYMBOCT B ITOYBATa KaKTO IIPH aepOOHH, TaKa U MPH aHAEPOOHU
ycnoBusi. Fluralaner ce pasmara BbB BOAHA yTaiKa IpH aHAEpPOOHH YCIOBHS, KaToO TOKa3Ba MHOTO
BHCOKa yCTOHYMBOCT IPH aepOOHHU YCIIOBHSL.

5. ®APMAIEBTUYHHU JAHHH

5.1 OcHOBHH HECHBMECTHMOCTH

[pu nurca Ha TaHHY 32 CHBMECTUMOCT TO3W BETEPUHAPEH JICKAPCTBEH MPOYKT HE TPsAOBa J1a Obie
CMECBAaH C JPyTH BETEpPUHAPHH JIEKAPCTBEHH MPOIYKTH.



5.2 Cpoxk Ha roaHoOCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPCH JICKAPCTBEH MPOJIYKT: 3 TOAMHU.
Cpok Ha TOJHOCT CIIe/T TbPBO OTBAPSIHE HA ITbPBUYHATA OMAKOBKA: | TOJUHA.
CpoK Ha TOTHOCT CJIE pa3TBapsiHe B ChOTBETCTBUE C MHCTPYKITMUTE: 24 Jaca.

5.3 Crhenuananu yca10BHA 32 CbXpaHeHHe

To3u BETCPUHAPCH JICKAPCTBEH IMMPOAYKT HEC M3MCKBA HUKAKBU CIICIIMATIHU YCJIOBHA 3a CHbXPAaHCHUEC.
CJ'IC,Z[ IIBbPBO OTBAPSAHC HA 6YTI/IJ'IKaTa oT 4 ml, Aa CC CbXpaHsABa B U3IPABCHO IMOJIOKCHHUC.

54 BI/IZ[ H CbCTAaB HA MbPBHYHATA OIIAKOBKA

Bytunka or Oe3uBereH mnojueTwieH ¢ Bucoka mibTHOCT (HDPE), 3arBOopeHa ¢ ymuibTHEHHE OT
AITyMHHHUEBO/ TOJIMECTEPHO (OJMO M CHHS MOJUIPOIUICHOBA BUHTOBA Karayka, ChC 3alluTa 3a Jena
(omakoBgkrr or 1| L wmw 4 L) wm tun III kexnubapena crbkileHa OyTwika ¢ Osuia
nonunponwieH/nonuerunen (PP/PE) BuHTOBa Kamauka, cbc 3ammra 3a Jela C paslimpeHa HUCKa
wrbtHOCT PE/anmymunmeBo ¢ommo/ PE obmumoska (50 ml omakoBka), mnu tumn 111 kexnmmbapena
CThKJICHA OyTmIKa ¢ Osuta monuetmieHoBa (PE) BuHTOBa Kamauka, che 3amuTa 3a Jiela, ¢ aTyMUHUEBO
(dommo/PE/anymunneBo ¢onmo oOnuioBka u 0Osi1a MONHETHIICHOBA BUHTOBA Kallayka, ChC 3alllWTa 3a
nena, ¢ PE PIBA (4 ml onakoBka).

Pa3smep Ha onakoBkuTte: OyTmiku oT 4 ml, S0 ml, 1 L unm 4 L.

He Bcnuku pa3mepr Ha omakoBKaTa MoraT Ja ObJIaT Ipe/ijiarany Ha rna3apa.

5.5 CroenuajaHu MepKH 3a YHHUI0KABAHE HA HEM3MOJI3BAaH NPOAYKT WIH OCTATHIU OT HEro
BerepunapHuTE JIeKapCTBEHN NPOAYKTH HE TpsAOBa a ObaT U3XBBPISHU Ype3 OTNAIHNA BOIH.
Wznon3BaiiTe mporpamMu 3a BpbLIaHE NP YHUIIOKABAHETO HAa HEHW3IOI3BAHU BETCPUHAPHU
JICKAPCTBCHU IPOAYKTH HIW OCTATbUM OT TAX B CBOTBETCTBUC C M3HMCKBAHHMATA Ha MCECTHOTO
3aKOHOJIATEJICTBO U C BCHYKM HAIlMOHAJIHU CHCTEMH 3a ChOMpaHe, MPUIOKHMHU 33 CHOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MIPOAYKT.

BerepuHapHUAT JIeKapCTBEH MPOAYKT He TpsiOBa J1a Obje U3XBBPIISIH BbB BOJHH 0aceiHU, ThH KaTo
TOBa MOJKe Jla ObJIe OTTACHO 3a BOAHUTE Oe3rphOHAYHHU.

6. HNME HA ITIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Intervet International B.V.

7. HOMEP( HA PABPEHIEHUETO 3A ThbPI'OBUS

EU/2/17/212/001-004

8. JATA HA ITbPBOTO U3JJABAHE HA PABPEIIEHUETO 3A ThPI'OBUS

JlaTa Ha TBPBOTO M3/1aBaHE Ha pa3pemieHueTo 3a Thpropust: 18/08/2017.

9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

(JUYMM/TTTT}

10. KJIACHUPUKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITPOAYKTH
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Jla ce oTimycka camo 0 JIEKapCKO Mpe/IrcaHue.

HOI[p06Ha I/IH(I)OpMaLII/ISI 3a TO3U BETCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE J1a HAMCPUTEC B basata JaHHH
Ha Cbr03a OTHOCHO MMPOAYKTHUTE.



IMPNJIOKEHHUE I1

APYI'N YCJIIOBUA U UBUCKBAHUA KBbM PASPEIHIEHUETO 3A ThPI'OBUs

Hsama



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKETH
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

KAPTOHEHA KYTHS (4-ml onakoBka)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Exzolt 10 mg/ml pa3TBoOp 3a npunarane BB BOJA 3a IMUECHE 32 MHJIETa

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

10 mg/ml fluralaner

3. PABMEP HA OITAKOBKATA

4 ml

4. BUJIOBE )KUBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

3a ynorpeba mpu nmiieTa (IpKH, MAIeTa 3a penpoAyKIUsS U KOKOITKA-HOCAYKH).

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

Pa3tBop 3a mpunarane BbB BOjia 3 MHEHE.

7. KAPEHTHHM CPOKOBE

KapenTtHu cpokose:
Meco u BbTpelIHu opranu: 14 nxu.
Sina: 0 qau.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHe ChbXpaHsBail B U3NPaBEHO IOJI0KEHUE U U3I10JI3Bail B paMKHUTE Ha | roauHa.
Crnen pa3TBapsiHE U3II0NI3Bald B paMKHUTE Ha 24 yaca.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 10. HAJIMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“
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[penu ynotpeda npoyereTe JIMCTOBKATA.

‘ 11. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJOCTBITHA
3A JJEIJA MECTA”

I[a CC€ ChbXpaHsBa Oaji€d OT IIorjiceaa U1 Ha HEAOCTBITHU 3a I€1a MECTA.

‘ 13. HME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

Intervet International B.V.

14. HOMEPA HA PASBPEIIEHUETO 3A ThbPI'OBUS HA BJIIT

EU/2/17/212/004

15. MAPTUJAEH HOMEP

ITaptuna {HOMEp}
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

KAPTOHEHA KYTHSI (50-ml onakoBka)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Exzolt 10 mg/ml pa3TBoOp 3a npunarane BB BOJA 3a IMUECHE 32 MHJIETa

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

10 mg/ml fluralaner

3. PABMEP HA OITAKOBKATA

50 ml

4. BUJIOBE )KUBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

3a ynorpeba mpu nmiieTa (IpKH, MAIeTa 3a penpoAyKIUsS U KOKOITKA-HOCAYKH).

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

Pa3tBop 3a mpunarane BbB BOjia 3 MHEHE.

7. KAPEHTHHM CPOKOBE

KapenTtHu cpokose:
Meco u BbTpelIHu opranu: 14 nxu.
Sina: 0 qau.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHe, U3MOJI3Ball B paMKHUTE Ha 1 ronuHAa.
Crnen pa3TBapsiHE U3IIONI3Ball B paMKHUTE Ha 24 yaca.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 10. HAJIMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“
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[penu ynotpeda npoyereTe JIMCTOBKATA.

‘ 11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “IA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JJEIJA MECTA”

I[a CC€ ChbXpaHsBa Oaji€d OT IIorjiceaa U1 Ha HEAOCTBITHU 3a I€1a MECTA.

‘ 13. HME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

Intervet International B.V.

14. HOMEPA HA PASBPEIIEHUETO 3A ThbPI'OBUS HA BJIIT

EU/2/17/212/003

15. MAPTUJAEH HOMEP

ITaptuna {HOMEp}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKMH BJIII

ETUKET HA BYTHJIKA (4-ml onakoBka)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Exzolt

2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

10 mg/ml fluralaner

4 ml

3. IMAPTUJIEH HOMEP

[Naptuna {HOMED}

‘ 4. CPOK HA IT'OJHOCT

Exp. {mm/rTIT}

Cren oTBapsiHe ChXpaHsABail B U3NPABEHO TOJIOKEHIE U U3MI0NI3Bal B pamkute Ha | roauHa. Cren
pasTBapsiHE W3MOI3Ball B paMKuTE Ha 24 4aca.
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKMH BJIII

ETUKET HA BYTHJIKA (50-ml onakoBka)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Exzolt

2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

10 mg/ml fluralaner

50 ml

3. IMAPTUJIEH HOMEP

[Naptuna {HOMED}

‘ 4. CPOK HA IT'OJHOCT

Exp. {mm/rTIT}
Crnen oTBapsiHe, U3IIOI3Bal B pamkuTe Ha 1 romuaa. Cien pa3TBapsiHE U3MOI3Bai B paMKHUTE Ha 24
yaca.
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NHOOPMAILUSA, KOATO TPABBA JJA BB/JIE N3IIMCAHA BbPXY BBbHIIIHATA
OITAKOBKA

Bytuaka (1 u 4-L omlakoBKH) [mekcmvm we ce suxicoa Ha emukema, muli Kamo HAMA 0d ce
U3N01360 KApmMonena Kymusi]

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Exzolt 10 mg/ml pa3TBoOp 3a npuiiaraHe BbB BOJA 3a IIMEHE 3a IUIeTa

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

10 mg/ml fluralaner

3. PASMEP HA OITAKOBKATA

1L
4L

4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

3a ynorpeba mpu nmiieTa (IpKH, MUIeTa 3a PenpoAyKIUsS U KOKOITKA-HOCAYKH).

5. TEPAIIEBTUYHHU ITIOKA3AHUSA

6. HAYUHU HA ITPUJIIOKEHUE

Pa3TBOp 3a MpuaraHe BB BOJa 3a MUCHE.

7. KAPEHTHHM CPOKOBE

KapenTtHu cpokose:
Meco u BbTpEITHU Opranu: 14 mHU.
Sina: Hyna gHu.

| 8. CPOK HA FOJIHOCT

Exp. {mMmm/rTIT}
Cren oTBapsiHe, U3MOJI3Bal B paMKHUTE Ha 1 roaMHA.
Cren pa3TBapsHe U3IONI3Bal B paMKUTE Ha 24 daca.

9. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE
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ITaptuna {HOMEp}

‘ 10. HAJNMUCHT ,JIPEIU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “JIA CE CbXPAHSIBA JIAJIEY OT IOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a CC ChbXpaHsBa Aajicd OT Morjicaa U Ha HCAOCTBIIHU 3a JIC1a MCCTaA.

‘ 13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHUME 3A ThbPI'OBUSA

Intervet International B.V.

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHA HA BJIII

EU/2/17/212/001 (1 mutep)
EU/2/17/212/002 (4 auTsp)

15. HAPTHUJIEH HOMEP

ITaptuna {HOMEp}
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B. IMCTOBKA
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JIMCTOBKA (4- u 50-ml onakoBKH):

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Exzolt 10 mg/ml pa3TBop 3a npuiiaraHe BbB BOJA 3a IMEHE 3a ITUIeTa

2. CncTas

AKTHBHO BellIECTBO:
Bceeku ml cpabpxka 10 mg fluralaner.

CBETIIOXKBIT A0 TbMHOXBJIT pa3TBOpP.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

[unera (spku, muIeTa 3a PEIPOAYKINS M KOKOIIKU-HOCAYKH).

4. IToxa3zanus 3a ynorpeoda

Tpetupane cpeny omapa3utsiBaHe ¢ KOKOUHKY (Dermanyssus gallinae).

5. IIporuBonokazanus
Hsama.
6. CneunuaJiHu mpexynpexaeHus

CrnenuanHy OpeaynpesKICHUS:

HenyxHnata ynotpe6a Ha MpOTHBONIAPA3UTHHU IPOAYKTH WIIH YITOTpebaTa, OTKIIOHSBAIIA Ce OT TaflCHUTE
WHCTPYKIIUH, MOX€E Ja TOBUIIH 3aTPyAHEHHUETO MPH M300p MOpaju PE3UCTEHTHOCT M Ja JOBEAE 10
HamayicHa edukacHOCT. PemeHueTo 3a WM3MON3BaHE HA MPOJYKTa ClieJBa Jla CE€ OCHOBaBa Ha
MOTBBPKJCHUE HA TTAPAa3UTHUS BUJI U TSKECTTA HA OMAapa3UTABAHETO, MM HA PUCKA OT EKTOTapa3uTHa
WHBa3Ws Bb3 OCHOBA HA MUIEMHUOJIOTUYHUTE My OCOOCHOCTH 32 BCAKO CTaJIO.

TpsiOBa ma ce U30srBaT CIEAHUTE MPAKTUKH, 3allI0TO TE MOBUIIIABAT PHCKA OT Pa3BUTHE Ha
PE3UCTEHTHOCT M MOXE J1a IOBEAAT 0 Hee(PEKTUBHO JICUCHUE:
- TBBPJIC YECTO U MOBTAPSIIO CE MPIJIaraHe Ha aKapUIUIN OT CHIHS KJIac 3a YIBDKEH MIEPHO] OT
BpeEME;
- HEIOCTaTHYHO JIO3MPaHe, KOSTO MOXKE JIa CE DKM Ha HEMPaBUITHA OIIEHKA Ha TEJIECHATa Maca,
HENPABUJIHO NpUJIaraHe Ha MpOAyKTa HIIM JIUIICA Ha KaTHOpUpaHe Ha JO3MPAIOTO YCTPOHCTBOTO.

CrenuaaHy Opeana3iu MEPKH 3a Oe3omacHa ynoTpe0a Mpy BUIOBETE JKUBOTHH, 34 KOUTO €
npegHaszHauceH BJIIT:

3a 1a ce OCUTYPH ABITOCPOYCH KOHTPOJ BBPXY MOMYJIAIMATE Ha KOKOITHHKH B SITOTO € HEOOXOAUMO
Jla ce BbBEIAT MOIXO SN MEPKU 3a IPETOTBPATIBAHE HAa IOBTOPHOTO OMApa3UTABAHE HA TPETUPAHUTE
sta. OcoOEeHO BaXKHO € J1a ce M30SATBAT BCAKAKBY KOHTAKTH C MIOTEHITUAITHO OITAPa3UTEHU NTHITH H 1A CC
TPETUPAT BCHUKH JIPYTH OMAPA3UTCHU NITUITH B SATATa, KOUTO Ca B OJU30CT A0 TPETUPAHOTO.

CHCLII/IaJ'IHI/I Opéanasoi MCpKHU, KOUTO TD$16Ba Ja B3CMEC JIMIICTO, IMpujaraimo BETCPUHAPHUSA JICKAPpCTBCH
OPOAYKT HA JKMBOTHUTC:
BeTepI/IHapHI/I}IT JICKApPCTBCH MPOAYKT MOXKC J1a IPUYUHHU JICKO APA3HCHC HA KOXaTa W/WIIA OYHTE.
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Jla ce n30sTBa KOHTAKT C KOXKaTa, OYNTE U JINTABHIINTE.

He spxre, He mmiiTe 1 HE MyIETe, T0KaTO pabOTHTE C TIPOIYKTA.

Crnen ynorpeba Ha TPOAYKTa U3MHUBAlTE ChC CallyH W BOZAA PBIETEC CH M KOXKAaTa, KOSATO € BisA3jia B
KOHTAKT C MPOJYKTA.

IIpu KOHTaKT ¢ ounTe, HE3a0aBHO M3IUIAKHETE OOMITHO C BOJA.

[Ipu paznuBane Ha MPOIYKTa, CBajJeTe BCHYKH 3aMbPCCHH JAPEXH.

CrenpanaHy Ipeana3siy MEPKHY 3a 3alllTa Ha OKOJIHATA CPEaa:
MennkaMeHTO3HaTa BOJia 3a TMEHE He TPsOBa Ja 1momaja B TOBBPXHOCTHUTE BOJM.

IITrim HOCaukH:
be3onacHocTTa Ha BeTepuHAPHMS JICKAPCTBEH MPOAYKT € ToOKa3aHa MpU POIUTEICKH CTajaa M HOCAUKH.

HpO,Z[yKT’LT MOZKE Ja C€ U3IOJ3Ba 1O BpCMC Ha HﬁL{eHOCCHe.

BzanmoselicTBrie ¢ Ipyru BETEpUMHAPHHU JIEKAPCTBEHHU IPOAYKTH U APYTHA GOPMHU HA B3aMMOIEHCTBHE:
He ca u3BecTHH.

IIpenosupasne:
Cren TpeTrpaHe Ha 3-CeIMUYHHN U BH3PACTHH ITHIIM C 1034 JI0 5 IIHTH II0-BUCOKA OT MPEIOPHINTEITHATA

IpH 3 TETH NIPETOPHUNTEITHUS TIEPUOJT HA TPETHPAHE HE ca HAOII0JaBaHU HEOJIArONPHUATHU PEaKIINU.
He ca HaOnromaBaHu OTPUIIATETHU BB3JICHCTBUS BEPXY SIMIICHOCEHETO, KOraTO KOKOIIKK HOCAYKH ca
TPETHPAHH C 0 5 THTH MPENOPHUNTEIHATA 1032 32 3 THTH IMPEMOPHUNTEIHNS IEPHO]T Ha JICYECHHE.
Hsma HeOnmaronpusTHU Bb3ICHCTBUS BBPXY PEIPOTYKTHBHATA CITIOCOOHOCT, KOTaTO POJUTEIICKU CTaia
ce TpeTupaT ¢ 3 MbTH NMPEeNOpbYNTETHATA 032 32 Ba TFTH MPENOPbYUTEITHHUS IEPHO]] Ha TPETHPAHE.

OCHOBHH HECHBMECTUMOCTH:!
[Ipu nunca Ha TaHHU 32 CBBMECTUMOCT TO3U BETEPHUHAPEH JICKAPCTBEH MPOIYKT HE TpIOBa aa Ob/ie
CMECBaH C JAPYTH BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH.

BiusHue BbpXy OKONHATA cpesa:

Fluralaner moka3Ba MHOTO BUCOKa YCTOWYMBOCT B II0YBATa KaKTO IIPH aepOoOHH, TaKa U MPH aHAEPOOHU
ycnoBusi. Fluralaner ce pasznmara BbB BoJgHa yTaiika MpH aHaepOOHHM YCJIOBHS, KaTo MOKa3Ba MHOTO
BHCOKa YCTOWYHMBOCT IPU a€POOHHU YCIIOBHAL.

7. HeOnaronpusiTHu peakuuu
He ca u3BecTHu.

Cro01maBaHeTo Ha HEOIATONPHSITHU PEAKIMH € BaKHO. TOBa MO3BOJISIBA HENPEKHCHAT MOHUTOPHHT Ha
Oe30macHOCTTa Ha MPOAYKTa. AKO 3a0eliekuTe HIKAKBUA HEOIArONpHUITHH PEaKIMH, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMHMCAaHHU B Ta3W JINCTOBKA WJIM MHCIUTE, Y€ BETCPUHAPHIS JICKAPCTBEH MPOAYKT
HE JIeWiCTBa, CBBPXKETEC Ce IbPBO C Bamms BerepuHapeH Jiekap. MokeTe ChIO Jla ChOOIIaBaTE
HEOJIAarONPUSATHYU PEaKliy Ha MECTHHS MPEJICTABUTEI Ha IPUTEKATENSI HAa Pa3pEIICHUETO 3a ThPTrOBUS,
KaTo M3MO0JI3BAaTEe JAHHUTE 32 KOHTAKT B Kpas Ha Ta3W JIMCTOBKA WK Ype3 Barrata HanmoHanHa cucteMa
3a chOOIIIaBaHe.

8.  /lo3upoBka 3a BceKH BH/ ’KUBOTHO, HAYMHH M METO/ HA NMPUJIOKEHHe

3a npuiarane BbB BOJa 32 IIHCHE.

Hozara e 0.5 mg fluralaner Ha kg TenecHa maca (exBuBasieHTHO Ha 0.05 ml oT pasTBOpa), IByKpaTeH
IpHEM C HHTEpBal OT 7 AHH. 3a ITbJICH TepaneBTHYEH e(eKT, Ciie/iBa 1a ce MPHUIIOKH ITBJIHHUAT Kype Ha

JedeHne. AKO ¢ He0OXOAUM JIPYT KypeC Ha TPETUPaHe, HHTEPBATBT MEXKIY J1Ba Kypca Ha JICUCHHUE ClIeIBa
Jla ¢ Hal-MaJKo 3 Mecela.
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9. CbBeTH 32 IPaBUJHOTO MPUJIATAaHE HA MPOAYKTA

Omnpefenere TPOABIDKATEIIHOCTTA Ha IEpHoJa OT BpeMe 3a npueM (Mexay 4 u 24 dvaca) Ha
MEIUKAaMEHTO3HA BOJA B JICHS Ha TPETHpPaHeTo. To3u meproa oT BpeMe TpsiOBa Ja € J0CTaThYHO IBJIBT,
3a J1a MOKe BCUYKH IITUITH J]a TTOJIyYaT HeoOXoaumara fo3a. I Iperenere KoJIKo BoJIa e U3IMHST ITHITATE
M0 BpeME€ Ha TPETUPAHETO B3 OCHOBA Ha KOHCYMHpaHaTa BOJa Mpe3 NpenxoaHus neH. [IpoaykTet
TpsiOBa 1a ce 700aBHU KbM KOJMYIECTBOTO BOJIA, KOSTO MITHUITUTE III¢ KOHCYMHUPAT 3a eauH neH. [1o Bpeme
Ha TIEpHO/Ia Ha TPHEM Ha MPOYKTa He TPsAOBa J1a KMa HUKAKBH IPYT'M U3TOYHHUIM HA BOJA 33 MTUCHE.

W3uncnere HCO6XOZ[I/IMOTO KOJIMYECTBO OT NPOAYKTA Bb3 OCHOBA Ha o61uaTa TCJICCHA Maca Ha BCUYKHU
IITUIU B IIOMCUICHUETO, KOMTO IIC C€ TPETUPAT. 3a rapaHTHpaHE Ha IpaBUJIHA JO3UPOBKaA TECJICCHATa
Maca Tpf[6Ba Aa c€ Oonpeacivn Bb3aMOXKHO Hali-TOYHO U TpSI6Ba Ja CC U3M0JI3Ba MPCUU3HO yC’I‘pOﬁCTBO 3a
HU3MCPBAaHC HAa U3YHCICHOTO KOJIMYCCTBO OT MMPOAYKTa, KOCTO Tpf[6Ba Ja 6’]:)_'[6 IIPUITIOKCHO.

Heo6xoauMoTO KOIMYECTBO OT MPOAYKTA 332 BCEKH JICH Ha JICUCHNE CE U3YUCIIABA OT o0IaTa TelecHa
maca (kg) Ha msIaTa rpyna nTULM, KOSTO CIeABa a ce TpeTupa:

KoaunvectBo npoaykr (ml) 3a nenst Ha TpeTupane = O0ma tegecHa maca (kg) Ha nuierara,
KOHUTO ciaensa aa ce Tperupar x 0.05 ml/kg

Hanpumep, 1 ml o npoaykra ce usmnoinspa 3a Tperupane Ha 20 kg TenecHa maca (1.e. 10 ntuiy, Besika
¢ TenecHa maca 2 kg) BbB BcekH JIeH Ha npueM. [IBJIHOTO TpeTHpaHe ce ChCTOM OT JBa NpHEeMa B
pascTosiHue Ha 7 JHH.

3a MoAroTBSIHE HA METMKAMEHTO3HATA BOJIa € HEOOXOAMMO J1a Ce CIIE/IBAT MOCOYCHHUTE MO-/10JTY
yKa3aHUsL:

o [TpoBepeTe manu cuctemara 3a Bojara paboTH 100pe U HIMa TEUOBE.

o MerkameHTO3HATa BO/Ia TPSIOBA Ja € MPSCHO MPUTOTBEHA 32 BCEKH JICH Ha TPETHPAHE.

o Cwmecere HEOOXOIUMOTO KOJHUYECTBO OT MPOAYKTA B ONMPEIEIICHOTO KOIUYECTBO BOJA B
HU3MEPBATENIHO YCTPOUCTRO.

o JloGaBsiiTe MpoAyKTa U BoJaTa eAHOBPEMEHHO, 3a Jja n30erHeTe 00pa3yBaHETO Ha ISHA.

o Pa30bpkaliTe Taka NPUTOTBEHHS PA3TBOP BHUMATEITHO, HO U3ISLIO, JOKATO
MeIMKaMEHTO3HATa BOJIa HAITBIHO CE€ XOMOTECHHU3HPA.

o BaxHo e 1a u3makBate U3MEpBaTEIHOTO YCTPOIMCTBO, 3a /1a Ce YBEpUTE, Ye Ha NTHUIIUTE CE
ocurypsBa IrbJiHaTa 103a U 4€ B U3MEPBATCIIHOTO YCTpOI\/'ICTBO HsIMa HUKAKBU OCTaTbIH.
W3scunere Bojata OT M3IIAKBAHETO B TIOUJIKHTE.

o Pasnpenenere MeMKaMEHTO3HATA BOJIA TOPABHO MEX]Y MOUIIKHTE.

10. KapenTHu cpokxoBe

Meco u BbTpEITHN Opranu: 14 mHU.

Sina: Hyna gau.

11. ChenmnaJiHu yCJOBHS 32 CbXpaHEeHHe

Ja ce cpxpansBa fajied OT MOTJieia U Ha HEAOCTHITHY 3a JIella MecTa.

To3u BeTeprHApEH JIEKApCTBEH NPOILYKT HE M3UCKBAa HUKAKBH CIICIIMAIHYU YCIIOBHSA 32 ChbXpaHEHHE.
Cren mbpBO OTBapsiHe Ha OyTHiIkaTta oT 4 ml, ChXpaHsBalTe B U3IPABEHO MOJIOKEHHUE.

[la He ce u3MmoN3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT CJIEe]] U3TUYaHE CPOKA HAa TOAHOCT, TOCOYEH
BBPXY eTukeTa ciel Exp.

CpoK Ha rOJIHOCT CJIe/l TbPBOTO OTBapsiHE HA OMAKOBKarta: | TojnHa.
Cpok Ha TOTHOCT CJIe pa3TBapsiHe, ChIIIACHO yKa3aHUATA: 24 Jaca.
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12. ChnenmnajHu Npeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepruHapHUTE JIEKapCTBEHU MPOIYKTH HE TPAOBA Ja 0BT U3XBBPISHU Ype3 OTMAIHU BOJH.
W3non3BaiiTe mporpaMd 3a BpbBIIAHE MPU YHHUIO)KABAHETO Ha HEU3IOJI3BAHH BETCPHHAPHH
JICKapCTBCHU TMPOAYKTH MM OCTAThIId OT TAX B CHOTBETCTBHE C M3UCKBAHUATA Ha MECTHOTO
3aKOHOJIATEJICTBO U ¢ BCHUKHU TPUJIOKUMH HAIIMOHATHN CHCTEMH 3a ChOUpaHe.

To3u BeTepruHApEH JICKAPCTBECH MPOAYKT HE TPsIOBa j1a ObJie M3XBBPJISH BbB BOJAHU OACCHHU, Thil KATO
fluralaner Moxe a Obie OmaceH 3a BOJHUTE OS3rphOHAYHH.

Te3u MepKH I1Ie TTOMOTHAT 3a OMa3BaHe Ha OKOJIHATA cpefa. [lonuraiite Bamms BeTepuHapeH gekap
KaK Jla YHUIIOKUTE HEHY)KHU BEeTEPUHAPHH JICKAPCTBEHHU MPOYKTH.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIrcaHue.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS U Pa3MepH ONAKOBKHU

EU/2/17/212/001-004
Enna 6ytrnka or4 ml, 50 ml, 1 L wm 4 L.
He Bcuuku pasMepu Ha OlakoBKaTa Morar ja ObJaT IpejiaraHd Ha masapa.

15. I[aTa Ha 1nocjaeaHaTa peJaKkiusa Ha TEKCTa
{JU/MM/TTIT}

ITonpoOHa nH(pOpMAaINKS 3a TO3H BETEPUHAPCH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B 0a3ara
nanay Ha Cho3a OTHOCHO MTPOTYKTHTE.

16. /lanHu 3a Bpb3Ka

IIpuTexxaTen Ha pa3pelIeHUETO 38 ThPrOBHU:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

IIpounsBoANTEIl, OTTOBAPSIIIL 38 OCBOOOKAABAHETO HA MAPTH/IN:
Intervet Productions SA

Rue de Lyons

27460 Igoville

France

gaHHI/I 3a Bpb3Ka 3a C’b06maBaHe Ha npearojgaracMmu HC6JIEII‘0H[2PI$[THI/I PCAKIIUH:

Belgié/Belgique/Belgien Lietuva

MSD Animal Health Belgium BV-SRL Intervet International B.V.

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111

Peny06smka boearapus Luxembourg/Luxemburg

Intervet International B.V. MSD Animal Health Belgium BV-SRL
Tem: +359 28193749 Tél/Tel: + 32 (0)2 370 94 01
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Ceska republika
Intervet s.r.o.
Tel: + 420233 010 242

Danmark
MSD Animal Health A/S
TIf: + 45 44 82 42 00

Deutschland
Intervet Deutschland GmbH
Tel: + 49 (0)8945614100

Eesti
Intervet International B.V.
Tel: + 37052196111

E\\LGda
Intervet Hellas A.E.
TnA: + 30210 989 7452

Espaiia
Merck Sharp & Dohme Animal Health S.L.
Tel: +34 923 19 03 45

France
Intervet S.A.S / Intervet / MSD Sante Animale
Tél: + 33 (0)241228383

Hrvatska

Intervet International B.V.

Intervet International B.V. Subsidiary In The
Republic Of Croatia /

Intervet International B.V. podruznica u
Republici Hrvatskoj

Tel: +3851 6611339

Ireland
Intervet (Ireland) Limited
Tel: +353 (0) 1 2970220

Island
Vistor hf.
Simi: + 354 535 7000

Italia
MSD Animal Health S.r.1.
Tel: +39 02 516861

Kvnpog
Intervet Hellas A.E.
TnA: +30 210 989 7452

Latvija
Intervet International B.V.
Tel: + 37052196111

Magyarorszag

Intervet Hungaria Kft./ Intervet Hungaria
Ertékesitd Kft.

Tel.: + 36 1 439 4597

Malta

Intervet International B.V.

Tel: +39 02 516861

Nederland
MSD Animal Health-Intervet Nederland B.V.
Tel: + 32 (0)2 370 94 01

Norge
MSD Animal Health Norge AS
TIf: + 47 55 54 37 35

Osterreich
Intervet Ges.m.b.H.
Tel: +43 (1) 256 87 87

Polska
Intervet Sp. z o0.0.
Tel.: +48 22 18 32 200

Portugal
MSD Animal Health Lda.
Tel: + 351 214 465 700

Roménia
Intervet Romania S.R.L.
Tel: +4021 3118311

Slovenija
Intervet International B.V.
Tel: + 3851 6611339

Slovenska republika
Intervet s.r.o.
Tel: +420 233 010 242

Suomi/Finland
MSD Animal Health Oy
Puh/Tel: + 358 10 2310 750

Sverige
MSD Animal Health Sweden AB
Tel: +46 (0)8 522 216 60

United Kingdom (Northern Ireland)
Intervet (Ireland) Limited
Tel: + 353 (0) 1 2970220
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JIMCTOBKA (1- u 4-L. onakoBKH):

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Exzolt 10 mg/ml pa3TBop 3a npuiiaraHe BbB BOJA 3a IMEHE 3a ITUIeTa

2. CncTas

AKTHBHO BellIECTBO:
Bceeku ml cpabpxka 10 mg fluralaner.

CBETIIOXKBIT A0 TbMHOXBJIT pa3TBOpP.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

[unera (spku, muIeTa 3a PEIPOAYKINS M KOKOIIKU-HOCAYKH).

4. IToxa3zanus 3a ynorpeoda

Tpetupane cpeny omapa3utsiBaHe ¢ KOKOUHKY (Dermanyssus gallinae).

5. IIporuBonokazanus
Hsama.
6. CneunuaJiHu mpexynpexaeHus

CrnenuanHy OpeaynpesKICHUS:

HenyxHnata ynotpe6a Ha MpOTHBONIAPA3UTHHU IPOAYKTH WIIH YITOTpebaTa, OTKIIOHSBAIIA Ce OT TaflCHUTE
WHCTPYKIIUH, MOX€E Ja TOBUIIH 3aTPyAHEHHUETO MPH M300p MOpaju PE3UCTEHTHOCT M Ja JOBEAE 10
HamayicHa edukacHOCT. PeleHueTo 3a WM3MON3BaHE HAa MPOJYKTAa ClieJBa Jla CE€ OCHOBaBa Ha
MOTBBPKJCHUE HA MTAPa3UTHUS BUJI U TSKECTTA HA OMApa3UTABAHETO, UM HA PUCKA OT EKTOTapa3uTHa
WHBa3Ms Bb3 OCHOBA HA €MUIEMUOJIOTHYHUTE My OCOOCHOCTH 32 BCAKO CTaJIO.

TpsiOBa ma ce U30SrBaT CIEAHUTE MPAKTUKH, 3alI0TO TE MOBUIIIABAT PHCKA OT Pa3BUTHE Ha
PE3UCTEHTHOCT M MOXE J1a IOBEAAT 0 Hee(PeKTUBHO JICUCHUE:
- TBBPJIE YECTO U TIOBTAPSIIO CE MPIJIaraHe Ha aKapHIUIX OT CHIHS KJIac 3a YIBDKEH TIEPHO] OT
BpeEME;
- HEIOCTaTHhYHO JIO3MPaHe, KOSTO MOXKE JIa Ce IBJDKK Ha HEMPAaBMIIHA OIIEHKA Ha TEJIECHATa Maca,
HEIPaBUJIHO TIpHJIaraHe Ha MPOAYKTa WM JIUIICA Ha KaTuOpHupaHe Ha JO3UPAIIOTO YCTPOHCTBOTO.

CrenuaaHy Opeana3iu MEPKH 3a Oe3omacHa ynoTpe0a Mpy BUIOBETE JKUBOTHH, 34 KOUTO €
npegHaszHauceH BJIIT:

3a 1a ce OCUTYPH ABITOCPOYCH KOHTPOJ BBPXY MOMYJIAIMATE Ha KOKOITHHKH B SITOTO € HEOOXOAUMO
Jla ce BbBEIAT MOIXO SN MEPKU 3a IPETOTBPATIBAHE HAa IOBTOPHOTO OMApa3UTABAHE HA TPETUPAHUTE
sta. OcobeHO BaXKHO € J1a ce M30SATBAT BCAKAKBU KOHTAKTH C MIOTEHITHAIHO OITAPa3UTEHU NTHITH H 1A CE
TPETUPAT BCHUKH JIPYTH OMAPA3UTCHHU NITHITH B STATa, KOUTO Ca B OJMU30CT A0 TPETUPAHOTO.

CHCLII/IaJ'IHI/I Opéanasoi MCpKHU, KOUTO TD$16Ba Ja B3CMEC JIMIICTO, IMpujaraimo BETCPUHAPHUSA JICKAPpCTBCH
OPOAYKT HA JKMBOTHUTC:
BeTepI/IHapHI/I}IT JICKApPCTBCH MPOAYKT MOXKC J1a IPUYUHHU JICKO APA3HCHC HA KOXaTa W/WIIA OYHTE.
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Jla ce n36sTBa KOHTAKT C KOXKaTa, OYNTE U JINTABHIINTE.

He spxre, He mmiiTe 1 HE MyIETe, T0KaTO pabOTHTE C TIPOIYKTA.

Crnen ynorpeba Ha TPOAYKTa U3MHUBAlTE ChC CallyH W BOZA PBIETE CH M KOXKAaTa, KOSATO € BIsA3ja B
KOHTAKT C MPOJYKTA.

IIpu KOHTaKT ¢ ounTe, HE3a0aBHO M3IUIAKHETE OOMITHO C BOJA.

[Ipu paznuBane Ha MPOIYKTa, CBajeTe BCHYKH 3aMbPCEHH JAPEXH.

CrenpanaHy Ipeana3siy MEPKHY 3a 3alllTa Ha OKOJIHATA CPEaa:
MennkaMeHTO3HaTa BOJia 3a TMEHE He TPsOBa Ja 1momaja B TOBBPXHOCTHUTE BOJM.

IITrim HOCauKH:
be3onacHocTTa Ha BeTepruHAPHMS JICKAPCTBEH MPOAYKT € ToKa3aHa IMpU POIUTEICKH CTajaa M HOCAUKH.

HpOI[y'KT'LT MOIXKE [1a CC U3M0JI3Ba IO BpEMC Ha HﬁHeHOCCHe.

BzanmoselicTBrie ¢ Ipyru BETEpUMHAPHHU JIEKAPCTBEHHU IPOAYKTH U APYTHA GOPMHU HA B3aMMOIEHCTBHE:
He ca u3BecTHH.

IIpenosupasne:
Cren TpeTrpaHe Ha 3-CeIMUYHHN U BH3PACTHH ITHIIM C 1034 JI0 5 IIHTH II0-BUCOKA OT MPEIOPHINTEITHATA

IpH 3 TETH NIPETOPHUNTEITHUS TIEPUOJT HA TPETHPAHE HE ca HAOII0JaBaHU HEOJIArONPHUATHU PEaKIINU.
He ca HaOnromaBaHu OTPUIIATETHU BB3JICHCTBUS BEPXY SIMIICHOCEHETO, KOraTO KOKOIIKK HOCAYKH ca
TPETHPAHH C 0 5 THTH MPENOPHUNTEIHATA 1032 32 3 THTH IMPEMOPHUNTEIHNS IEPHO]T Ha JICYECHHE.
Hsma HeOnmaronpusTHU Bb3ICHCTBUS BBPXY PEIPOTYKTHBHATA CITIOCOOHOCT, KOTaTO POJUTEIICKU CTaia
ce TpeTupaT ¢ 3 MbTH NMPEeNOpbYNTETHATA 032 32 Ba TFTH MPENOPbYUTEITHHUS IEPHO]] Ha TPETHPAHE.

OCHOBHH HECHBMECTUMOCTH:!
[Ipu nunca Ha TaHHU 32 CBBMECTUMOCT TO3U BETEPHUHAPEH JICKAPCTBEH MPOIYKT HE TpsiOBa aa 0b/ie
CMECBaH C JAPYTH BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH.

BiusHue BbpXy OKONHATA cpesa:

Fluralaner moka3Ba MHOTO BUCOKa YCTOWYMBOCT B II0YBATa KaKTO IIPH aepOoOHH, TaKa U MPH aHAEPOOHU
ycnoBusi. Fluralaner ce pasznmara BbB BojgHa yTaiika MpH aHaepOOHHM YCJIOBHS, KaTo MOKa3Ba MHOTO
BHCOKa YCTOWYHMBOCT IIPU a€POOHHU YCIIOBHAL.

7. HeOnaronpusiTHu peakuuu
He ca u3BecTHu.

Cro01maBaHeTo Ha HEOIATONPHSITHU PEAKIMH € BaKHO. TOBa MO3BOJISIBA HENPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTA. AKO 3a0€lIe)KUTe HIKAKBHA HEOIArONPHUITHH PEAKIMH, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMHMCAHHU B Ta3W JINCTOBKA WJIM MHCIUTE, Y€ BETCPUHAPHIS JICKAPCTBEH MPOAYKT
HE JIeWiCTBa, CBBPXKETEC Ce IbPBO C Bamms BerepuHapeH Jiekap. MokeTe ChIO Jla ChOOIIaBaTE
HEOJIAarONPUSATHYU PEaKliy Ha MECTHHS MPEJICTABUTEI Ha IPUTEKATENS HAa Pa3pEICHUETO 3a ThPTrOBUS,
KaTo M3MO0JI3BATE JAHHUTE 32 KOHTAKT B Kpast Ha Ta3W JIMCTOBKA WM upe3 Barrara HanmoHanHa cucteMa
3a chOOIIIaBaHe.

8.  /lo3upoBka 3a BceKH BH/ ’KUBOTHO, HAYMHH M METO/ HA NMPUJIOKEHHe

3a mpuiarane BbB BOJa 32 IIHCHE.

Hozara e 0.5 mg fluralaner Ha kg TenecHa maca (exBuBasieHTHO Ha 0.05 ml oT pasTBOpa), IByKpaTeH
IpHEM C HHTEpBaN OT 7 AHH. 3a ITbJICH TepaneBTH4eH e(eKT, Ciie/iBa 1a ce MPHUIIOKH ITBJIHHUAT Kype Ha

JiedeHre. AKO ¢ He0OXOAUM JIPYT KypeC Ha TPETUPaHe, HHTEPBAIBT MEXKIY /1Ba Kypca Ha JICUCHHUE ClIeIBa
Jla ¢ Hal-MaJKo 3 Mecela.
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9. CbBeTH 32 IPaBUJHOTO MPUJIATAaHE HA MPOAYKTA

Omnpefenere TPOABIDKATEIIHOCTTA Ha IEpHoJa OT BpeMe 3a npueM (Mexay 4 u 24 dvaca) Ha
MEIUKaMEHTO3HA BOJA B JICHS Ha TPeTHpaHeTo. To3u meproa oT BpeMe TpsiOBa Ja € J0CTaThYHO ABJIBT,
3a J1a MOKe BCUYKH IITUITH Ja TTOJTy9YaT HeoOXoaumara fo3a. I Ipermenere KoJKo BoJa e U3IMHST ITHITATE
M0 BpeME Ha TPETUPAHETO B3 OCHOBA Ha KOHCYMHpaHaTa BOJa Mpe3 NMpenxoaHus neH. [IpoaykTsbT
TpsiOBa 1a ce 700aBHU KbM KOJMIECTBOTO BOJIA, KOSTO MITHUITUTE III¢ KOHCYMHUPAT 3a euH neH. [1o Bpeme
Ha TIEpHO/Ia Ha TPHEM Ha MPOYKTa He TPsAOBa 1a KMa HUKAKBH JIPYT'M U3TOYHHUIM HA BOJA 33 MTUCHE.

W3uncnere HCO6XOZ[I/IMOTO KOJMYECTBO OT NPOAYKTA Bb3 OCHOBA Ha o61uaTa TCJICCHA Maca Ha BCUYKHU
IITUIU B IIOMCUICHUETO, KOMTO IIC C€ TpETUPAT. 3a rapaHTHpaHE Ha IpaBUJIHA JO3UPOBKaA TECJICCHATa
Maca Tpf[6Ba Aa c€ Oonpeacivi Bb3aMOXKHO Hal-TOYHO U TpSI6Ba Ja CC U3M0JI3Ba MPCLUU3HO yC’I‘pOﬁCTBO 3a
HU3MCPBAaHC HA U3YHCICHOTO KOJIMYCCTBO OT MMPOAYKTa, KOCTO Tpf[6Ba Ja 6’]:)_'[6 IIPUITIOKCHO.

Heo6xoauM0oTO KOIMYECTBO OT MPOAYKTA 32 BCEKH JIH Ha JICUCHNE CE U3YUCIIABA OT o0IaTa TelecHa
maca (kg) Ha msIaTa rpyna nTUIM, KOSTO CIeABa a ce TpeTupa:

KoaunvectBo npoaykr (ml) 3a nenst Ha TpeTupane = O0ma TegecHa maca (kg) Ha nuierara,
KOHUTO ciensa aa ce Tperupar x 0.05 ml/kg

500 ml ot mpoaykTa ce u3noi3sart 3a Tperupane Ha 10 000 kg TenecHa maca (1.e. 5 000 nTuiy, BCska ¢
TenecHa Maca 2 Kg) 3a BCeKH JICH Ha TpeTUpaHe.

3a MOArOoTBSHE Ha MEIMKAMEHTO3HATa BOJA € HEOOXOJMMO Ja Ce cJeIBaT MOCOUYCHHTE IMO-J0Ty
YKa3aHud B OIIMCaHuA PEO:

o IIpoBepeTe cucremara 3a BoJiaTa, 3a [ia c€ yBepuTe, ue T paboTu 100pe U HiMa TEUOBE; yBEpeTe
ce, 4e BbB BCHUYKH KalKOBH WJIM KaMOaHHH MOMJIKK UMa BOJA.
o MenukaMeHTO3HATa Bo/ia TPSIOBA Aa € MPSICHO MIPUTOTBEHA 33 BCEKH JCH Ha TPETHPaHE.

o Cwmecere HEOOXOAMMOTO KOJIMUECTBO OT MPOAYKTA C BOJA B TOJISIM PE3€pBOAp MM IPUTOTBETE
KOHIIEHTpUpPaH DPa3TBOp B MaibK pe3epBoap. KoHIEHTpupaHUAT pasTBOp cleinsa Ja ce
Pa3TBOPH BB BOJIA 32 IUEHE U Jja CE MIPHJIOKHU C JO3UPAIO0 YyCTPOMUCTBO WU A03UPAllla [IOMIIA.
CMmecBaiiTe TIpOAyKTa W BO/aTa BUHArW €THOBPEMEHHO, 3a Jla M30erHeTe oOpa3yBaHETO Ha
msHa. BakHO € 7a M3miiakBaTe M3MEpPBATEIHOTO YCTPOHCTBO, M3IIOJI3BAHO 3a M3MEPBAHE HA
HEOOXOANMOTO KOJIMYECTBO OT MPOAYKTa 110 BpeMe Ha (ha3zaTa Ha ITbJIHEHE, 32 J1a Ce YBEPHTE,
ye B pe3epBoapa MM B KOHIEHTPHUpAHUS pa3TBOpP C€ IOCTaBs I'bJIHATA J03a U Y€ B
M3MEpBATEIHOTO YCTPOHCTBO HSAMa HHKAKBH OCTAaThI. Pa3ObpkaiiTe BHUMATEIHO
KOHIIGHTPUPaHUs pa3TBOP WM ChIbPKaHUETO HA pe3epBoapa JOKaTO BOJAATa W MPOAYKTa ce
xoMoreHu3upar. CBbpKeTe pe3epBoapa WM JO3MPALI0 YCTPOUCTBO MM JO3Mpalla IIOMIIa
KBbM CHCTEMaTa 3a BOJa 3a [IUCHE.

o VBepere ce, ue 103upaliaTa moMna € NpaBHIHO HACTPOCHA Ja MOjaBa MEIMKaMEHTO3HATa BOJA
3a TIPEIBAPUTEITHO OTIPEJIEIICHHsI IEPUO/T 32 TPeTUpaHe (J4acoBe).
. Hambinere TpsOWTE HA TMOWIKUTE C MEJAMKAMEHTO3HATa BOJAa W MpOBEpeTe Kora

MCIUKaMCHTO3HATa BOJa CTUI'a 1O Kpasd Ha Tp’B6aTa. Tazu mnpoucaypa cjieiBa aa cc rnmoBTapsa BbB
BCCKH JICH Ha ITPUCM.

Cren BCSKO TpeTHpaHe, HaIlbJIHETE ChAa 332 KOHLUEHTPUPAHUS pa3TBOP C 4KCTa (HEMEAWKaMEHTO3HA)
BOJIA 32 M3IIJIAKBAHE HA MOWJIHATA CUCTEMA.

10. KapeHTHHU cpokoBe

Meco v BbTpelIHu opraiu: 14 nxu.

Siia: Hyna JHU.

11. Chnenuajanm ycJIoBHs 32 CbXpaHeHHe
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I[a CC CbXpaHsaBa Oaji€d OT IIorji€aa 1 Ha HEAOCTBITHU 3a A€1a MECTA.

To3u BeTepUHApPEH JEKAPCTBEH NPOAYKT HE M3UCKBA HUKAKBU CIICLIMATHU YCIOBUS 3a ChbXpaHCHUE.

[a He ce u3non3Ba TO3M BETEpUHAPEH JIEKAPCTBEH NPOAYKT CICA U3THUAHE CPOKA HA TOAHOCT, IOCOYEH
BbpXY eTukera cien Exp.

Cpok Ha TOJHOCT clie/l MbPBOTO OTBApSHE HA OMMaKOBKaTa: 1 roguHa.

CpoK Ha TOJHOCT CJe/ pa3TBapsiHe, ChIIIACHO yKa3aHusTa: 24 vaca.

12. ChenmnaJIHU NpeANa3HA MePKH NPH YHUINOKABAHE

BerepuHapHuTe JCKapCTBEHHU MPOIYKTH HE TPSOBa 1a ObaaT U3XBBPJISHU YPe3 OTIAIHU BOIH.

To3u BeTepUHAPEH JICKAPCTBCH MPOAYKT HE TPAOBa J1a Ob/ie U3XBBPJISIH BHB BOJHH OACEWHU, Thil KaTO
fluralaner moxe nma Obe omaceH 3a BOIHUTE Oe3rphOHAYHH.

Wsnon3paiite mnporpamMu 3a BpbIIaHE IPU YHHUINOKABAHETO HA HEHM3IOI3BAaHH BETCPUHAPHU
JICKAPCTBEHU IMPOAYKTH KM OCTaThLKM OT TAX B CHOTBETCTBHUE C H3UCKBAaHUATA HAa MECTHOTO
3aKOHO/ATEICTBO M C BCHYKH MPUIOKUMHU HAIIMOHATHU CHCTEMH 3a ChOUpaHe.

Te3u MepkH 11ie MOMOTHAT 3a Olla3BaHe Ha OKoJiHaTa cpefa. [lonuraiite Bamus BeTepruHapeH Jiekap
KaK JIa YHUIIOXUTE HEHY)KHA BETEPUHAPHHU JICKAPCTBEHH MTPOYKTH.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMMCaHunC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKH

EU/2/17/212/001-004
Enna 6ytunka ot 4 ml, S0 ml, 1 L wu 4 L.
He Bcuuku pa3Mepn Ha OommakoBKaTa Morar Ja ObJaT NpeJiaraHy Ha mas3apa.

15. I[aTa Ha 1nocjaeaHaTa peJaKkiusa Ha TEKCTa
(JUYMM/TTTT}

[MonpoOHa nHbopMalrs 3a TO3M BeTepUHAPEH JIEKapCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara
nanau Ha Chr03a OTHOCHO MPOJTYKTHTE.

16. /lanuu 3a Bpb3Ka

IIpuTexxaTen Ha pa3pelIEHUETO 32 ThPrOBHU:
Intervet International BV

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

IIpon3BoAUTEIL, OTTOBAPSILL 32 OCBOOOXKIABAHETO HA MTAPTHJIN:
Intervet Productions SA

Rue de Lyons

27460 Igoville

France

I[aHHI/I 3a BPB3Ka 3a C’I)06H_IaBaHe Ha npéanojaracMmn He6HaFOHDI/I${THI/I PCAKIINN

29



Belgié/Belgique/Belgien
MSD Animal Health Belgium BV-SRL
Tél/Tel: + 32 (0)2 370 94 01

Peny6smka bbarapus
Intervet International B.V.
Tem: + 359 28193749

Ceska republika
Intervet s.r.o.
Tel: +420 233 010 242

Danmark
MSD Animal Health A/S
TIf: + 45 44 82 42 00

Deutschland
Intervet Deutschland GmbH
Tel: +49 (0)8945614100

Eesti
Intervet International B.V.
Tel: + 37052196111

E\\LGda
Intervet Hellas A.E.
TnA: + 30210 989 7452

Espaia
Merck Sharp & Dohme Animal Health S.L.
Tel: +34 923 19 03 45

France
Intervet S.A.S / Intervet / MSD Sante Animale
Tél: + 33 (0)241228383

Hrvatska

Intervet International B.V.

Intervet International B.V. Subsidiary In The
Republic Of Croatia /

Intervet International B.V. podruznica u
Republici Hrvatskoj

Tel: +3851 6611339

Ireland
Intervet (Ireland) Limited
Tel: +353 (0) 1 2970220

Island
Vistor hf.
Simi: + 354 535 7000

Italia
MSD Animal Health S.r.1.
Tel: +39 02 516861

Lietuva
Intervet International B.V.
Tel: + 37052196111

Luxembourg/Luxemburg
MSD Animal Health Belgium BV-SRL
Teél/Tel: +32 (0)2 370 94 01

Magyarorszag

Intervet Hungaria Kft./ Intervet Hungaria
Ertékesitd Kft.

Tel.: + 36 1439 4597

Malta

Intervet International B.V.

Tel: +39 02 516861

Nederland
MSD Animal Health-Intervet Nederland B.V.
Tel: + 32 (0)2 370 94 01

Norge
MSD Animal Health Norge AS
TIf: + 47 55 54 37 35

Osterreich
Intervet Ges.m.b.H.
Tel: +43 (1) 256 87 87

Polska
Intervet Sp. z o0.0.
Tel.: +48 22 18 32 200

Portugal
MSD Animal Health Lda.
Tel: + 351 214 465 700

Roménia
Intervet Romania S.R.L.
Tel: +40 213118311

Slovenija
Intervet International B.V.
Tel: + 3851 6611339

Slovenska republika
Intervet s.r.o.
Tel: +420 233 010 242

Suomi/Finland

MSD Animal Health Oy
Puh/Tel: + 358 10 2310 750
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Kvmpog
Intervet Hellas A.E.
TnA: +30 210 989 7452

Latvija

Intervet International B.V.

Tel: +37052196111
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Sverige
MSD Animal Health Sweden AB
Tel: +46 (0)8 522 216 60

United Kingdom (Northern Ireland)
Intervet (Ireland) Limited
Tel: + 353 (0) 1 2970220
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