HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Aivlosin 42,5 mg/g npeMuKc 3a MeTUKaMEHTO3€H (ypax 3a mpacera.

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHBHA cy0cTaHUMA:
Tylvalosin (nox popmara Ha tylvalosin tartrate) — 42.5 mg/g

ExcunnueHTu:
3a MBJIHUA CHUCHK HA EKCLMIIMEHTUTE, BIK T. 6.1.

3. DPAPMAINIEBTUYHA ®OPMA

[Ipemukc 3a MeAMKaMEHTO3eH (Qypax
BexoB rpanynupan npax

4. KJINMHNUYHU JAHHUAU

4.1 BuaoBe :;KMBOTHH, 32 KOUTO e npeanasHayen BMII

IIpacera.

4.2 TepaneBTHYHM MOKA3AHMS, ONIPEeIEHN 32 OTIEeJTHUTE BUAOBE ;KUBOTHU

e Jleuenue u MeTaduIakcHs Ha €H300TUYHA ITHEBMOHUS MPY CBUHETE, TPHYMHEHA OT
YyBCTBHUTEIHU 1aMoBe Ha Mycoplasma hyopneumoniae. Ilpu npenoppunTeNHaTa 1032 CE
HaMaJIIBST MOpaKeHUsATA Ha Oeyvs Apo0 U 3arydara Ha TelecHa Maca, HO HH(EKIUITa ¢
Mpycoplasma hyopneumoniae He ce OTCTPaHsIBA,;

o Jleuenwue Ha mposMdepaTHBHA CHTEPONATHS ITPHU CBUHETE (MIICHT), TPUIHHEHA OT Lawsonia
intracellularis pu cTajga, KbAETO UMa AMArHO3a, OCHOBAaHA HA UCTOPH Ha 3a00JISIBaHETO,
HaTOMOp(i)OHOI‘I/IT-IHI/I HaXOAKH 1 KIIMHUKO-TIATOJIOTUYHU PE3YIITATH,

o Jleuenne u MetaduIaKcus Ha HA TU3CHTEPHS [P CBUHETE, IPUUUHEHH OT Brachyspira
hyodysenteriae ipu cTana, KbIeTO O0IECTTa € OMIIa yCTAHOBEHA.

4.3 IIpoTuBONOKa3aHUS
Hswma.
4.4 CnenuajHu Npeana3Hu MepPKH 3a BCEKH BUA )KMBOTHH, 32 KOUTO € peaHasnadyen BMII

OCTpI/ITe CJIydau U TCIKKO OoIHHTE mpaceTa ¢ HaMaJICHa KOHCyMallyAa Ha XpaHa U BOJa Tp}I6Ba Ja Cce
TPETHUPAT C NOAXOAAN] MHKCKIITUOHCH NPOAYKT.

Hsikon mamoBe Ha B. hyodysenteriae uMat 1o-BUCOKH CTOMHOCTH Ha MUHUMaJTHa OTHCKAIIA
koHnenTpanust (MIIK) npu cirydan Ha ycTORYHMBOCT Cpelly ApyTrd MAaKpOIUAH, KaTO TUIO3UH HAlpUMeEp.
Kinnau4HOTO 3HaU€HME HA Ta3u HaMajleHa 4yBCTBUTEIHOCT HE € HaIlbJIHO u3cnenBaHo. He Moxe na ce
M3KIIIOYU KPBCTOCAHA PE3UCTEHTHOCT MEXAY THIBAIO3UH U JPYTH MaKPOIHUIH.



4.5 CroenuajJHU Npeana3Hu MepKH Npu ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

TpsbBa nma ce crmaszpar n1o0OpH MPaKTUKW 3a YIpaBIeHWE W MONIbpIKaHEe HAa XWTHEHATa, 3a Jla Ce HaMalH
PHUCKBT OT MMOBTOPHA HH(EKITHS.

JloOpa KTMHUYHA IPAKTHKA € TPETUPAHETO JIa CE OCHOBABa HA TECTOBE 33 UyBCTBUTEIHOCT HA H30JHPAHUTE
OT )KMBOTHOTO MUKPOOPTaHU3MH. AKO TOBa € HEBB3MOKHO, TPETHPAHETO TPsIOBa 1a ce 6a3upa Ha MECTHATA
(permonanHa, Ha HHBO (QepMa) ENUAESMUONOTMYHA WH(OpPMamMs 3a YYBCTBHTEIHOCTTa Ha
MHUKpPOOpPraHU3MHTE, Cpelly KOUTO € npenHazHadeH BMII.

Ynotpebara Ha BETEepHHAPHOMEMIIMHCKHSI TPOAYKT, pa3nnuaraiia ce ot naaenure B KXIT ykazanus,
MOYKE J]a YBEIUYN PUCKA OT PA3BUTHUE U CEJICKTHPAHE HA PE3UCTCHTHH MUKPOOPTaHU3MH | J]a HaMalll
e(beKTI/IBHOCTTa Ha JICYCHUECTO C APYTr'U MAaKpOJIHUIH, ITIOpaad Bb3MOXHOCTTA OT KPHCTOCaHa
PE3UCTEHTHOCT.

CrenuanaHu OpeanasHy MCPKH 3a JUIlaTa, Impujaramy BETCPUHAPHOMCANIIMHCKHNS MPOAYKT Ha JKXUBOTHHUTC

TunBaNO3MHBT MPUYMHABA PEAKH Ha CBPBXUYBCTBUTEIHOCT (aJIepryuu) MpH JIAOOpaTOPHU KUBOTHH,
CJIEZIOBATEIHO JIMIATa C YCTAHOBEHA CBPBXUYBCTBUTEIHOCT KbM THJIBAIO3UH TPsIOBa Ja N30srBaT
BCSIKAKbB KOHTAKT C TO3HU NPOAYKT.

IIpu cMecBaHe Ha BeTEpHMHAPHOMEAULIMHCKYS IPOAYKT U MIPUJIAaraHe Ha MEJUKAMEHTO3HUS IPEMUKC
TpsiOBa Ja ce n30sATBa JUPEKTEH KOHTAKT C OYUTE, KOJKaTa M JUraBuiuTe. HANBHTyaTHO MTpeIna3Ho
o0opyaBaHe, ChCTOSIIO C€ OT HEMPOMOKAaEMH PBKAaBHIIM U MTPeIa3Balia IMXaTeTHUTe TbTUIA Macka 3a
€IHOKpaTHa ynoTpeda, CbOTBEeTCTBaIIa Ha eBporneiicku ctanaapT EN 149 win macka 3a MHOrOKpaTHa
ynoTpeba, choTBeTCTBaIIA Ha eBporneick ctangapT EN 140 ¢ ¢puntbp, B CbOTBETCTBHE C €BPONEHCKU
crannapt EN 143, Tps6Ba 1a ce HocH, KoraTo ce paboTH ¢ BeTepUHAPHOMEIUIIMHCKUS TPOAYKT . [Ipu
NoMaaHe BbPXY KokaTa € He00X0ANMO U3MHUBAHE C BOJA.

HpI/I cnyqaﬁHo TOorJIbIIaHE, He3a0aBHO Ja C€ NOTbPCHU MECAUIIMHCKU CHBET, KATO Ha JICKaps CC NpEa0CTaBU
JIMCTOBKAaTa WK €TUKETA Ha MPOAYKTaA.

4.6 HebaaronpusiTHH peakuuu (4€CTOTA U BAKHOCT)
He ca u3BecTHu.
4.7 ¥Ymnorpeba no BpeMe Ha OpeMEHHOCT, JAKTAIUS WIN SIleHOCeHe

Be3onacHocTTa Ha BETEpUHAPHOMEIUITMHCKHUS TIPOYKT HE € IoKa3aHa Mo BpeMe Ha OpPeMEHHOCT U
JIAKTAIus MpH mpacetara. [Ipumara ce caMo clie/l pereHKa moj3a/pruck OT OTTOBOPHUS BETEPHHAPEH
JeKap.

JlabopatopHuUTe POYYBAHHSI TPU MpAceTa He TOKa3BaT HUKAKBY JIOKA3aTEIICTBA 32 TEPATOTCHHOCT.
HabnromaBana e TOKCHYHOCT 3a Maiikara npu rpusadn npu 1o3u ot 400 1 moBeye mg THIBAJIO3MH Ha kg
TenecHa Maca. [Tpu Muniky € HaOI0JaBaHO CJ1a00 MOHUKEHHE B EMOPHUOHATHOTO TETJIO B JIO3H,
NPUYHHSABAIIY TOKCHYHOCT 32 MaiKara.

4.8 B3anMmojeiicTBHe ¢ IPYrd BeTEPUHAPHOMETUIIUHCKH MPOIYKTH U APYru (opMu
Ha B3auMojeiicTBue

He ca uzBectHu.



4.9 Jlo3a u HAYHH HA MPUJIOKeHHE

Ynotpeba upe3 cMecBane ¢ pypaxa.
[a ce cmecBa caMo cbC cyX Qypak.

3a sieueHye U MeTaduIakcHs Ha CH300THYHATA THEBMOHHMS TIPH CBUHETE

Hozaata e 2,125 mg TunBano3uH Ha kg TelecHa Maca Ha JIeH, CMeceH ¢ (ypaka, B IpOIbJDKEHUE Ha 7
II0CJIEJOBATEHU JTHH.

Bropuuan nHGEKIMH, TPUIUHEHN OT MEKPOOpTaHu3MHu KaTo Pasteurella multocida n Actinobacillus
pleuropneumoniae, Morat Jia 1oBeJatT 0 YCJIOKHEHUS Ha €H300THYHATA THEBMOHHS U U3HUCKBa
cneun(uIHO JeYCHHUE.

3a neyeHue Ha npoaudepaTUBHA EHTEPONATHS IPH CBUHETE (MUIICUT)
Hozara e 4,25 mg TunBano3uH Ha kg TeJecHa Maca Ha JieH, cMeceH ¢ (ypaxa, 3a 10 mocnenoBaTenHu THH.

3a sieueHye U MeTaduIIaKCHs Ha IN3CHTEPUSTA IPU CBUHETE
Hozara e 4,25 mg TunBano3uH Ha kg TergecHa Maca Ha JieH, cMeceH ¢ Gypaka, B IpoabibkeHue Ha 10
II0CJIEJOBATENHU JTHH.

Iloxa3zanne Jo3a ot Hpoasmxurtesn- | Hopma Ha BKIOYBaHe BBB (pypaka
AKTHBHATAa HOCT HA Ipemuxc Aivlosin 42,5 kg/g
cyocTannms TpeTHpaHe

Jleuenue u 2,125 mg/kg 7 mHA 1 kg/t*
MeTaduaakcus TeleCHa

Ha €H300THYHA Maca /JieH

MTHEBMOHHS TIPH

CBHHETE

Jleuenue 4,25 mg/kg 10 nuu 2 kg/t*
Ha nposin)epaTrBHA TeJeCHA

CHTEpOIAaTUs IPU Maca /neH

ceunete (I[IEC) (unewnr)

Jleuenue n 4,25 mg/kg 10 nan 2 kg/t*
MeTaduIakcus TenecHa

Ha JIU3CHTEPHS MPU Maca /meH

CBHHETE

* BaKHO: Te3W HOPMU Ha BKITFOUBAHE Ca C pa3yeT, 4e eHO Ipace M3sHK/Ia Ha JICH KOJTMYECTBO, PABHO Ha
5% oT TenecHaTa My Maca.

[Ipu no-BB3pacTHU mpaceTa WK )KUBOTHU C HAMaJICH aleTUT WK MPH [IpaceTa ¢ OrPaHUYCHO M0eMaHe Ha
bypax, MOKe 1a € HeOOXOANMO YBEeJIMUaBaHE Ha BKIFOUYBAHUTE BBB (Dypaxa J03H, 3a J]a Ce JOCTUTHE
HeoOxonmmaTta no3a. Ilpu HamaneHo noemane Ha (ypax, u3nossBaiite ciaeqHaTa GopMyia:
HeoOxonuma fo3a (mg/kg TenecHa Maca) X TenecHa maca (kg)

JHeBeH npueM Ha ypax (kg) X KoHLEeHTpanus B IpeMuKca

(mg/g)

kg npemukc/t pypax =

Karo nonpinHeHHe KbM JICYCHHETO ca HEOOXOAUMU JTIOOPH YCIOBHUS Ha OTTIICKIAaHE U CIIa3BaHE Ha
XUTHEHA, C )T Ja C€ HaMaJIl PUCKa OT MHPEKIUH U 33 Ja CC KOHTPOJIMpa U3rPakIaHeTO Ha
PE3UCTEHTHOCT.

3a cMECBaHETO HAa BETEPUHAPHOMEIMITHHCKUSI IPOIYKT ¢ (pypaxka TpsiOBa Ja ce M3I0JI3Ba XOPU30HTAIICH
opebpen mukcep. [IpenopbuBa ce mbpBoHauanHo Aivlosin na ce cmecu ¢ 10 kg ot dypaka, ciieq Toa ¢
ocTaThKa OT Qypaxa u Jia ce pa3obpka qoope. Cresl TOoBa MeMKaAMEHTO3HUS Pypaxk Moxe 1a ce



rpaHyjupa. Y cIOBUATA 3a TpaHyJIMpaHe BKIIOYBAT €/lHa €MHCTBEHA CThIIKA 3a [IPEHNOATrOTOBKA C Iapa 3a
5 MUHYTH ¥ TpaHyJIMpaHe MpU TemrepaTypa He no-Bucoka oT 70 °C B HOpMaJIHH yCIIOBHSL.

4.10 IIpemo3upane (CHMITOMHM, CIIEIIHA MEPKH, AHTHI0TH), AKO € He00X0TUMO

He ca naGmromaBany HUKAKBH IMPU3HAIM Ha HEITOHOCHMOCT IIPH ITOAPACTBAIIY IIpaceTa Mmpu 103u 10 10
BT TI0-BUCOKH OT MPETIOPHINTEITHATA.

4.11 KapeHTteH cpox

Meco 1 BBTpEIIHN OpTaHu: 2 JTHHU.

S. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapMakoTepaneBTHYHA TPyIa: aHTHOAKTEPUATHH CPEJICTBA 32 CHCTEMHA yIoTpeda, MaKpOIUIH.
Berepunapnomenuimacku Anatomo-Tepanesruuer Koa: QJO1FA92

5.1 ®apmakoaMHAMUYHHU CBOWCTBA

TWIIBaI03uMH TaApTAPATHT € MAKPOJIM/ICH aHTHOMOTHK, KOWTO UMa aHTHOAKTEpUaIHoO aeiicTBue cperty ['pam-
MOJIOKUTENHY, HAKOM ['paM-OTpULIATETHM MHUKPOOPIaHU3MHU U MUKOIUIa3Mu. ToMl [nelcTBa upe3
WHXUOUpaHEe CUHTE3a Ha MPOTEHH B OaKTepHaHaTa KIeTKa.

MakposinaHuTe aHTHOMOTHLIM ca META0OINTH WIK HOJTyCUHTETUYHM A€PUBATH HA METAOOJINTH Ha
MOYBEHU OPTraHU3MH, IIOJIyYeHH Ype3 GpepMeHTanms. Te uMaT pa3nuyHy 10 pa3Mep JIAKTOHHHU IPBCTEHU U
ca aJIKaJIHU Mopaju TUMETUIaMHHOBaTa rpyna. TuiBajJo3uH UMa IPbCTEH, ChCTOSIIN ce OT 16 eneMeHTa.

MakponuanTe Ipevar Ha CHHTE3UPaHeTO Ha TIPOETHH Ype3 00paTuMo cBhp3BaHe KbM S0S prbo3zomHaTa
cybeaununa. Te ce cCBbP3BAT ¢ JOHOPCKATA CTPaHa U BB3MPENATCTBAT TPAHCIOKAIMATA, HEO0X0IUMa 3a
NOJAbPXKAaHE pacTeXka Ha MenTHAHAaTa Bepura. TexHus eeKT OCHOBHO ce OrpaHH4aBa 10 Obp30 JeIsIH
ce MHUKpPOOPTaHU3MHU. MakpoIuaIuTe OONKHOBEHO C€ CUNTAT 32 OAKTEPHOCTATHIIN U MUKOILIA3MOCTATHIIH.

Cuura CC, Y€ UMa MHOI'O MEXaHU3MHU, OTTOBOPHHU 3a U3TPAKIAHCTO HA yCTOﬁ‘IHBOCT KbM MaKpOJIUJIHU
ChCAMHCHUA, @ UMCHHO. H3MCHCHHC Ha pI/I603OMaJ'IHOT0 TCIICBO IMOJIOKCHUC, N3T10JI3BAHC HA aKTHBHHU
MCXaHHU3MM Ha OTTHYAHE U IIPONU3BOJACTBO HAa HHAKTUBUPpAIII CH3UMH.

Hsama cBepenns 3a ycTOMUMBOCT KbM THIIBAJIO3HH OT CTpaHa Ha Mycoplasma hyopneumoniae u Lawsonia
intracellularis wmy TakaBa He € OTKPHUTa B Ta3u o0yacT mocera. He e yctaHoBeHa Todka Ha pasma 3a
Brachyspira hyodysenteriae.

OOUKHOBEHO, HIKOU IaMoBe Ha B. hyodysenteriae nMat 1o-Bucoku croitHoctr Ha MIIK (MuHMMaHA
MOTHUCKAIIAa KOHIICHTPAIHS) TIPH CIIy4Yan Ha YyCTOWYHMBOCT CPEIy JPYTrd MAaKPOJIHIH, KaTO TUIO3WH,
HanpuMep. KMTMHIYHOTO 3HaUeHUE Ha Ta3u HaMaJeHa YyBCTBUTEIHOCT HE € HAITBITHO U3CJICIBAHO.

He Moske 1a ce U3KII0UM KPBCTOCAHA PE3UCTEHTHOCT MEXKY THIBAJIO3HH M JJPYTH MAaKPOIHIHH
AHTUOUOTHIIH.

5.2 ®dapMaKoKNHETHYHH 0CO0EHOCTH
TunBano3nH TapTaparsT ce pe3opoupa OBP30 ciies nepopaiHo NpuiiokeHne Ha Aivlosin.

Cren npunarate Ha MpernopbUUTeNHATA J103a B Oemust ApoO ca OTKPUTH KOHIICHTPAIIUH OT HOPSIIbKa Ha
0,060—0,066 pg/ml 2 u 12 yaca ciex Tpetrupanero. OCHOBHOTO ChEIMHEHUE C€ Pa3NpPOCTPAHBA IUPOKO B



THKaHHUTE, KATO HA-BUCOKU KOHIICHTPAIIMH Ca OTKPUTH B OeTHst P00, KIIbUKaTa, YpECBHUTE JTUTABUIIH,
nanaka, Op0pernuTe u YepHus Ipoo.

NwMa cBeneHus, 4e KOHIIGHTPANUATA Ha MAKPOJIUIH € TI0-BICOKA HA MACTOTO Ha MH()EKIIHS, OTKOJIKOTO B
TUIa3MaTa W 1o-CIEeIHATHO B HeYTPO(HIIH, alBEOJapHA Makpodard U aBEOJapHU STIUTEIHU KIICTKH.

In vitro u3cnenBanus Ha MeTa0OIM3Ma MMOTBBPINXA, Y€ H3XOJAHOTO CheIUHEHHE CE METa0O0IN3upa ObP30
10 3-O-aueruntunosus. B onut ¢ *C-6enssan aivlosin, NpHIoKeH IpH IIPaceTa B KOHIEHTPALUS OT
2,125 mg/kg 3a 7 num Hax 70% ot jo3aTa Oelie oTIeNieHa B M3NPAKHEHHATA, a upe3 ypuHaTa - 3 10 4% oT
Jo3arta.

6. DOAPMAIEBTUYHHU OCOBEHOCTH

6.1 CHuCBHK HA eKCIMITHEHTHTE

XuapaTtupaH MarHe3ueB CHIIMKAT (CETTHOJINT)

ITmennyHO OpanrHo

XUIPOKCUIIPOIIAIOBA LIEITYJI03a

OGe3maciieH mpax OT COEBH 3bpHA

6.2 OCHOBHHM HECHLBMECTHMOCTH

[Ipu nunca Ha TaHHM 32 CBBMECTUMOCT, TO3H BETEPHHAPHOMEUINHCKH MIPOAYKT He TpsiOBa na Obae
CMECBAaH C JPYr'd BETEPUHAPHOMEIULIUHCKHU MPOAYKTH.

6.3 Cpox Ha rogHoOCT

Cpok Ha TOJHOCT Ha KpailHUs BeTepUHAPHOMEAUIIMHCKY IPOAYKT: 3 TOJUHH.

Cpok Ha FOJHOCT CJIe IbPBO OTBAPSIHE HAa IbPBUYHATA ONAKOBKA: 4 CeAMUIIH.

Cpok Ha rOZHOCT cliel cMecBaHe ¢ Gpypaka: 1 Mecel] 3a eApo CMIISIHO OpalIHO WM TPaHyJIu.
6.4 Crhenuananm ycia0BHs 32 CbXpaHeHHe HA MPOAYKTA

Ha ce cexpanssa mox 30 °C.

[a ce mas3u mppBUYHATa ONAKOBKA IUIBTHO 3aTBOPEHA.

a ce cpxpaHsiBa B OpUTMHAIHUS KOHTEUHED.

6.5 Buau cbcTaB HAa MBPBHYHATA ONAKOBKA

Enna Topba, mamMmuHupaHa ¢ amyMuHUEBO (honmo/monmectep, chabpxa 2 kg, 5 kg nmm 20 kg.
He Bcuuku pa3mepu Ha omakoBKaTa Morat ja ObJat pe/JlaraHy Ha masapa.

6.6 ChneuuajHu MEPKH 32 YHUIIIOKaBaHe HA HEU3MOJI3BaH MPOAYKT HJIU OCTATHIM OT HEro

Bceku Hensnon3Ban BCTCPUHAPHOMCIUIIMHCKU IMPOAYKT WM OCTATbIIU OT HETO Tp}16Ba Ja 6’I)IlaT
YHUIIOKEHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.



7. IIPUTEXKATEJI HA JIMIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA
EU/2/04/044/001 — 20 kg

EU/2/04/044/002 — 5 kg
EU/2/04/044/020 — 2 kg

9. JATA HA IIbPBOTO U3JJABAHE / IIOJHOBSBAHE HA JIMIHEH3A 3A YIIOTPEBA

[ara Ha mppBO M3AaBaHe Ha JUIEH3 3a ynorpeda: 09/09/2004

JlaTa Ha mocjIeIHO MOIHOBSIBAHE HA JIMIICH3 3a ynoTpeba: 09/09 2014

10. JATA HA NIOCJUIEAHATA PEJAKIUSA HA TEKCTA

IMompoOHa wHMOpMaIKs 332 TO3W BETCPUHAPHOMEIAMIIMHCKH MPOJYKT MOXE Jla HAMEPUTEC HA MHTCPHET
cTpaHunaTa Ha EBpomneiickara Arenmus mo Jlekapctara (http:/www.ema.europa.eu).

3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

Tps6Ba na ce uMaT npeaBu OPUITHATHATE U3UCKBAHUS 32 BIIaraHe Ha MEIMKaMEHTO3HH MPEMHUKCH B

KOMOMHHpaHU QypaxKu.


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

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKHUA ITPOAYKT

Aivlosin 625 mg/g rpanynu 3a npuiarane BbB BOJIA 3a MUEHE 3a IpaceTra

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHBHA cy0cTaHUMA:
Tylvalosin (riox popmara Ha tylvalosin tartrate) 625 mg/g

Excuunuenru:

3a IBJIHUA CIUCHK HA EKCIMIIMEHTUTE, BIOK T. 6.1.

3. DOAPMAIIEBTUYHA ®OPMA

I'panynu 3a npunarade BbB BOJIA 32 IHEHE.

benu rpanynu.

4. K/IMHUYHU JAHHHN

4.1 BuaoBe :KUBOTHH, 32 KOUTO e npeaHa3HayeH BMII

IIpacera.

4.2 TepaneBTHYHM OKA3AHMS, ONPeeJIeHH 32 OTAEJHUTE BUAOBE ;KHBOTHU

Jleduenue u MeTaduiiakcus Ha npojiud)epaTiBHA CHTEPONATHSI IPU CBUHETE (UJICHT), TPUYUHEHA OT
Lawsonia intracellularis.

Jleuenue u MeTaq)I/IJ'IaKCI/ISI Ha CH300TUYHa MHCBMOHUS 110 MTpaceTaTta, IpUINHEHA OT YyYBCTBUTCIIHU
mamoBe Ha Mycoplasma hyopneumoniae.

[Ipenu MetadunaxcusaTa TpsaOBa J1a ce yCTAaHOBH HAJIMYMETO Ha O0JIECTTa B rpyIara.

4.3 IlporuBonokazanusi

Hama.

4.4 CroeunaJHU NpeaNa3sHN MEPKH 32 BCEKH BH/I dKUBOTHH, 32 KOUTO e npeaHasHadeH BMII
[Ipu Texko OOHU mpaceTa, ako € HaMaJieH MPUEeMbT Ha BOJa, IIpaceTaTa TpsOBa JAa ce TpeTupar ¢
MOJIXOJSI HH)KEKIIMOHEH BETEPUHAPHOMEANIIMHCKH POAYKT, IPEANNCAH OT BETEpUHAPEH JIeKap.
[Tpu npenoprunTenHaTa 1032 ce HaMasIBaT OeNOAPOOHUTE JIe3UH M KITMHHYHHUTE ITPU3HAIH, HO
uapexyara ¢ Mycoplasma hyopneumoniae He ce eMTUMUHUPA.

4.5 CpoeuuajaHu npeanasHu MepKHU MPHU ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

OdunmanHnTe, HAIMOHAIHUTE U PETUOHATHN aHTUMUKPOOHH TIOJIUTHKY TPSIOBA J]a ce B3eMAT MPeIBU/I
IpH yrmoTpebara Ha IPOAYKTa.



Heob6xoaumo e 1a ce BbBeaaT 1o0po yIpaBICHHE U XUTHEHHN IPAKTHKH C 1€ W30srBaHe Ha IIOBTOPHO
3apassiBaHe.

JloOpa KIMHNYHA IPAKTHKA € TPETUPAHETO J1a Ce OCHOBABA HA TECTOBE 32 UyBCTBUTEITHOCT HAa M30JINPAHHUTE
OT JKUBOTHOTO MUKPOOPIaHU3MH. AKO TOBa € HEBb3MOXKHO, TPETUPAHETO TPsIOBa 1a ce 6a3upa Ha MECTHATA
(pernonanna, Ha HHBO (¢epMa) ENUAEMHONIOTHYHA WHPOpPMaUUs 3a YyBCTBHTEJHOCTTa Ha
MUKPOOPraHU3MHUTE, CPEIy KOUTO € npeaHazHauyeH BMIL

YHOTpe6aTa Ha BETCPUHAPHOMCAUIUHCKUSA ITPOAYKT, pa3jiMvaBalila C€ OT JAACHUTC B KXII YKa3aHusl,
MOIXKC [1a YBCJIMYU pUCKA OT PA3BUTUC U CCIICKTHPAHC HAa PE3UCTCHTHU MUKPOOPraHu3MU U Aa HaMaJIu
eq)eKTI/IBHOCTTa Ha JICYCHUECTO C APYTrU MAaKpOJIHUIHU, IOpaad Bb3MOXHOCTTA OT KPHCTOCaHa
PE3UCTCHTHOCT.

3a jleyeHUE Ha THPBA JIMHUS TPSIOBA JIa ce M3MOJI3Ba aHTUOAKTEPHAICH POYKT C ITO-MAIIbK PUCK OT
AHTUMUKPOOHA PE3UCTEHTHOCT, aKO € HAJIMYCH 32 CHILOTO MOKA3aHUE, KOTaTO TECTHT 32 YYBCTBUTEITHOCT
npearnosara BeposTHaTa e(pUKacHOCT Ha TO3U MOAXO,.

CHCQI/IaHHI/I npeaAnasHiy MCPKH 3a JinlaTra, npujaraiii BETCPUHAPHOMEIUITMHCKYA IIPOJAYKT Ha )KUBOTHUTEC

TunBaNO3MHBT MPUUYMHSBA PEAKIH Ha CBPBXUYBCTBUTEIHOCT (aJepruu) HpH Ja00opaToOpHU KUBOTHH,
CJIEZIOBATEIIHO JIMIIATa C YCTAHOBEHA CBPBXUYBCTBUTEIHOCT KbM THJIBJIO3UH TPsAOBaA Ja N30srBaT
BCAKAKBB KOHTAKT C TO3U MPOJIYKT.

[Ipu cmecBaHe Ha BeTepUHApPHOMEAULUMHCKUS IPOIYKT U IIpUjlaraHe Ha MEAUKaMEHTO3HaTa Boja Tpsa0Ba
Jla ce n305ATBa TUPEKTEH KOHTAKT C OYUTE, KOXKaTa U JUraBuiinTe. HANBHUIyaTHO TIPEINa3HO
00opyBaHe, ChCTOSILO CE OT HEMPOMOKAEMH PHKAaBHLM M NPEAINa3Balla AUXaTeIHUTE IbTUILA MacKa 3a
€IHOKpaTHa ynoTpeda, CbOTBEeTCTBaIIa Ha eBporneiicku ctanaapT EN 149 win macka 3a MHOroKpaTHa
ynoTpeda, choTBeTCTBaIIA Ha eBporelcku ctannapt EN 140, ¢ gunTsp, B ChOTBETCTBUE C EBPOTICHCKH
crangapt EN 143, tpsi6Ba aa ce HocH, Koraro ce padoTH ¢ BEeTCpUHAPHOMEIUIMHCKUS TPOAYKT . I1pu
NoMaiaHe BHPXY KoXKaTa € He00X0ANMO U3MHUBAHE C BOJA.

HpI/I cnyqaﬁHo TOTrJIbIIaHE, He3a0aBHO Ja C€ NOTbPCHU MECIAUIIMHCKU CHBET, KATO Ha JICKaps CC IMPEaAOCTaBU
JIMCTOBKAaTa WK CTUKETA HA IPOAYKTA.

4.6 HebaaronpusiTHu peakuuu (4eCTOTA U BAYKHOCT)

He ca u3BecTHu.

4.7 Ymnorpeb6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIUS WIH sIiiIleHOCeHe

BesonacHocTTa Ha BeTepUHAPHOMEAUIIMHCKHUS TIPOYKT HE € T0Ka3aHa Mo BpeMe Ha OpeMEHHOCT U
JaKTauus npu npacerta. [Ipunara ce camo cieq mpereHKa moJi3a/puck 0T OTTOBOPHHUS BETEPUHAPEH JIeKap
JlabopatopHuUTe MPOYYBaHUs PU MpaceTa He OKa3BaT HUKAKBY JIOKA3aTEIICTBA 32 TEPATOTSHHOCT.
TokcHYHOCT 3a MakKaTa IpH I'prU3adu ce HaboaaBa npu 103U oT 400 mg ThBano3uH Ha kg TenecHa maca
u no-rosieMu. [Ipu mMuIku ce HaOMOIaBa c1ado HaMallIBaHE Ha TeJIeCHATa Maca Ha (eryca pH 034,

NpUYIXHABAIIU TOKCUIHOCT 3a MaiKara.

4.8 B3aunmopeiicTBHe ¢ IPYrd BeTePUHAPHOMEIUIIMHCKHA MPOAYKTH U APYru (pOpMHU Ha
B3auMoOJeHcTBHE

He ca uzBectHu.



4.9 Jlo3a 1 HAYMH HA TPUJIOKEHUE

[Ipunarane BbB BosaTa 3a IMUCHE.

3a 712 ce ocHTypH TIpaBUIIHA JIO3MPOBKA, TelecHaTa Maca Tps0Ba Jia ce onpe/eld MAaKCUMAaTHO TOYHO.
Koncymanusita Ha Bojia TpsiOBa a ce ciie/, a KOHIICHTPAIUITa Ha POJIyKTa Jia Ce KOPUTHPA, aKo €

HCO6X0}_'[I/IMO, 3a 1a Cce n30erHe MO-HUCKO A03UpaHe.

IIpoayxThT Tpsi6Ba na ce mo0aBM KbM 00€M BO/A, KOMTO mpaceTara I1e KOHCYMHUpaT 3a enuH jaeH. 1o
BpEeMe Ha TPETHPAHETO He TpsAOBa Ja uMa ApYyTr U3TOUYHUK Ha BOJA 3a ITUEHE.

CeuHcka nponudepaTuBHa eHTeponaTus (WIEUT), IPUYUHEHA OT Lawsonia intracellularis.

I[osaTa e5 mg THUJIBAJIO3UH Ha kg TCJICCHA MacCa Ha JICH BbB BO/Jla 3a IMUCHC B IIPOABIDKCHUC HA 5
IIOCJICAOBATCIIHU JHHU.

W3zuncnere 06H_IOTO H606XOI[I/IMO KOJHNYCCTBO OT NPOAYKTA IO CJICAHATa Q)opMyna:

OO0 Tero Ha MPOgyKTa B g = 00IIa TeJIECHa Maca Ha Half-TeKKOTO Ipace, KOeTo IIe ce JIeKyBa, B kg x
Opoii mpacera x 5/ 625.

N36epere TounMs 6poil carera cropes Hy>)KHOTO KOJMYECTBO OT MPOIYKTA.

Enno 40 g came e nocraTeuHo 3a Tpetupane Ha oomo 5000 kg mpacera (Hamp. 250 mpaceTa ¢ TenecHa
Maca Ha Haii-TexxkoTo npace 20 kg) 3a eauH jeH.

Enno 160 g camre e nocrarsuHo 3a Tpetupane Ha o61io 20 000 kg mpacera (wamp. 400 mpacera ¢ TenecHa
Maca Ha Hail-rexkoto mpace 50 kg) 3a equH neH.

Enno 400 g camre e nocrarsuHO 3a TpeTrpane Ha obmio 50 000 kg mpacera (aamp. 1000 mpaceTa ¢ TenecHa
Maca Ha Hail-rexkoto mpace 50 kg) 3a equH neH.

EH300THYHA MHEBMOHMS IO IIpaceTaTa, IPUYMHEHA OT YyBCTBUTENHHU IIaMoBe Ha Mycoplasma
hyopneumoniae

Ho3ara e 10 mg TunBano3uH Ha kg TejecHa Maca Ha JICH B BOJIa 3a ITUEHE B MPOAB/DKCHHE Ha 5
MOCJICIOBATEIHU JTHU.

N3zuncnere 00IMOTO KOJIMYECTBO HA HEOOXOUMHUS TIPOYKT ChC clienHaTa popMmyia:

001110 Terio Ha MPOAyKTa B g = o0IaTa TeJleCcHa Maca Ha Hall-TeXKKOTO mpace, KOeTo TpsOBa J1a ce
Tpetupa B kg x Opoii nmpacera, KOUTO 11e Obaat jJekyBanu X 10 / 625.

I/I36epeTe MMpaBUIIHUA 6pOI71 calticTa Criope/ HCO6X0):[I/IMOTO KOJNYCCTBO NPOAYKT.

Cameto ot 40 g e mocTaThbuHO 3a TpeTupane Ha o610 2 500 kg npacera (Hanpumep 125 npacera ¢
TeJiecHa Maca Ha Hail-TexxkoTo npace 20 kg) 3a eauH neH.

Cameto ot 160 g e noctarbyHo 3a Tpetupane Ha 0omo 10 000 kg npacera (manpumep 200 mpacera ¢
TeJecHa Maca Ha Hail-TexxkoTo pace 50 kg) 3a equn neH.

Cameto ot 400 g e nocTaThyHO 3a TpeTupane Ha 00110 25 000 kg npacera (Hanpumep 500 mpacera
TeJiecHa Maca Ha Hall-TexxkoTo npace 50 kg) 3a eaun neH.
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YKkazaHus 3a cMecBaHE:

3a ;1a ce MOCTUTHE TIPaBIUTHA J103a, TPSAOBA Ja ce U3I0J13Ba TOYHO U MPABUITHO KATUOpUPaHO 000pyIBaHE
3a MpeTerJIsiHe Ha HEOOXOIUMOTO KOJHMYECTBO MPOAYKT.

BeTepI/IHapHOMe}_'[I/ILII/IHCKI/I}IT MNPOAYKT MOXKC 1a CC CMCCH IIPAKO B CUCTEMATa Ha BOAATa 3a MMMCHC WA
IIBPBO Ia C€ CMECHU KaTO pa3sTBOPCH 6YJIBOH B I1IO-MaJIKO KOJIMYECTBO BOJia, KOCTO IIOCJIC a CC I[O6aBI/I KbM
CHCTEMAaTa Ha BOaAaTa 3a IHUCHCE.

Korato nponyKkThT ce cMecBa IMpsIKO B CUCTEMAaTa Ha BOJaTa 3a MUEeHE, ChIIbPKAHUETO Ha CaIlleTo TPsiOBa
Jla ce MOPhCH BhPXY MOBBPXHOCTTA HA BOJIaTa U CJIe]] TOBA JIa CE pa3MEeCH M3IsUI0, JOKATO CE MOJydr
OuCTHp pa3TBOp (OOMKHOBEHO /10 3 MUHYTH).

Korato ce mpurotsst pa3TBopeH 0yJIbOH, MaKCHMAaJIHATa KOHIIEHTpaIlus TpsOBa ja Obae 40 g OT mpoayKTa
Ha 1500 ml, 160 g ot nmpoaykTa Ha 6000 ml mnu 400 g ot npoxykra Ha 15000 ml u pa3TBOpHT TpsiOBa na
ce pa3MecBa B ipoabbkeHue Ha 10 muryTH. Cliel TOBa €BEHTYalTHOTO OCTaThYHO IOMBTHSIBaHE HAMA J1a
3acerHe e(huKacHOCTTa Ha BETEPUHAPHOMETUIIMHCKHS TPOIYKT.

TpsOBa 1a ce MPUTOTBS CaMO TOCTATHYHO KOJUYECTBO MEAMKAMEHTO3HA BOJIA, KOSATO J]a TIOKPHE HYXKIUTE
3a JIeHsl.

MeaunkameHTo3HaTa Bofia TpsiOBa Jja ce CMEHs Ha BCeKH 24 yaca.

Crnen kpas Ha TIeproia Ha TPETHPaAHE, CUCTeMaTa 3a BOJIOCHA0AsiBaHe TpsiOBa Aa Ob/ie TOYNCTEHA TI0
TIOJIX OIS HAYKH, 3a JIa ce U30erHe MPUeM Ha CyOTeparneBTUYHH KOJIMUECTBA OT aKTHBHATA CYyOCTaHIIUS.

Karo nompinHeHne KbM JiedeHHETo TpAOBa a ce BbBEAAT J0OPH IPAKTUKH 3a yIpaBICHUE U XUTUCHA, 3a
Jla c€ HaMaJId PUCKBT OT MH(PEKLUS U 1a Ce KOHTPOIHPA U3TPAKAAHETO Ha PE3UCTEHTHOCT.

4.10 IIpemo3upane (CHMIITOMM, CHELIHU MEPKH, AHTUI0TH), AKO € He00X0AUMO

He ca mabnronaBany HUKaKBY MPU3HAIM HA HEMOHOCHMOCT TIPH mpaceta mpu Makcumym 100 mg
THJIBAJIO3UH Ha kg TeslecHa Maca Ha JieH B IPOAbIDKEHHE Ha 5 THHU.

4.11 KapeHTteH cpok

Meco u BBTPCUIHU OpraHu: 2 JHH.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTeparieBTHYHA IpyIa: aHTHOAKTEPHATHH CPEJICTBA 32 CUCTEMHA yIoTpeda, MaKpOJIUIH.
Berepunapaomenummackn AHaToMo-Teparnesrruer Koa: QJO1FA92

5.1 ®@apmakoaMHAMHYHU CBOIiCTBA

THIIBaNO3UHBT € MaKPOJIUACH aHTHOMOTHK. MakpoIuaIuTe ca METaOOJIUTH WU MPOU3BOIHH HA
MeTaOOJINTH Ha TOYBEHU OPTraHU3MHU, IMOYYCHU Ype3 epMeHTalws. Te B3auMo/IeiCTBAT C MPOTEUHOB
cuHTe3 upe3 oOpaTHO cBBp3BaHe ¢ 50S pubo3omHaTa cydenuania. OOMKHOBEHO ce CUMTAT 3a

6aKTepI/IOCTaTI/I‘-IHI/I.

Tunpano3uH nMa ACHCTBUE cpeury nmaTor€HHu MUKPOOPIraHrn3MHU, U30JIMPAHU OT HAKOW BUOBEC )KUBOTHH —
OCHOBHO rpaM-HOJIO)KI/ITeJIHI/I MHKPOOPraHu3MM U MUKOILIa3Ma, HO CbIIO TaKa U HAKOU FpaM-
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OTPHUIIATCITHU MUKPOOPTAHU3MH, B T. 4. U Lawsonia intracellularis. Ilpn xounenTpamuu Hag MIC, in vitro
NPOYYBaHUATA MOKA3BAT OaKTEpUIHICH e(heKT Ha THIIBAIO3MH CpeIly aMoBe Ha Mycoplasma
hyopneumoniae.

Mukpoopranu3mMUTe MOTraT Aa pa3BUAT PE3UCTEHTHOCT KbM aHTUMUKPOOHHU cyOcTaHuuu. ChllecTBYBaT
MHO’KECTBO MEXaHU3MH, IPUYMHSIBAIIHN TT0SIBATA HA PE3UCTEHTHOCT KbM MaKpPOJIMIHNUTE aHTHOMOTHIIH.
MexaHn3MHTE BKJIIOYBAT MPOMSIHA Ha PUOO30OMHOTO LIENIEBO MACTO (HANp. KOAUPAHU OT €rm T'eHH),
W3M0JI3BaHe HA aKTUBEH MEXaHM3bM Ha M3THUYaHe (Harp. mopaau mef, msr reHn) U Mporu3BOJICTBOTO HA
WHAKTUBUPAIIM €H3UMH (HAIp. IPUYUHEHU OT mph reHa). bakrepuanHara pe3uCTeHTHOCT KbM
MaKpoJILAN MOXe Aa Obe KOAUpaHa ¢ XpOMO30Ma WK TIa3MHUL M MOKe J1a ObJie MPEeHOCHMa, aKO €
CBBbp3aHa C TPAHCIIO30HHU WX IUIa3MUAU. [Ipy MUKOIIIa3MU pe3UCTEHTHOCTTA MOXKE /1a Ob/ie IPEHOCHMA,
aKO € CBbP3aHa C [OJBWXHU T'€HETUYHU €JIEMEHTH. KpbCTOCaHA PE3UCTEHTHOCT BETPE B MaKpOJUgHATA
rpyna Ha aHTUOMOTHLIUTE HE MOKE [1a C€ M3KITIOYH.

Hayunure nokazaresctBa couyar, 4e MaKpOJUIUTE JEUCTBAT CUHEPTUYHO C MMYHHATa CUCTEMA
rocTonpueMHUK. M3riexaa, 4e MakpoJUAUTE 3aCHUIIBaT OaKTepUUTEe, yOuBaIiu (haroiuTure.

B nompiHEeHNE KbM TEXHUTE aHTUMHUKPOOHU CBOWCTBA, MMyHOMO/YJIHPAIIX U TPOTHBOBB3NAINTEHN
CBOICTBa ca OIMCAaHM 3a HAKOM MaKpOJIUIU B €KCIIEPUMEHTAIHN NTpoyuBaHus. /loka3aHo e, ue
TWIBAJIO3WHBT MHAYLUPA allONTO3a HA CBUHCKU HEYTPOpHIN U Makpodaru, Hackpuasa edepounTosara u
uHXUOUpa npo-pr3nanuTennara npoaykuus Ha CXCL-8, IL1o u LTB4, kato chlieBpeMeHHO HHAYLIHPA
0CBOOOXIaBaHETO Ha MPO-pa3TBapsu ce JunokcuH A4 u Pesonsun D1 in vitro ™.

5.2 @dapMakoOKHMHETHYHHU 0COOEHOCTH

TunBano3uH TapTaparsT ce pe3opoupa OBP30 ciell NepopaTHOTO NPUIIOKEHNE Ha
BETEPUHAPHOMEIUIIMHCKAS POAYKT. THIIBAIO3UHBT Ce Pa3MpOCTpaHsIBa IMIUPOKO B ThKAHNUTE, KATO Haii-
BHCOKHUTE KOHIIEHTPAINH Ca OTKPUTH B TUXATEIHATE THKAaHU, )KITbYKATa, YpeBHATA JINTABHIIA, /TaJIaKa,
O0bOpenuTe 1 yepHUs Ap00. Tmax 3@ THIBAIO3HH € OKOJIO 2,2 Yaca; TCPMUHATHHAT HOIYKUBOT Ha
SIIMMUHUPAHE € MPUOTU3UTENHO 2,2 Jaca.

YcTaHOBEHO €, Y€ THIBAJIO3HWH C€ KOHIIEHTPUPA BbB (DarOIUTHYHUTE KIIETKU U SITUTETHUTE KIETKH Ha
gepBata. [locturHaTte ca KoHIeHTparuu (10 12 mbTH) B KIETKUTE (BHTPEUTHOKIETEYHO) B CPaBHEHHUE C
W3BBHKIIETHYHUTE KOHIEHTpalu. M3cinenBanus in vivo OKa3Bar, uye THIBAIO3WH € HaJHMYEH B MO-BUCOKH
KOHIICHTPAIMK B CIIM3ECTUTE MEMOPaHU Ha TUXATCIIHUTE M YPEBHU ThKaHH, B CPaBHEHHE C IIa3Mara.
OCHOBHHUAT METa0OJIUT HA THUIIBAJIO3HH € 3-aneThunTmio3uH (3-AT), KOHTO ChII0 € MEKPOOHOIOTHYHO
aKTHBEH.

6. DOAPMAIEBTUYHHU OCOBEHOCTH

6.1 Choucbk Ha eKCIUIHEHTHUTE

JlakTo3a MOHOXMApPAT

6.2 OCHOBHHM HECHBMECTHMOCTH

[Ipu nurca Ha TaHHU 32 CbBMECTUMOCT, TO3U BETCPUHAPHOMEIUIIMHCKY MPOIYKT HE TPsiOBa 1a Obe
CMECBaH C IPYTd BETEPUHAPHOMEAULMHCKN TPOIYKTH.
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6.3 Cpox Ha roaHOCT

Cpok Ha TOJHOCT Ha KpailHHUS BETEPUHAPHOMEAUIIMHCKY TIPOIYKT:

40 g camre — 3 TOIMHY.

160 g camme — 2 TONWHMA.

400 g catre — 2 roguHM.

Cpok Ha rOJHOCT CJIe/ IbPBO OTBAPSIHE HA IIbPBUYHATA ONAKOBKA: 5 CEAMMIIH.
Cpok Ha TOTHOCT Ha METUKaMEHTO3HAaTa Boja: 24 Jaca.

6.4. CrnenuanaHm yca0BHS 32 CbXpaHeHHe HA IPOAYKTA

[la He ce cpxpaHsaBa npu TeMieparypa Hax 25 °C.

6.5 Bwuau cbcTaB Ha MBPBUYHATA ONMAKOBKA

Carre, TaMHHUPAHO € aTyMHHHEBO (HOIHO, cbe chabpxkanue 40 g, 160 g unu 400 g rpanynu.

He Bcuuku pazMepu Ha onmakoBKaTa MOTAT Jia ObJIaT MpeJiaraHy Ha masapa.

6.6 CroenuajJHU MePKH 32 YHUIIO:KABAHE HA HEM3MOJI3BAH MPOAYKT WM OCTATHIU OT HEro
Bcekn HeM3mon3BaH BeTepUHAPHOMEIUITUHCKH POTYKT WM OCTATHIM OT HErO TPsIOBA Ja ObAAT YHUILOKCHU
B CHOTBETCTBHE C M3UCKBAHUITA HA MECTHOTO 3aKOHOIATEICTBO.

7. NNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited

6th Floor, South Bank House

Barrow Street

Dublin 4

D04 TR29

IRELAND

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/04/044/009 — 40 g

EU/2/04/044/010 — 160 g

EU/2/04/044/017 - 400 g

9. JATA HA ITBPBOTO U3JTABAHE / IOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TBPBO M3ABaHE Ha JIMIICH3 3a ynoTpeba: 09/09 /2004
JlaTa Ha moCIeIHO MOIHOBSIBAHE Ha JIMLIECH3 3a yoTpeda: 09/09/ 2014
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10. JATATA HA IIOCJIEJHATA PEJAKIIUSA HA TEKCTA

[MonpoOHa nHpOpMaNKS 3a TO3H BETEPUHAPHOMEAUIIMHCKY TIPOAYKT MOXKE JIa HAMEPUTE HA MHTCPHET
crpanurnara Ha EBponeiickata Arenmums o JlekapcrBara (http:/www.ema.europa.cu/).

3ABPAHA 3A ITPOJAXBA, JOCTABKA UW/NJIN YIIOTPEBA

He e npunoxxumo.
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1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKHUA ITPOAYKT

Aivlosin 625 mg/g rpanynu 3a mpujaraHe BbB Boja 3a MUeHe 3a (a3zaHu

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHBHA cy0cTaHIMA:
Tylvalosin (niox popmara Ha tylvalosin tartrate) 625 mg/g

Excuunuenrtu:

3a IBJIHUA CIUCHK HA EKCHMIIMEHTUTE, BIK T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

['panynu 3a npunarase BbB BOAA 32 IHEHE.

benu rpanynu.

4. KJIMHUYHHU JAHHHA

4.1 BujaoBe ;KMBOTHH, 32 KOUTO e npegnasHayed BMII

dazanHu.

4.2 TepaneBTHUHU OKA3AHNS, ONIPeeICHH 32 OTAEJHUTE BUJOBE )KUBOTHU

Jledenue Ha pecriupatopHo 3abossiBaHe, CBbP3aHo ¢ Mycoplasma gallisepticum, npu da3anu.
4.3 IIporuBomokazaHus

Hama.

4.4 CneunuajHM MpeANa3HH MePKH 3a BCeKH BHJ JKUBOTHH, 32 KOUTO e npeanazHayen BMII
3anoyHeTe JIe4YeHUE KOJIKOTO € Bh3MOXKHO I10-CKOPO CJIe] MOsIBaTa Ha KJIMHUYHY NIPU3HAL,
IIPEIoIarai MUKOIIa3MO03a.

TperupaiiTe BCUYKU NTULU OT 3aCETHATOTO CTal0.

4.5 CoenuajHu Npeana3sHyu MepPKH MPH ynoTpeoda

CrenyaiHy npeana3Hi MepKH 3a KUBOTHHTE MPH YIIOTpedaTa Ha IPOIyKTa

Tps0Ba 1a ce BbpBenaT 100pH IMPAKTHKH 3a YIIPaBICHUEES W XUTHEHA, 34 J1a C€ HaMaJli PUCKBT OT IIOBTOPHA
HHEKIIUA.

[IpunoskeHneTo Ha MPOYKTa TPsIOBA Ja ce OCHOBaBa Ha U3CJIE/IBAHE 3a YyBCTBUTEIHOCTTA Ha
MHUKPOOPTraHU3MHUTE, U30JUPAHH OT )KUBOTHOTO. AKO TOBa HE € Bh3MOXKHO, TPETUPAHETO TPsIOBa Jia ce
OCHOBaBa Ha MeCTHa (PETHOHATHA, HAa HUBO (hepMa) eMUIeMHOIOTHYHA HH()OPMAITUS OTHOCHO
YyBCTBUTEIHOCTTA HA NPULICTHUTE MUKPOOPTaHU3MH.
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[IpunokeHneTo Ha BETEPUHAPHOMEIULIMHCKHUS MPOIYKT, KOETO CE pa3iindaBa OT yKa3zaHHUSATAa, MOXE Ja
MIOBHILIM PHICKA OT Pa3BUTHE U CEJIEKINA Ha PE3NCTEHTHN MUKPOOPTAaHMU3MH U Jia TIOHIKH e(PEeKTHBHOCTTA
Ha JICUCHUETO C IPYTH MaKpOJIUAMN MOPAAU Bb3MOKHOCTTA 32 KPbCTOCAHA PE3UCTEHTHOCT.

CHCQI/IaHHI/I npeanasHiy MCPKH 3a JinaTra, npujaaraiii BETCPUHAPHOMEAUITMHCKYA IIPOAYKT HA )KUBOTHUTEC

TunBaNO3MHBT MPUYMHABA PEAKIH Ha CBPBXUYBCTBUTEIHOCT (aJIepruu) MpH JIaOOpaTOPHU KUBOTHH,
CJIEZIOBATEIIHO JIMIIATa C yCTAHOBEHA CBPBXUYBCTBUTEIIHOCT KbM THJIBIO3UH TPsAOBaA Ja N30srsaT
BCSIKAKbB KOHTAKT C TO3HU NPOAYKT.

[Ipu cMecBaHe Ha BeTepHHAPHOMEAUIIMHCKUS IPOAYKT U MIPHIaraHe Ha MEUKaMEHTO3HATa BOJia TPsiOBa
Jla ce U305TBa TUPEKTCH KOHTAKT C OUYMTE, KOXKaTa U JTUTaBUIUTe. IHINBHIyaTHO TIPEIITa3HO
o0opyiBaHe, ChCTOSIIIO CE OT HEMPOMOKAEMH PHKABUIIM U TIpe/a3Ballia UXaTeIHUTE MTUINA MacKa 3a
eJHOKpaTHAa ynoTpebda, ChOTBETCTBaIA Ha eBporericku ctannapt EN 149 wmu macka 3a MHOTOKpaTHa
ynoTpeda, choTBeTCTBaIIa Ha eBporeicku ctannapt EN 140, ¢ guntsp, B ChOTBETCTBUE C EBPOTICHCKH
crannapt EN 143, Tps6Ba 1a ce HocH, KOraTo ce paboTH ¢ BeTepUHAPHOMEAULIMHCKUS POAYKT. [Ipu
ToTajjaHe BbPXY KoxkaTa € He00X0MMO U3MHBAHE C BOJA.

HpI/I CJIy‘IﬂfIHO IOorJIbIIaHe, He3a0aBHO Ja €€ MOThbpPCU MECIUITMHCKH CBHBET, KATO HA JICKapsd C€ NpCa0CTaBr
JIMCTOBKAaTa WK CTUKETA HA MPOAYKTA.

4.6 HebaaronpusiTHu peakuuu (4€CTOTA U BAJKHOCT)
He ca u3BecTHu.
4.7 ¥Ymnorpeba no BpemMe Ha OpeMEHHOCT, JAKTAIUS WIN SIleHOCeHe

BbezonacHocTTa Ha BeTepUHAPHOMEAUIIMHCKUS ITPOIYKT HE € I0Ka3aHa 1o BpeMe Ha sifiieHocene. Jla He ce
W3I0JI3Ba NP NTHUIIN B IIEPUOIa HA SUIICHOCEHE U B paMKHUTE Ha 14 THU Ipeny HA4alIoTO Ha SHIIEHOCHUS
TIEPUOL.

4.8 B3aumopeiicTBHE ¢ APYrd BeTEPUHAPHOMEIUIIMHCKHA MPOXYKTH U APYru (popMHU Ha
B3auMoOJeHcTBHE

He ca uzBectHu

4.9 [lo3a v HAYMH HA MPUJIOKEHHE

3a mpuarane BbB BoJaTa 3a IIHECHE

Jo3zara e 25 mg TunBano3uH Ha kg TenecHa Maca Ha JIeH BB BOJIa 3a TIHEHE 3a 3 MOCIe0BaTEeHN THU.

Ja ce onpenenu koMOMHHMpaHaTa TesiecHa Maca (B kg) Ha BCHUYKH NTHIIH, KOUTO IIIE c€ TPETHpaT.
Hampumep enno camre ot 40 g e mocTars4HO 3a TpeTrpane Ha o0mo 1000 nTuim cbe cpeHa TenecHa
maca ot 1 kg; enno came ot 400 g e mocrarhuHO 3a Tpetupane Ha o610 10,000 nTuium cbe cpeaHa
TenecHa maca ot 1 kg.

3a ma ce MOCTUTHE TIPaBUITHATA 71033, MOXKE Ja € HEOOXOIUMO Ja ¢€ MIPUTOTBU KOHIIEHTpHpaH (OyIL0HEH)
pasTBop (Hamp. 3a Tpetupane Ha o6mo 500 kg TemecHa Maca Ha ITHIIATE TPSAOBA 1a CE U3IIOI3BA CaMO
50% ot mpuroTBenus OynboHeH pa3TBop ot 40 g caie).

BerepuaapHOMEIUIIMHCKHUAT IPOAYKT TPAOBa 1a ce mprudaBu KbM 00eMa BOfa, KOMTO NTHIIUTE IIIe
KOHCYMHpaT 3a euH JeH. [[pueMbT Ha MeAMKaMEeHTO3Ha BOJa 3aBUCH OT KIIMHUYHOTO CHhCTOSIHHE Ha
JKUBOTHUTE. 3a JIa CE MOJTyYH MpaBUITHATA /1032, KOHIIEHTparusaTa Ha Aivlosin TpsiOBa 1a ce Kopurupa mno
CHOTBETHUS HAYMH.
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He tpsa6Ba 1a nma Ipyru M3TOYHUIM Ha BOJIA 32 TUEHE TT0 BpEMe Ha MEepro/ia Ha TPeTHpaHe.

VkazaHus 3a cMECBaHe:

BerepurapHOMETUIIMHCKHUAT IPOAYKT MOJKE J1a C€ CMECBa HAIpaBO B CHCTEMara 3a BOJaTa 3a IMMeHe WU
IIBPBO J1a CE CMeCBa KaTo OYJILOHEH Pa3TBOP B MO-MAJIKO KOJIMYECTBO BO/A, KOSITO CIIE TOBa ce MpuOaBs B
cucTeMara 3a BojaTa 3a IMHEHE.

[Ipu cmecBaHe Ha BeTepUHAPHOMEAULIMHCKUS IPOIYKT AUPEKTHO B CUCTEMATa 3a BOZAATa 3a [IUEHE
CHIBbP)KaHUETO HA CalIEeTO TPSOBA Jja C€ M3CUIIE BHPXY MOBBPXHOCTTA HA BOAATA U /1a CE Pa3MecH
HAITBJIHO JIOKATO C€ MOJY4YH OUCTHP pa3TBOp (OOMKHOBEHO B PAMKHTE Ha 3 MHUHYTH).

[Ipu npuroTssiHe Ha OyJIbOHEH pa3TBOP MAaKCUMaJiHATa KOHLEHTpauus TpsioBa na 0b1e 40 g npoIyKT Ha
1500 ml Boga u e He0OX0AMMO Pa3TBOPHT Ja ce pazMmecu 3a 10 munyTH. OcTaBamara ciiei ToBa MbTHHHA
HsIMa JIa TIOBJIHsie e(pUKACHOCTTA Ha MPOAYKTA.

Tps0Ba ga ce MPUrOTBS caMO AOCTATHYHO KOJUYECTBO MEIMKAMEHTO3HA BOAA, KOATO Aa MOKPHE HYXKAUTE
3a JeHs.

MenukaMeHTO3HaTa Bojia TPsIOBa Jla ce CMEHSI Ha BCEKH 24 daca.

4.10 IIpemo3upane (CMMIITOMH, CHEIIHU MEPKH, aHTHUI0TH), AKO € He00X0AUMO

He ca maGnronaBaHy HUKaKBY MPU3HAITM HA HEMTOHOCHUMOCT TIPH Pa3INYHU BUIOBE JIOMAIITHU IITUIU B
nmo3u 1o 150 mg TunBano3uH Ha kg TenecHa Maca Ha JieH 3a 5 THU.

4.11 KapeHTHH cpoK

Meco u BbTpEUIHU OPraHu: 2 IHU
Ja He ce myckar (a3aHHUTe 32 IIOHE /1Ba JIHU CJIe]] Kpasi Ha TPETUPAHETO.

He ce pa3pemasa ynotpedaTa npu NTULH, KOUTO MIPOU3BEKIAT WU Ca IPEAHA3HAYCHH A3 IPOU3BEKAAT
SMIA 38 KOHCYMallMsl OT XOpa.

[a He ce npuiara B paMkuTe Ha 14 AHU OT HAYAJIOTO Ha SIMIIEHOCHUS IEPUOI.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

®dapMakoTepaneBTHYHA TPyIa: aHTHOAKTEPUATHH CPEICTBA 3a CHCTEMHA yrnoTpe0da, MaKpOJIUIH.
Berepunapnomenummackn AHaToMo-TepareBrruer Koa: QJO1FA92

5.1 ®apmakoguHAMUYHH CBONCTBA

TUnBaJIO3MHBT € MAaKpoOJHIeH aHTUOMOTHK. Makponuante ca MeTaOOMUTH WIM TPOU3BOJHU Ha
MeTa0OJIUTH Ha TIOYBEHU OPTaHU3MH, [T0Jy4yeHHu upe3 pepmenTanus. Te moBnusBaT OeNTbYHHS CHHTE3 KaTO
ce cBbp3BaT obOpatrumo c¢ 50S cyOenumHuuata Ha pubozomurte. Ilo mnpaBuno ce mnpuemar 3a
0aKTepHOCTATHYIHH.

THIIBanO3UHBT MPUTEKaBa AKTUBHOCT CPEIly TATOT€HHU MUKPOOPTaHU3MHU, H30JHUPAHU OT MHOTO BHUJIOBE
KHUBOTHA — OCHOBHO ['paM-TIOJIOKUTETHH MHUKPOOPraHM3MH M MHKOIUIA3MH, HO ChIO Hskow I'pam-
OTPHIIATETHM MHUKPOOPTraHW3MH. THIIBAJO3WHBT MPUTEKABA AKTUBHOCT CpEIly CIICJHHUTE BHJOBE
MUKOIUTa3MH, HAIMYHH B JOMAIHu nTunu: Mycoplasma gallisepticum.
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MuHnManTHaTa WHXHOWpAIa KOHIEHTpAus Ha TWIBAIO3WH 3a M gallisepticum Bapupa ot 0,007 mo
0,25 pg/ml. 3a mMakpoiauauTe (BKIIOUHTESIIHO THJIBAIO3WH) € JIOKA3aHO, 4Ye NPUTES)KaBaT €(PEKTH BBPXY
BPOJICHUS] UMYHHUTET, KOSTO MOXE Ja 3aCHIIH TUPCKTHUTE €PEKTH HA aHTUOMOTHKA BHPXY MATOTCHA U Ja
MOJIMOMOTHE KIIMHUYHOTO ChCTOSIHUE.

MukpoopraHu3MHUTe MOTAT J1a Pa3BUAT PE3UCTEHTHOCT KbM aHTUMUKPOOHUTE cyOcTaHmn. ChIIecTByBaT
MHO>KECTBO MEXaHN3MH, OTTOBOPHH 32 Pa3BUTHETO HA PE3UCTEHTHOCT KbM MAKPOJIUAHUTE ChbETUHEHHUS.
KpbcTocanara pesucTeHTHOCT B TpyIiaTa Ha MaKpOJIHIHUTE aHTUOMOTHIIM HE MOXKE JIa CE€ M3KITIOUH.
[NoHmxeHa 4yBCTBUTEITHOCT KbM THIJIBAJIO3WH OOMKHOBEHO c€ Ha0II01aBa NPH THIIO3UH PE3UCTEHTHU
IIaMOBE.

5.2 ®apMakoKMHETHYHH 0CO0EHOCTH

TunBano3uH TapTaparsT ce pe3opoupa OBP30 cien NepopasHo NPHIIOKEHNE Ha
BETCPUHAPHOMETUIIMHCKUS TPOAYKT. THIBANO3MHBT ce pa3mnpeaens J00pe B ThKaHUTE KaTo Haii-
BUCOKHTE KOHIICHTPAIMH CE OTKPUBAT B PECIIMPATOPHHUTE ThKaHH, XKIIbUKaTa, YpeBHATA JIUTABHIIA,
cie3kara, OpOpenuTe u yepHus apo0.

3a THJIBAJIO3MH € JI0Ka3aHo, Y€ C€ KOHLUCHTpHUpPAa BLB (i)aFOIlI/ITI/IpaIHI/ITe KJIICTKHU U CTIMTCIIHUTC KJIICTKHU Ha
qucpBara. IlocTurar ce a0 12 ObTH MO-BUCOKHU KOHOCHTPAalUU B KJIICTKHUTC (I/IHTpaLIeJ'IyJ'IapHI/I) B CpPABHCHUC
C CKCTpalcCiyjiapHaTa KOHIICHTPAaUA. In vivo Ipoy4BaHHuATA MOKA3BAT, Y€ TUJIBAJIO3UH C€ OTKPUBA B I1O-
BUCOKHU KOHIICHTPALIMU B JIMT'aBULlaTa, IIOKPpUBAIld JUXATCITHUTE U YPEBHUTC ThbKaHU B CPABHCHUC C
miasmara.

I'maBHusAT MeTaOONMUT Ha TWIBAIO3WH € 3-anetwnTwio3uH (3-AT), KOWTO CBIIO € aKTUBEH OT
MHUKPOOHOJIOTHYHA TJIeHA TOYKA.

TepMHUHATHUAT TONY)XUBOT 33 CIMMHHUPAHETO HA TUIIBAJIO3WH M HEroBHs akTuBeH merabonut 3-AT
Bapupa ot 1 g0 1,45 gaca. Illect waca crieq TpeTHpaHETO KOHIIEHTPALMITA HA TUIBAJIO3UH B JIUTaBUIIATA
Ha CTOMAIITHO-YPEBHUS TPAKT WMa cpefHa KOHIeHTpamus oT 133 ng/g, a B CTOMAaNIHO-YpPEeBHOTO
ceaspkumo e 1040 ng/g. AxtuBHuAT Metabomut 3-AT uma cpeiHa KOHIIEHTpAIUs OT ChOTBETHO 57,9 ng/g
u 441 ng/g.

6. DPAPMALEBTUYHU OCOBEHOCTH

6.1 Chnucbk Ha eKCUMIIHEHTHTE

JlakTo3a MOHOXHApAT

6.2 OCHOBHH HECHBMECTHMOCTH

[Tpu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPHOMEIUIIUHCKY MPOYKT HE TPsOBa ja Obje
CMECBAH C JAPYTH BETEPUHAPHOMEIUITNTHCKU TTPOITYKTH.

6.3 Cpok Ha roaHOCT

CpoK Ha rOJIHOCT Ha KpaiHUs BETEpUHAPHOMEIUITUHCKH TIPOTYKT:

40 g camie — 3 roJIMHU.

400 g camre — 2 ToguHM.

Cpok Ha TOHOCT CJIe] IbPBO OTBAPSIHE HA ITbPBUYHATA ONAKOBKA: 5 CEAMMIIM.
Cpok Ha TOJHOCT Ha MeIMKaMEHTO3HaTa Boja: 24 Jaca.
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6.4. CrnenuajJHHU yCJOBHS 3a ChbXpPaHeHHE HA MPOAYKTAa

40 g came — /la He ce cpxpaHsABa npu TemnepaTypa Hazg 25 °C.
400 g came — Jla He ce chXpaHsBa NpH TeMieparypa Hax 25 °C.

6.5 Buau cbcTaB Ha IbPBUYHATA ONMAKOBKA

Jlamuaupanu camrera ot aTyMuHHEBO (horo, chabpkamu 40 g wu 400 g.

He Bcuuku pasMepu Ha onakoBKaTa Morar Ja ObJIaT NpeJiarany Ha mas3apa.

6.6 CrhenuajJHU MePKH 32 YHUIIO:KABAHE HA HEM3MOJI3BAH NMPOAYKT WM OCTATHLIU OT HEro
Bceku Hen3mon3BaH BeTePHHAPHOMEINIIMHCKA TTPOAYKT WIIM OCTATHIM OT HEro TPsiOBa /a Obaat
YVHUIIOXKEHHU, B ChOTBETCTBUE ¢ M3MCKBAHMSITA HA MECTHOTO 3aKOHOZATEJICTBO.

7. MHNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited

6th Floor, South Bank House

Barrow Street

Dublin 4

D04 TR29

IRELAND

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/04/044/012 -40 g
EU/2/04/044/014 — 400 g

9. JATA HA I'bPBOTO U3JJABAHE / IIOJJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TEPBO M3NIaBaHE Ha JIMIICH3 32 ynoTpeba: 09/092004
Jata Ha mocieHO MOHOBSIBaHE Ha JIMIIEH3 3a ynoTpeda: 09/092014

10. JATATA HA NIOCJIEJAHATA PEJAKIIUS HA TEKCTA

Hoapo6Ha I/IH(I)OpMaIII/IH 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC HAa UHTCPHCT CTpAaHUIIATA HaA EBpOHeﬁCKaTa

Arennust o JlekapcrBata (http://www.ema.europa.eu).

3ABPAHA 3A ITPOJAXEBA, JOCTABKA U/NJIN YIIOTPEBA

He e npunoxxumo.

19


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

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUWHCKUA ITPOAYKT

Aivlosin 42,5 mg/g nepopaieH npax 3a npacera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cy0cTaHUMA:
Tylvalosin (mox ¢popmara Ha tylvalosin tartrate) 42,5 mg/g

Excounuentu:
3a IBIHUA CITUCHK HA eKCIIMITUEHTHTE, BIK T. 6.1.

3. DPAPMAINIEBTUYHA ®OPMA

IIepopanen npax.
BexoB rpanynupan npax.

4. KINMHNYHHU JAHHUA

4.1 BuaoBe :KkMBOTHH, 32 KOUTO e npeanasHayen BMII

IIpacera.

4.2 TepaneBTHYHM NMOKA3AHMS, ONIPEIeIEHN 32 OTIeJTHUTE BUAOBE ;KUBOTHU

e Jleuenue u MeTaduIakcHs Ha €H300TUYHA ITHEBMOHUS TIPY CBUHETE, TPHYMHEHA OT
YyBCTBHUTEIHU 1aMoBe Ha Mycoplasma hyopneumoniae. Ilpu npenoppunTeNHaTa 1032 CE
HaMaJsIBaT MOpaKEHUsATa Ha Oenus Apo0 u 3arydara Ha TelIecHa Maca, HO HHPEKIUATa ¢
Mycoplasma hyopneumoniae He ce OTCTpaHsIBa.

o Jleuenue Ha mposMdepaTHBHA CHTEPONIATHS ITPHU CBUHETE (WIICHT), TPUIHHEHA OT Lawsonia
intracellularis, npu cTaga, KbIETO UMa IMArHO3a, OCHOBAHA HA UCTOPHA Ha 3a00JSIBAHETO,
HaXOAKH OT ayTOIICMHU U KIIMHUKO-TIATOJIOTUYHHA PE3YJITATHU.

o Jleuenue u MetaduIakcus Ha JU3CHTEPUS IPU CBUHETE, MPUYUHEHU OT Brachyspira
hyodysenteriae, ipu cTaga, KbIeTO O0JIECTTa € OMIIa yCTAaHOBEHA.

4.3 IIpoTuBOMOKA3aAHUA
Hsawma.
4.4 CnenuajHy NpeanasHu MePKH 3a BCEKH BUA )KMBOTHH, 32 KOUTO € npeaHasnadyen BMII

OCTpI/ITe CJIydau U TCIKKO OoIHHTE mpaceTa ¢ HaMaJICHa KOHCyMallyAa Ha XpaHa U BOJa TpH6Ba Ja Cce
JICKYBAT C IMOAXOOA1I MHXCKIMOHCH BETCPUHAPHOMCIUIIMHCKU ITPOAYKT.

OOVKHOBEHO HAKOM IIaMOBe Ha B. hyodysenteriae nmat O-BUCOKH CTOWHOCTH HA MUHHMaJIHA
notuckama konueHTpanus (MIIK) npu cirydan Ha pe3UCTEHTHOCT Cpelly APYyTrd MaKpOIHIU, KaTo
HampuMep THI03UH. KINMHUYHOTO 3HaYeHre Ha Ta3u HamMaJleHa YyBCTBUTEITHOCT HE € HAITbIHO
uscaensaHo. He Moxe J1a ce M3KIII0UM KPBCTOCAHA PE3UCTEHTHOCT MEXKAY THIBAIO3UH U IPYTH
MaKpOJIUAH.
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4.5 CpoenuajHu npeanasHu MepKU NpH ynorpeoda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

JoOpa kTMHIYHA IPAaKTHKA € TPETHPAHETO /1a CE OCHOBaBa Ha TECTOBE 32 YyBCTBUTEIHOCT Ha
W30JIUPAHNUTE OT )KUBOTHOTO MHUKPOOPTaHU3MHU. AKO TOBA € HEBB3MOXHO, TPETHPAHETO TPsAOBA Ja ce
0a3upa Ha MecTHaTa (perHOHAHA, Ha HUBO (pepMa) emuIeMUOIOTHYHA HHGOPMAIIHS 32
YyBCTBUTEITHOCTTa HA MUKPOOPTraHU3MHUTE, CPelLy KOUTO € ipeaHazHaueH BMII.

YHOTpe6aTa Ha BETCPUHAPHOMCIUIUHCKUA ITPOAYKT, padjin4vaBallla C€ OT JAACHUTC B KXII YKa3aHus,
MOIXKE [1a YBCJIMYU pUCKA OT Pa3BUTUC U CCIICKTHPAHC HA PE3UCTCHTHU MUKPOOPIraHU3MU U Ja HaMaJIu
eq)eKTI/IBHOCTTa Ha JICYCHUETO C APYTrU MAKpOJIHUIHU, IOpaad Bb3MOXHOCTTA OT KPHCTOCaHa
PE3UCTCHTHOCT.

CrenuanaHu OpeanasHy MCPKH 3a JHUIiaTa, Impujaaramy BETCPUHAPHOMCANIIMHCKHS MPOAYKT Ha JKXUBOTHHUTC

TunBaNO3MHBT MPUYMHSBA PEAKH Ha CBPBXUYBCTBUTEIHOCT (aJepruu) HpH Ja00paTOpHU KUBOTHH,
CJIEZIOBATEIIHO JIMIIATa C yCTAHOBEHA CBPBXUYBCTBUTEIHOCT KbM THJIBAJIO3UH TPAOBaA Ja N30srBaT
BCSIKAKbB KOHTAKT C TO3HU NPOAYKT.

[Ipu cMecBaHe Ha BeTepHHAPHOMEAUIIMHCKUS IPOAYKT U MPUIIaraHe Ha METUKaMEHTO3HUS Npax, TpsiOBa
Jla ce U305TBa TUPEKTCH KOHTAKT C OUMTE, KOXKaTa U JTUTaBUITUTe. IHINBHIyaTHO TIPEIITa3HO
o0opyiBaHe, ChCTOSIIIO CE OT HEMPOMOKAEMH PHKABUIIHM U TIpe/a3Balia JUXaTeIHUTE MTUINA MacKa 3a
eJHOKpaTHa ynoTpebda, ChOTBETCTBAIA Ha eBporericku ctanaapt EN 149 wmu macka 3a MHOTOKpaTHa
ynoTpeda, choTBeTCTBaIIA Ha eBporeicku ctannapt EN 140, ¢ guntsp, B ChOTBETCTBUE C EBPOTICHCKH
crannapt EN 143, Tps6Ba 1a ce HocH, KOraTo ce paboTH ¢ BeTepUHAPHOMEAULIMHCKUS POAYKT. [Ipu
rorajgaHe BbPXY KoxaTa € He00X0AMMO U3MHBAHE C BOJA.

HpI/I cnyqaﬁHo TOorJIbIIaHe, He3a0aBHO Ja C€ NOTbPCHU MECAUIIMHCKU CHBET, KATO Ha JICKaps CC NPEaA0CTaBU
JIMCTOBKAaTa WK CTUKETA HA MPOAYKTA.

4.6 HeoaaronpusiTHu peakuuu (4€CTOTA U BAKHOCT)

He ca uzBecTHu.

4.7 ¥Ymnorpeba no BpeMe Ha OpeMEHHOCT, JJAKTAIUS WIN SIleHOCeHe

Be3onacHocTTa Ha BETEpUHAPHOMETUITMHCKHUS TIPOYKT HE € IOKa3aHa Mo BpeMe Ha OpeMEHHOCT U
JaKTaIys npu npacerara. [Ipuara ce camo cliel MpereHKa moJi3a/pUcK OT OTTOBOPHUS BETEpUHAPEH
nekap.

JlabopatopHu MPOYYBAHUS MPH MTPAceTa HEe MOKA3BAT HUKAKBH JIOKA3aTENICTBA 32 TePATOTCHHOCT.
HabmnromaBaHa € TOKCHYHOCT 3a Maiikara npu rpusaun npu 1o3u ot 400 1 moBeye mg THIBAJIO3MH Ha kg
TenecHa Maca. [Tpu Muniky € HaOI0JaBaHO CJ1a00 MOHUKEHHE B EMOPHUOHATHOTO TETJIO B JI03H,

MPpUYIXHABAIIU TOKCUYIHOCT 3a MaiKara.

4.8 B3aunmopeiicTBHe ¢ IPYrd BeTEPUHAPHOMEIUIIMHCKHA MPOAYKTH U APYru (pOpMHU Ha
B3auUMoOJeHcTBHE

He ca uzBectHu.
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4.9 Jlo3a 1 HAYMH HA MPUJIOKEHUE

3a uHIMBHUIYyaliHa yroTpeda Mmpu npaceta BbB (epMu, KbICTO TPAOBa Ja ObIAT TPETHPAHU CAMO MATbK
Opoit mpacera. [To-ronemu rpynu TpsiOBa 1a ObAaT TPETUPAHHU C MEANKAMEHTO3HH (QYpPaku, ChIbPIKAIIH
IpeMHKca.

3a jeyeHne U MeTauIaKchs Ha eH300THYHATA HHEBMOHHUS TIPU CBUHETE

Jo3zara e 2,125 mg TiiBaao3uH Ha kg TejecHa Maca Ha JIeH B IPOABJDKEHUE Ha 7 MOCIEA0BATSIIHN JTHU.
Bropuunu nndekmm, IpUaMHEeHN OT MUKpOOpranusmu karto Pasteurella multocida v Actinobacillus
pleuropneumoniae, Morat a ToBeaT A0 yCIOKHEHHUS HAa €H300TUYHATA THEBMOHUSI U U3UCKBA
crienuuIHO JIeUCHHE.

3a nedeHue Ha nponudepaTBHATA CHTEPOIIATHS PU CBUHETE (HUJICHT)
Ho3ara e 4,25 mg triBaio3uH Ha kg TemecHa Maca Ha JieH B IpoIbJDKeHre Ha 10 mocieoBaTeTHy JHH.

3a nedeHue v MeTaQUIIaKCHs Ha IN3CHTEPUATA TIPU CBUHETE
Ho3ara e 4,25 mg trBaio3uH Ha kg TemecHa Maca Ha JIeH B IpoIbJDKeHre Ha 10 mocie0BaTeTHy JHH.

ToBa ce moctura upe3 cMecBaHe u3LsuIo Ha Aivlosin B mpubimzutenso 200-500 g ¢pypax u mbiaHO
pa3MecBaHe Ha TO3U MPEMUKC C OCTaThKa OT JHEBHATa Jax0a.

IIpenocTaBeHu ca JIOMATKH C JBa pa3Mepa 3a U3MepBaHe Ha TOYHOTO KOJHUUECTBO Aivlosin, 3a cMecBaHe ¢
JHEBHATA ak0a, cropes cxemara no-n0iy. @ypaxsT, ChAbpIKAIIl IEpOpPaTHUS pax, TPsSOBa 1a ce
NPEIOCTaBH KaTO eMHCTBeHA aXk0a 32 ePHOIUTE, IPEHOphUaHHU TTO-TOpe.

[Ipacero, moanexario Ha TpeTupaHe, TpIOBa Ja ObJe MPEMEPEHO U KOJIIMIECTBOTO (hypaxk, KOETO MPaceTo
Hal-BEpOSITHO IIIe KOHCYMHpa, TPSAOBa J1a ce MpelieH! Ha 0a3aTa Ha JTHEBHUS NpreM Ha Qypax, paBeH Ha
5% ot TenecHaTa My Maca. TpsOBa Jia ce B3eMar 10j] BHUMaHHUE MpaceTa, YHHTO JHEBEH MpUeM Ha Qypax
€ HamaJieH uinu orpanndeH. HeoOxomumoTo konmdecTBo oT Aivlosin TpsOBa a ce mpuOaBu KbM
MPEIIEHEHOTO KOJMYECTBO JHEBHA Jak0a 3a BCAKO €THO Ipace, B Koda i mo1o0eH Ch, U Aa ce
pa30bpKa CTapaTeIIHO.

BerepuHapHOMETUIIMHCKUAT IPOAYKT TPsIOBa J1a ce MpUOaBsi caMo KbM CyX, HErpaHyJUupaH Qypax.

EH300THYHA MHEBMOHUS IPU CBUHETE NEC (uneuTt) 1 1M3eHTEPHs PU CBUHETE
2,125 mg/kg TenecHa Maca 4,25 mg/kg TenecHa maca
TenecHa Pa3mep nHa Bpoii TenecHa Pa3mep Ha Bpoii
maca (kg) | MepuTesHaTa | MepHUTEIHH maca (kg) | MepuTesHaTa | MepHUTEIHH
JIONAaTKAa JIONATKH JIONATKA JIONATKH

7,5-12 5ml 1 7,5-12 1 ml 2
13-25 1 ml 2 13-19 1 ml 3
26-38 1 ml 3 20-33 Sml 1
39-67 Sml 1 34-67 S5ml 2
68-134 5ml 2 68-100 Sml 3
135-200 Sml 3 101-134 S5ml 4
201-268 5Sml 4 135-200 Sml 6
201-268 S5ml 8

Buumanue: TpsaoBa 1a ce MepsT paBHHU JIOMATKX OT MPOAYKTa
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Kato mombimHeHNE KBM JICUSHHUETO ca HEOOXOAMMHE T0OpH yCIIOBHUS Ha OTTJICK/IAHE M CTIa3BaHE Ha
XUTHCHA C [IeTI 1a C€ HaMaJIk PUCKa OT MH(EKIIUA U 32 J]a C€ KOHTPOJIMpa M3rPaKIaHEeTO Ha
PE3UCTEHTHOCT.

4.10 Ilpemo3upane (CHMITOMH, CIEIIHA MEPKH, AHTHI0TH), AKO € He00X0TUMO

He ca Ha6J'IIOZ[aBaHI/I HUKAKBHU NIPU3HAIM HA HCIIOHOCUMOCT IIPU MOAPACTBAIH IMPpACCTa Npru A03U OO 10
IIbTH ITO-BUCOKU OT NPEHOPHUUTEIIHATA.

4.11 KapeHTteH cpok

Meco 1 BbTpEIIHN OpTaHu: 2 JTHH.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

®dapMakoTepaneBTHYHA TPyIa: aHTHOAKTEPUATHH CPEJCTBA 32 CHCTEMHA yIoTpeOa, MaKpOIUIH.
Berepunapuomenummacku Anatomo-Tepanesruuer Koa: QJO1FA92

5.1 ®apmakoaMHAMUYHHU CBOWCTBA

TwWIIBaI03uH TapTapaT € MaKpOJIUACH aHTUOMOTHK, KOUTO MMa aHTHOAKTEpUATHO JeiicTBHe cpeiy ['pam-
MOJIOKUTENHY, HAKOM ['paM-OTpULIATETHM MHUKPOOPraHU3MHU U MUKOIUIa3Mu. Toll [nelcTBa upe3
WHXHOUpaHe CHHTE3a Ha TIPOTEHH B OaKTePHATHU KIETKH.

MakponuaHnuTe aHTHOMOTHIIM ca METAOOIUTH WIIH TIOTYCHHTETUYHH ICPUBATH HA METaOOJINTH Ha
MOYBEHU OPTraHU3MH, IIOJIyYeHH Ype3 GpepMeHTanus. Te uMaT pa3nudHy 10 pa3Mep JIAKTOHHU IPBCTEHU U
ca aJKaJIHY [opaay TUMETHIAMHHOBATA Ipyna. THiIBano3uH UMa NIPBCTEH, ChCTOAL] e OT 16 eleMeHTa.

MakponuanTe Ipevar Ha CHHTE3UPaHeTO Ha TPOTEHH Ype3 00paTuMo cBhp3BaHe KbM 50S prbo3zomHaTa
cybenununa. Te ce CBBP3BAT C JOHOPCKATA CTpaHa M BB3NPEIATCTBAT TPAHCIOKAIMATA, HEOOX0IMMa 3a
NOJABPXKAaHE pacTeXka Ha MenTHAHAaTa Bepura. TexHus eeKT OCHOBHO ce OrpaHu4aBa A0 Obp30 JeIIsIn
C€ MUKPOOPTaHU3MH. MaKpoIuauTe OOMKHOBEHO CE CUUTAT 32 OAKTEPHUOCTATUIIM U MUKOTIA3MOCTATHIIH.
CunTa ce, 9e IMa MHOTO MEXaHU3MH, OTTOBOPHH 3a U3TPaKIAHETO HAa PE3UCTEHTHOCT KbM MAaKPOJIUIHU
CHhEIMHEHUS, a IMEHHO: M3MEHEHHE Ha PHO030MAaTHOTO LIEJIEBO MOJIOKEHHE, U3M0JI3BaHE Ha aKTHBEH
MEXaHU3bM Ha OTTUYAHE U MPOU3BOICTBO HA WHAKTHBUPALIH SH3UMH.

Hsima cBeieHuMs 32 pe3UCTEHTHOCT KbM THIIBAIO3UH OT cTpana Ha Mycoplasma hyopneumoniae n
Lawsonia intracellularis iy TakaBa He € OTKpUTa B Ta3: o0nacT gocera. He e ycraHoBeHa TOUKa Ha
pasman 3a Brachyspira hyodysenteriae. OOMKHOBEHO HIKOM IIaMoBe Ha B. hyodysenteriae nMar 1io-
BHCOKkH cToitHOCTH Ha MIIK (MrHMMamHA TOTHCKAIIAa KOHIICHTPAITHs ) TIPH CITydal Ha PE3UCTEHTHOCT
Cpelly JIpyTyd MaKpOJIHU/IH, KATO HAPUMEP THI03KMH. KITMHUYHOTO 3HaUeHHEe Ha Ta3H HaMaJieHa
YyBCTBUTEIHOCT HE € HAITBJIHO U3CIICIBAHO.

He mMoxe na ce M3KIIF0YM KPhCTOCAHA PE3UCTEHTHOCT MEK/TY THIIBAJIO3WH U JAPYTH MAKPOIUTHH
aHTUOMOTHIIH.

5.2 ®apMakoOKMHETHYHH 0COOEHOCTH
TuiBaa03uH TapTapaThT Ce Pe30pOUpa ObP30 Clie MepopaiHo MpHiIoKeHHe Ha Aivlosin.

Cren npunarase Ha MpenopbUUTENHATA 103a, B Oesuns 1pod ca OTKPUTH KOHLIEHTPALMHU OT MOpsAAbKa Ha
0,060-0,066 png/ml 2 u 12 yaca ciex Tpetupanero. OCHOBHOTO ChETUHEHHE CE Pa3NpOCTPaHIBa IIUPOKO B
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THKaHHUTE, KATO HA-BUCOKU KOHIICHTPAIIMH Ca OTKPUTH B OeTHst P00, KIIbUKaTa, YpECBHUTE JTUTABUIIH,
nanaka, Op0pernuTe u YepHus Ipoo.

NwMa cBeneHus, 4e KOHIIGHTPANKATA Ha MAKPOJIUIH € TI0-BICOKA HA MICTOTO Ha MH(EKIIHS, OTKOJIKOTO B
TUIa3MaTa 1 1o-CIEeIHAaTHO B HeYyTPO(HIIH, alBeOJapHA Makpodard U aBEOJapHU STIIUTEIHU KIICTKH.

In vitro u3cnenBanus Ha MeTa0OIM3Ma MMOTBBPNXA, Y€ H3XOJTHOTO CheIUHCHHE CE METa00IN3upa ObP30
10 3-O-aueruntunosus. B omut ¢ *C-6enssan aivlosin, NpHIoKeH IpH IIPaceTa B KOHIEHTPALUS OT
2,125 mg/kg 3a 7 num, Hag 70 % oT no3ara Oellie OTHeNeHa B U3NPaKHEHUTa, a upe3 ypuHata — 3 10 4 %
OT J03aTa.

6. DAPMAIEBTUYHHU OCOBEHOCTH

6.1 CHuCBHK HA eKCIMITHEHTHTE

XuapaTtupaH MarHe3ueB CHIIMKAT (CETTHOJINT)

ITmennyHO OpamrHo

XUJIPOKCUIIPOITMIOBA LIEJTyJI03a

OGe3maciieH mpax OT COEBH 3bpHA

6.2 OCHOBHHM HECHLBMECTHMOCTH

[Ipu nunca Ha TaHHM 32 CBBMECTUMOCT, TO3H BETEPHHAPHOMEIUIIMHCKH MIPOAYKT He TpsiOBa 1a Obae
CMECBAaH C JPYr'd BETEPUHAPHOMEIULIUHCKHU POJYKTH.

6.3 Cpok Ha rogHoCcT

Cpok Ha TOJHOCT Ha KpailHUs BeTEpUHAPHOMEAUIIMHCKY IPOAYKT: 3 TOJUHH.

Cpok Ha FOZHOCT CJIe IbPBO OTBAPSIHE HAa IbPBUYHATA ONAKOBKA: 4 CEAMUIIH.

@DypaxbT, KbM KOUTO € MpHOaBEH NEPOPATHUAT MIPax, TPsIOBa Jja ce IOAMEHH, aKO HE € KOHCYMHUPaH B PAMKUTE
Ha 24 yaca.

6.4 ChoeuuajaHu ycJOBHS 32 CbXPaHEHHE HA IPOAYKTA

Ha ce cexpanssa mox 30 °C.

Jla ce ma3u mppBUYHATA ONIAKOBKA IUIBTHO 3aTBOPEHA.

[a ce cbxpaHsaBa B OpUTMHAIHUAS KOHTEUHED.

6.5 Buau cbCcTaB HAa NBPBUYHATA ONIAKOBKA

Enun cak ot axymuHueBo (osmo/IaMUHHUPaH ¢ monuectep, chabpkan] 500 g. [Ipukadenu ca MepUTEITHU
sgonatky oT 1 ml u 5 ml.

6.6 CnenuajHun MEPKH 32 YHUIIIOKABAaHE HA HCU3II0JI3BAH NMPOAYKT WM OCTATBHIH OT HEro

Bcexu Hen3mon3BaH BeTepHHAPHOMEANIIMHCKA TPOAYKT WIIA OCTATHIIA OT HETO TPsOBa /1a ObAaT YHHAIOKEHH
B CHOTBETCTBHE C M3UCKBAHUITA HA MECTHOTO 3aKOHOIATEJICTBO.
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7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEGA
ECO Animal Health Europe Limited

6th Floor, South Bank House

Barrow Street

Dublin 4

D04 TR29

IRELAND

8. HOMEPHA JIMIIEH3A 3A YIIOTPEBA

EU/2/04/044/013

9. JATA HA ITBPBOTO U3JJABAHE / IIOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TBPBO M3/1aBaHe Ha JIMIIeH3 3a ynorpeba: 09/09/2004
JlaTa Ha moceIHO MOTHOBSIBaHE HA JIMIIEH3 3a yroTpeda: 09/09/2014

10. JATATA HA ITIOCJIEJHATA PEJAKIIUSA HA TEKCTA

[MonpoOHa wHpoOpManus 32 TO3W BETEPUHAPHOMEAUIIMHCKA MPOIYKT MOXE J1a HaMEepUTe HAa MHTEPHET
cTpaHuiaTa Ha EBponeiickara Arenius no Jlekapcteara (http://www.ema.europa.eu/).

3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

He e nmpunoxumo.
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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULWHCKUA ITIPOAYKT

Aivlosin 625 mg/g rpanynu 3a mpujaraHe BbB BOJAa 3a MUEHE 3a MUJIETA U MMy HKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cy0cTaHIMA:
Tylvalosin (mox ¢popmara Ha tylvalosin tartrate) 625 mg/g

ExcuunuenTu:

3a IBJIHUA CHUCHK HA EKCHMIIMEHTUTE, BIK T. 6.1.

3. DAPMALEBTUYHA ®OPMA

I'panynu 3a npunarade BbB BOJa 32 IHEHE.

benu rpanynu.

4. K/IMHUYHU JAHHU

4.1 BuIbT )KMBOTHM, 32 KOMTO e npegHasHadyeH BMII

IIunera u nyiku

4.2 TepaneBTHYHM IOKA3AHMS, ONPeleJIeHH 32 OTAEJHUTE BUAOBE ;KHBOTHU

IInnera

Jleuenue u MeTadunakcus Ha PeCIUPATOPHU HHPEKINH, IpeIn3BUKaHN OT Mycoplasma gallisepticum
npu nite. HamudaueTo Ha GoecTra B CTanoTo TpsAOBa J1a ObJe yCTAHOBEHO NMpeay MeTapHIaKTHIHO
JICUYCHHE.

Karto nomomiHo cpecTBO Mpyu HaMalIsIBaHE Ha Pa3BUTHUETO Ha KIMHUYHHUTE MPU3HAIM U CMBPTHOCTTA OT

pecrupaTopHu 3a00JIIBaHMS Ha cTazaTa ¢ BEpOsSTHOCT OT HH(eKIus in ovum ¢ Mycoplasma gallisepticum
KOTaTO € U3BECTHO, Ye 0OJIECTTa CHIIECTBYBA B POJUTEIICKOTO OKOJICHHE.

Iyiiku
Jleuenue Ha 3a00JsIBaHYS HA AUXATeTHATA CHCTEMa, CBbP3aHU C THIBAIO3MH YyBCTBUTEIIHH IIIaMOBE Ha
Ornithobacterium rhinotracheale npu nyiku.

4.3 IIporuBonoka3zanusi

Hsama.

4.4 ChoenuajHu npeanasHu MEPKHU 3a BCEKH BUJ *KUBOTHH, 32 KOUTO € mpeaHazHayeH BMII

B nonieBu u3cienBaHus, MpoyYBaiiy eexra OT JeUeHue U MeTapuIakcHus Ha MUKOILIa3M03a, BCUYKH
TITUITH (Ha BB3PACT OKOJIO 3 CEIMUIIN), IIPUEMAT MPOIYKTa, KOTaTO KIIMHNYHUATE TIPU3HAIY Ca OUYEBUIHU
nipu 2-5% ot cTamoro. B 14-gHEeBeH cpok ciel 3arouBaHe Ha TPETUPAHETo, ce HaOmonasa 16,7 - 25,0 %

3abonsemoct u 0,3 - 3,9 % cmbpTHOCT NpHu TpeTUpaHara rpyna B cpaBaenue ¢ 50,0 - 53,3 % 3abonsemMocT
n 0,3 4,5 % cMBPTHOCT B HETpETUpPaHa TPyIIa.
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[Ipu no-HaTaThIIHU NPOYYBaHUs, HA ST OT POAUTEIICKU 3aIlac ¢ J0Ka3aTeJICTBa 3a NHPEKIMS
Mycoplasma gallisepticum, e npuioxxex Aivlosin npe3 mbpBUTE TPH JHHU OT KUBOTA, IOCJICABAaH OT BTOPH
Kypc Ha Bb3pacT 16-19-11u (mepuon Ha ymnpapieHue Ha crpeca). B 34-1HeBeH cpok cies 3amouBaHe Ha
TPETUPAHETO, IPU TPETUPAHUTE TPYIH ce Habmoasa 17,5 — 20,0 % 3abomsemoct u 1,5 - 2,3 %
cMBpTHOCT B cpaBHenue ¢ 50,0 - 53,3 % 3abonsiemocT u 2,5 - 4,8 % CMBPTHOCT NIPH HETPETHPAHUTE
IpyIH.

Crparerusta 3a unpeknusta Mycoplasma gallisepticum TpsOBa J1a BKIIIOYUBA YCHIIHS 32 IIMMUHAPAHE Ha
naToreHa OT POJAMTEIICKOTO MOKOJICHHE.

Uudexuusra ¢ Mycoplasma gallisepticum ce HamassiBa, HO HE Ce SITMMUHHpPA C MPEMOPBUNTETHATA 1034.
IIpoaykThT TpsIOBA Aa Ce U3MO3BAT CaMO 3a KPATKOCPOUHO MOJ00PsBaHE HA KIMHUYHUTE MIPU3HAI B
Pa3BbJIHU CTa/Ia, TOKATO CE OYaKBa MOTBBbP)KIABAHE HA AMArHo3aTa 3a uHbekus ¢ Mycoplasma
gallisepticum.

4.5 CroennajJHu NpeanasHu MEPKH NMPH ynorpeda

CrenyaiHy npeana3Hi MepKH 3a KUBOTHHTE MPH YIIOTpedaTa Ha IPOIYyKTa

H€06XO,I[I/IMO € BbBCXKIAHCTO Ha ,Z[06p0 YOpaBJICHUC U XUTUCHHU ITPAKTUKU C LCJI M30sTBaHE HA IMOBTOPHO
3apa3saBaHe.

Jo0Opa kmMHUYHA IPAKTHKA € TPETHPAHETO J1a CE OCHOBABa HA TECTOBE 332 UyBCTBUTEIHOCT HA H30JIUPAHUTE
OT )KHBOTHOTO MUKPOOPTaHU3MH. AKO TOBa € HEBB3MOKHO, TPETHPAHETO TPsIOBa 1a ce 6a3upa Ha MECTHATA
(pervonanHa, Ha HHBO (¢epMa) eNWIEMHONIOTHYHA WHPOpPMAlUs 32 YyBCTBHTEIHOCTTa Ha
MHUKpPOOPraHU3MHTE, Cpelly KOUTO € npeaHazHadeH BMII.

Ynorpebara Ha BETEepHHAPHOMEAMIIMHCKIS IPOIYKT, pa3jindaBailia ce OT JAaJICHUTE yYKa3aHWs, MOXe Jia
YBEJIMYM PUCKA OT Pa3BUTHUE U CENIEKTUPAHE HA PE3UCTEHTHU MUKPOOPraHU3MU U 1a HaMalu
e(heKTUBHOCTTA Ha JICYSHUETO C IPYTH MAaKPOIUAH, IOPAIA BH3MOKHOCT OT KPhCTOCAHA PE3UCTEHTHOCT.

CHCQI/IaHHI/I npeaAnasHiy MCPKH 3a JinlaTra, npujaraiii BETCPUHAPHOMEAUITMHCKYA IIPOAYKT HAa )KUBOTHUTEC

TuBano3uMHBT NPUUMHABA (AJIEPTHUHN) PEAKIINH HA CBPBXUyBCTBHTEIHOCT MPH JTAOOPAaTOPHU KUBOTHH,
CJIETOBATEITHO JINIIATa C YCTAHOBEHA CBPHXYYBCTBUTEIHOCT KbM THJIBAJIO3HMH TPAOBA 1a N30SATBAT
BCSIKAKBB KOHTAKT C TO3U MPOIYKT.

[Ipu cmecBaHe Ha BeTepUHAPHOMEAULIMHCKHS IPOLYKT U NIpUJIaraHe Ha MEAMKaMEHTO3HaTa BoJa, TpsiOoBa
Ja ce n30sArBa JUPEKTEH KOHTAKT C OYHMTE, KOXKaTa M JIMTaBULUTe. IHAMBHAYAIHO PEANa3HO
00opyBaHe, ChCTOSILO CE OT HEMPOMOKAEMH PHKABHLM M NPEAINa3Balla AUXaTeIHUTE IbTUILA MacKa 3a
eIHOKpaTHA yroTpeda, ChOTBETCTBAINA Ha eBporneiicku cTanaapT EN 149 ninm macka 3a MHOTOKpaTHA
ynorpeba, cboTBeTCTBAlIA Ha eBporneiicku ctannapT EN 140, ¢ Guiarep, B ChOTBETCTBHE C €BPOIEHCKH
crangapt EN 143, Tpsi6Ba na ce HocH, KOrato ce padoTH ¢ BETEpHHAPHOMEIUIUHCKUS PpoayKT. [Tpn
nomnajiaHe BbPXy KokaTa € Heo0X0IMMO U3MHBAHE C BOJIA.

HpI/I cnyqaﬁﬂo IOrJIbIIaHe, He3a0aBHO Aa €€ NOTbPCHU MCAUILIMHCKU CHBCT, KATO HA JICKAPS CC NIPEAOCTABU
JIMCTOBKAaTa WK CTUKETA HA IPOAYKTA.

4.6 HeOuaronpusiTHu peakuuu (4€CTOTA U BA’KHOCT)

He ca uzBectHu.
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4.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUsI WU sSTiilleHOCEeHe

Bbesonacnata ynorpe0a Ha BeTeprHApHOMEAULIUHCKHS IPOIYKT HE € I0Ka3aHa [0 BpeMe Ha SIMIIEHOCeHe
MIPH MyHUKH.

[IpoayKThT MOXe Aa ce U3I0JI3Ba MIPH [HIIeTa, YUUTO sIila ca IpeAHa3HAauYeHH 32 YOBEIlIKa KOHCYMAaIHs
U [P Pa3MHO’KABAILM CE ITULM, KOUTO HOCAT sIHIa 3a U3/II0NBaHe Ha OpOIIepy WM KaToO HOCAuKH 32
MOJIMSIHA.

4.8 B3aumopeiicTBHe ¢ APYrd BeTePUHAPHOMETUIIMHCKH MPOAYKTH U APYru (popMHu Ha
B3aHUMOJeHCcTBHE

He ca n3BecTHu.
4.9 Jlo3a ¥ HAYMH HA NPHUIIOKEHHE
IIpunosxeHre BbB BOJA 3a IIUEHE.

IIunera:

3a eueHNE Ha pECIUPATOPHH 3200 sIBaHusI, CBEp3anu ¢ Mycoplasma gallisepticum:

[o3ara e 25 mg TunBano3uH Ha kg TenecHa Maca Ha JIeH BbB BOJIaTa 3a MHUEHE B IPOIBDKEHUE Ha 3
MOCIIEIOBATEIIHU JTHU.

Korato ce n3non3pa kaTo MOMOIIHO CPEACTBO NPY HAMAISIBAHE HA PA3BUTHETO HA KIMHUYHUTE MIPU3HALIU
Y CMBPTHOCTTA (KBIETO HMa BEPOSATHOCT OT MH(EKIMs in ovum ¢ Mycoplasma gallisepticum):

Jo3ara e 25 mg TunBano3uH Ha kg TeecHa Maca Ha JICH BbB BOJIaTa 3a MHMEHE B IPOIb/DKEHUE Ha 3
MTOCJICTOBATEITHY THU TIPH MTHAJIETa Ha BB3pacT 1 neH. ToBa e mocieBano OT BTOPO TPETHPAHE C 25 mg
TUJIBAJIO3WH Ha kg TenmecHa Maca Ha JIeH BbB BOJIaTa 3a MMEHE B IPOIBIDKEHUE HA 3 TIOCIIEI0BATEIHU THU
10 BPEME Ha PUCKOBUSA MEPUO/I, T.€. IIPH YIIpaBJICHUE HAa CTPECAa KaTO HAIpUMEp MPU NPUIIaraHeTo Ha
BaKCHHU (OOMKHOBEHO KOTATO MTHUIIMTE Ca Ha BB3PACT 2-3 CEIMUIIN).

Omnpenenere koMOMHUpaHaTa TejlecHa Maca (B kg) Ha BCHYKH MTUJIETa, KOWTO IIie ObJaT TPETUPaHHU.
B3emerte Tounus Opoii camieTa B 3aBUCUMOCT OT HEOOXOIUMOTO KOJIMYECTBO OT MPOAYKTA.

Enno came ot 40 g e noctarsuno 3a Tpetupane Ha o6mo 1000 kg munera (nanp. 20 000 ntumu cbe
cpenna tenecHa maca 50 g).

Enno came ot 400 g e noctarsuHo 3a Tpetupane Ha oomo 10 000 kg munera (warmp. 20 000 mrumm cbe
cpenHa tenecHa maca 500 g).

3a 1a ce MOCTUTHE MPaBUIIHA 1032, MOXKE J]a C€ U3MCKBA Ja Ce MIPUTOTBH KOHIIEHTPUPaH pa3TBop (OyIbOH)
(mamp. 3a Tpetupane Ha o6mo 500 kg TenecHa Maca Ha nTHLKTE TPAOBa 1a ce u3noi3sa camo 50% ot
NPUTOTBEHHUS pa3TBOPEH OYJBOH, IPUTOTBEH OT camieto ot 40 g).

[IpoaykTsT TpsiOBa 11a ce J0OaBM B KOJMYECTBOTO BOJa, KOETO MIIIeTaTa e KoHcymupar 3a 1 nen. [lo
BpEeMe Ha IIeproJia Ha JJaBaHe Ha IPOAyKTa He TpsiOBa Ja UMa JOCTHII 10 APYT U3TOYHHUK HA BOJA.

Iyiiku

3a nedeHue Ha 3a00sIBaHUS HA JUXAaTelHATA CUCTeMa, CBbp3anu ¢ Ornithobacterium rhinotracheale:
Jo3uposkara e 25 kg TrnBano3nH Ha kg TemecHa Maca Ha JIeH, CMECeH BB BOJA 3a MHCHE, B
NPOIBKCHUE HA 5 TIOCIIEIOBATEIIHU THU.

Ompenenere KOMOMHUPAHOTO TelecHa Maca (B kg) Ha BCHUIKH MTyHKH, KOUTO IIe OBJIaT TPETUPAHH.
M36epere mpaBuTHES OpOi careTa cropea HeoOX0AMMOTO KOJIMYECTBO HA MPOIYKTA.
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Enwxo camre ot 40 g e moctaThuHo 3a Tpetupane Ha oomo 1 000 kg mytiku (wamp. 10 000 nTuiu cbe
cpenHa TenecHa Maca ot 100 g).

Enwxo came ot 400 g e noctarsyHo 3a TpeTupane Ha 00110 10 000 kg mytiku (#amp. 10 000 nTuiu cbe
cpenHa TejaecHa maca oT 1 kg).

3a a MOCTUTHETE MpaBHIHATA 1032, MOKE /1a € HE0OXOIMMO MTPUTOTBSIHE HAa KOHIIEHTPHUPaH (OCHOBEH)
pa3TBOp (Hamp. 3a JieueHre Ha NTuiM ¢ oba TenecHa maca ot 500 kg, TpsioBa na ce n3non3ea camo 50%
OT IPUTOTBEHUS] OCHOBEH Pa3TBOP, MOIyueH OT came oT 40 g).

[IpoxykTsT TpsiOBa Aa ce 10O6aBs KbM 00eM BOZa, KOATO MyHKUTE LIIe KOHCYyMHpaT 3a eauH JeH. [1o Bpeme
Ha TIepuo/ia Ha TpeTUpaHe He TpsiOBa Ja MMa APYT U3TOYHHK Ha BOJA 3a MUEHE.

VYkazaHus 3a cMECBaHe:

BeTepI/IHapHOMCI[I/II_II/IHCKI/IHT IIPOAYKT MOXKE a CE CMECH IIPAKO B CUCTEMATA Ha BOJAAaTa 3a IMMMCHE WA
IIBPBO a C€ CMCCU KATO pa3sTBOPCH 6yJ'II:0H B I[TO-MaJIKO KOJIMYECCTBO BOJa, KOCTO ITOCJIC Ia CC ,Z[06aBI/I KbM
CUCTEMAaTa Ha BOJiaTa 3a ITHCHC.

Korarto nponyKTsT ce cMecBa IpsIKO B CHCTEMaTa Ha BOAATa 3a MMEeHE, ChABPKAHUETO Ha calleTo TpsoBa
Jla ce MOPBCH BEPXY NMOBBPXHOCTTA HAa BOJIaTa U CJIE]] TOBA J1a CE pa3MecH M3ISUT0, JOKATO Ce MOydn
OuCTBp pa3TBOp (0OMKHOBEHO 70 3 MUHYTH).

Koraro ce mpurotss pa3rBopeH OyJibOH, MakcUMaliHaTa KOHIEHTpauus TpsoBa na Obae 40 g va 1500 ml
i 400 g ot ipoaykTa Ha 15 L Boja 11 pa3TBOPHT TPSAOBA Aa ce€ pa3MecBa B MpoabbkeHue Ha 10 MUHYTH.

CJ’IC,ZI TOBA €BCHTYAJIHOTO OCTAaTHb4YHO ITOMBTHABAHC HAMA A4 3aCCTHE e(bI/IKaCHOCTTa Ha IpoayKTa.

TpsOBa 1a ce MPUTOTBSA CaMO JOCTATHYHO KOJUUECTBO MEMKAMEHTO3HA BOJA, KOSATO Ja TOKPHE HYXKIUTE
3a JieHst. MeinkaMeHTO3HaTa BoJia TpsIOBa Jla ce CMeHs Ha Bceku 24 daca.

4.10 IIpemo3upane (CMMIITOMH, CIIELIHU MEPKH, aHTUI0TH), AKO € He00X0AUMO

He ca naOmojaBaHy HUKaKBY TPU3HAINA Ha HEMOHOCUMOCT TpH muJieta npu 1o 150 mg tunsano3us Ha kg
TeJEeCHa Maca Ha JIH B IPOJBIDKEHUE HA 5 THU.

He ca nabmogaBanu HeOMAronpysITHA PEakIMy PH MIPOM3BOJCTBOTO Ha SIifIIa, 3arIosieMOCcTTa Ha
Si1aTa, JIMTUMOCTTA U KU3HECTIOCOOHOCTTA Ha TTUIIETaTa MpH Opoiiepn 3a pa3MHOXKaBaHe, Ha KOUTO €
MIpHUIIOKEH 75 mg THUIIBaNO3WH Ha kg TelecHa Maca Ha JieH 3a 28 TIoCIe/IOBaTeTHH THH.

4.11 KapeHTHHM cCpOKOBe

Meco ¥ BBTPEIIHH OPTaHu: 2 THH.
Sina (munera): Hyna JHH.

[Myiiku: He ce pa3pemnaBa ynorpebara npH MTHIX, KOUTO POU3BEKAAT WIH ca MPpeAHa3HAYCHH JIa
IIPOU3BEXKIAT sIilla 38 KOHCYMaLys OT X0pa.
Jla He ce mpuara B paMKuTe Ha 21 THU OT HAYAIOTO HA STIMIIEHOCHUS TIEPUOI.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTHU

dapmakoTepaneBTHYHA IpyMa: aHTHOAKTEPHAIHN CPEICTBA 3a CUCTEMHA yroTpeda, MaKpOJIUAH.
Berepunapnomenununacku Anatomo-TepanestuueH Koa: QJO1FA92
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5.1 ®apmakoaMHAMHYHY CBOIiCTBA

THIIBaNO3UHBT € MAKPOJIUACH aHTHOMOTHK. MaKkpoIuIuTe ca METaOOIUTH WU MMPOU3BOIHH HA
METa0OJIMTH Ha TIOYBEHU OPTaHNU3MHU, MOYYeHHU upe3 pepMeHTarus. Te B3anMoIeiicTBaT ¢ MPOTCHHOB
CUHTE3 upe3 00paTHO cBbp3BaHe ¢ S0S pubo3oMHaTa cyOeauauia. OOMKHOBEHO, T€ CE CUMTAT 3a
0aKTEepUOCTATUYHH.

TunBano3uHBT UMa JICI\/'ICTBI/IC Cpeily MaTOr€HHU MUKPOOPraHU3Mu, N30JIMPaHU OT HAKOU BUIOBE
JKMBOTHH — OCHOBHO FpaM—HOJ’IO)KI/ITeJ'IHI/I MHKPOOPraHU3MH U MUKOILIIa3Ma, HO CbIIIO TaKa U HAKOU FpaM—
OTpULATCIHU MUKPOOPTraHU3MHU.

IMunera
TuIBanO3MHBT UMa JCHCTBUE CPENTy CICTHUTE MUKOILIA3MEHU BUIOBE, OTKPUBAHU TIPU TTHJICTA!
Mpycoplasma gallisepticum.

MunnmannaTa notuckama koHuentpanust (MIIK) na tTunBanosun 3a Mycoplasma gallisepticum Bapupa
ot 0,007 1o 0,25 ug/ml. JfokazaHo e, ue MakpoIuauTe (B TOBA YHCJIO U THIBAIO3MH) UMAaT Bb3ACHCTBUC
BBPXY BpOJICHaTa IMyHHA CHCTEMa, KOETO MOXKE J1a YCUIIN TUPEKTHOTO BB3ICHCTBHE OT aHTHOMOTHKA
BBbPXY MaTOreHHUS (PAaKTOP U Ja MOJIOMOIHE KIIMHUYHOTO MOJI0XKEHHE.

Ilyliku

TunBano3uabT wMa jelicteue cpemy  Ornithobacterium  rhinotracheale, T'pam-oTpunaTenHu
MHUKPOOPTaHU3MHU, HAMEPEHH B TYHKHU W MTHJICTA.

MIIK Ha tunBanosun 3a Ornithobacterium rhinotracheale Bapupa ot 0,016 1o 32 ug/ml.

Edukacnocrra Ha tunBanosun cpewyy O. rhinotracheale npu myWKWTe € MOKa3aHa 4pe3 U3MHUTATENCH
MOJIe, H3IMON3BAll E€JHOBPEMEHHO 3apas3siBaHE C INTUYM METalmHEBMOBHpPYC M eauH maM Ha O.
rhinotracheale tpu CTPOTO KOHTPOIWPAHW YCIOBUSA. Te€3M W3CIEABAaHUS TIOKa3BaT YMEPEHO, HO
CTaTUCTUYECKH 3HAUYUTEIIHO HaMaJlsiBaHe Ha YeCTOTaTa Ha JIG3UUTE Ha JOJHUTE AUXATEIHU IbTHIIa (Oenus
Ipo0 M BB3OYLIHMS CaK) M KIMHUYHWUTE NMPHU3HALM NPH MyWKH, TPETUPAHU C THIBAIO3MH B CPAaBHEHHE C
oTpHIaTeTHUTE KOHTPOoIH. [IpoyuBanus 3a ehUKACHOCT TPH TOJIEBU YCIIOBHS HE ca OWITH MPOBEXKIAHH.

Mukpoopranu3mMuTe MOTaT Aa Pa3BHAT PE3UCTEHTHOCT KbM aHTUMUKPOOHHU cyOcTaHuuu. ChIIecTBYBaT
MHOXECTBO MEXaHU3MH, IIPHYUHSBAIIH MOSBATa HA PE3UCTEHTHOCT KbM MaKPOJIUIHUTE aHTUONOTHIIH.
Kpbcrocana pe3sncTeHTHOCT BHTPE B MAKPOJIMIHATA TPyIa HA aHTHOMOTHUIIMTE HE MOXKE J1a CE U3KITFOUH.
[Ipu pe3ucTeHTHUTE KbM THJIO3HH IIaAMOBE OOMKHOBEHO ce 3a0eisi3Ba pelyiupaHa moJaTIuBOCT KbM
TUJIBAJIO3UH.

5.2 dapMakoOKUHETMYHHU 0COOEHOCTH

TunBaIo3MH TapTapaThT ce pe3opoupa OBP30 clie NepopaTHO NpUIaraHe Ha BeTEpUHAPHOMEAUITUHCKHS
NpoAyKT. THUIBaJIO3MHBT CE€ pa3NpOCTPaHsIBa IIMPOKO B ThKaHUTE, KATO Hall-BUCOKUTE KOHLIEHTPAIIUH ca
OTKPHUTHU B INXaTETHUTE ThKaHH, )KIIbUKATa, YpeBHATA JINTABHLIA, Jajlaka, ObOperyTe U YepHUs APOO.

Y cTaHOBEHO €, Ue TUIBAIO3UH Ce KOHIEHTPHUPA BbB (PArOUTHUTE KJIETKH U CITUTEITHUTE KJICTKU Ha
yepBaTa. bsixa mocTurHaty KOHIEHTpauuu (10 12 mbTH) B KIETKUTE (BBTPELIHOKIETHYHO), B CPAaBHEHHUE C
W3BBHKJIETBYHNUTE KOHIEHTpauuu. M3cieaBanus in vivo nokasaxa, 4e TUJIBAJIO3HH € HAJIWYEH B 110-
BHCOKH KOHIIEHTPALMU B CIU3ECTUTE MEMOpaHH Ha AUXATETHUTE U YpEeBHHU ThKaHU, B CPaBHEHHE C
IU1a3MaTa.

OCHOBHHAT MeTa0OJIUT HAa TWIBAJIO3MH € 3-aneTunTmwio3ud (3-AT), KOHTO ChIIO € MHUKPOOHOIOTHYHO
aKTHBEH.
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TepMUHATHUAT MONYXXUBOT HAa CIMMUHHPAHE Ha THIBAJIO3WH M Ha HETroBUs akTWBeH MeTtabonut 3-AT
Bapupar ot 1 10 1,45 gaca. Illect vaca cien TpEeTUPAHETO KOHIIEHTPAIIMATA HA TUIBAJIO3KMH B JIMTABUIATA
Ha CTOMAIIHO-YPEBHMS TPAKT UMa CpeHa KOHIeHTpalms 133 ng/g, a B CTOMAIIHO-YPEBHOTO ChIbPIKAHHE
— 1040 ng/g. AktuHuIT MeTabouT 3-AT UMa cpeiHa KOHIIEHTpAaLUs pecriekTUBHO 57,9 ng/g u 441 ng/g.
6. DOAPMAIEBTUYHU OCOBEHOCTH

6.1 ChouchbK HA eKCHUNIHEHTUTE

JlakTo3a MOHOXHIpPAT

6.2 OCHOBHHM HECHLBMECTHMOCTH

[Ipu nurnca Ha TaHHU 32 CbBMECTUMOCT, TO3U BETCPUHAPHOMEIUIIMHCKY MPOIYKT HE TPsOBa aa Obe
CMECBaH C JPYrd BETEPUHAPHOMEAULMHCKN IPOYKTH.

6.3 Cpox Ha roaHOCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEIUIINHCKY TIPOIYKT:

40 g camie — 3 TOIMHU.

400 g caure — 2 roguHM.

Cpok Ha TOTHOCT CIe/T THPBO OTBapsIHE HA ITbPBUYHATA OMAKOBKA: 5 CEAMMIIH.

Cpok Ha TOJHOCT HAa MEUKaMEHTO3HAaTa Boja: 24 Jaca.

TpsOBa 1a ce MPUTOTBU CaMO JTIOCTATHYHO KOJMYECTBO OT MEANKAMEHTO3HATA BOa, 32 Jla C€ TIOKPHUST
HYXIUTE 32 JeHs.

MennkameHTo3HaTa BoAa TpsAOBa Ja ce CMEeHs Ha BcekH 24 yaca.

6.4. CrnenuanaHu ycaoBHs 32 CbXpaHeHHe HA MPOAYKTA

40 g came: [la He ce chxpaHsaBa npu Temmneparypa Hana 25 °C.
400g camre: Jla He ce chxpaHsBa pu Temiieparypa Haxa 25 °C.

6.5 Bwuau cbcTaB HAa MBPBHYHATA ONMAKOBKA

Came ot amymuHnEBO (hommo cbe chabpxanne 40 g nmm 400 g.
He Bcuuku pazmepu Ha omakoBKaTa MOTaT a ObJaT MpeAsaraHy Ha masapa..

6.6 CnenuajHu MEPKH 32 YHUIIOKABAHE HA HEU3INI0JI3BAaH NMPOAYKT WM OCTATHLH OT HEr'0

Bceku Hensnon3Ban BCTCPUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HETO Tpﬂ6Ba Ja 6’I>IlaT
YHUIIOKCHU B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO 3aKOHOAATEJIICTBO.
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7. IIPUTEXKATEJI HA JIMIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

[Munera/myiiku
EU/2/04/044/018 —40 g
EU/2/04/044/019 — 400 g

9. JATA HA IIbPBOTO U3JJABAHE / IIOJHOBSIBAHE HA JIMLIEH3A 3A YIIOTPEBA

JaTa Ha TEpPBO W3/1aBaHe Ha JHIeH3 3a ynorpeda: 09/09/2004

JlaTa Ha TocJIeTHO MOIHOBSIBAHE Ha JIMIICH3 3a ynoTpeba: 09/09 2014

10. JATATA HA ITOCJIIEJHATA PEJAKLUSA HA TEKCTA

[Moapo6ua nHpOpMAIHS 32 TO3U BETEPHHAPHOMETUINHCKHN TIPOIYKT MOXKE Jla HAMEPUTE Ha MHTEPHET
cTpanuuaTa Ha EBponeiickata Arenuus no Jlekapcrsara (http:/ www.ema.europa.eu).

3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.
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MNPUJIOKEHUE 11
MNPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTUIATA

YCJIOBUA NJIN OTPAHUYEHMNS B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHAIIU CE 1O INTPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJACOK

APYI'N YCJIOBUSA U NTBUCKBAHUA KBM JIMINEH3A 3A YIIOTPEBA
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A. TIIPOU3BOIUTEJL, OTT'OBOPEH 3A OCBOBOKIABAHE HA ITAPTUJATA

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 3a 0CB060)KI[aBaH€T0 Ha NapTHUAUTEC 3a r[pona>K6a

Acme Drugs s.r.l.

Via Portella della Ginestra 9/a
42025 CAVRIAGO (RE)

Nranns

b. YCJIOBHUA NWJIN OI'PAHUYEHUA B JIMIIEH3A 3A YIIOTPEBA HA BMII,

OTHACHAIIU CE 1O ITPEAJATAHETO NJIA YIIOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMCaHNnC.

e JIPYI'H YCJIIOBHUA:

Tps6Ba ga ce uMaT npeaBua OQUIMATHATE U3UCKBAHKS 32 BIaraHe Ha MeIMKaMEHTO3HU IPEMHUKCH B
KOMOWHHpaHH PypaXu.

B. CTATYC HA MJCOK

AKTUBHaTa CyOCTaHLUS € pa3peleHa cyOcTaHus, KakTo e nocodeHo B Tabnuna 1 Ha [Ipunoxenuero

kbM PernamenTa Ha Komucusra (EU) Ne 37/2010:

®apmakosioruydHo |  MapkepHo Bumose | MJICOK ITpuniennu Hpyru TepaneBTuueH
aKTHBHA 0CTaThYHO KUBOTHU ThKaHU M3UCKBaH KJac
cyOCTaHIs BEIIIECTBO ust
TunBano3ux CymMma ot Cune 50 ug’kg | Myckyarypa Hee AHTHUHDEKITNO3HU
TUJIBAJIO3UH U 50 ug’kg | Koka v Ma3HUHA | IPUIIOKH | areHTH /
3-0O- 50 ug’kg | Yepen apo6 MO AHTUOHOTHIIH
ALCTUITUIIO3UH 50 ug’kg | bropenn
Homamau |50 ug/kg | Koxa u Ma3HuHa
HTHIH 50 ug’kg | Yepen apod
TunBano3un Homammn | 200 pg/kg | Sitna
U TITUIH

ExcrummenTute, mocouenu B Touka 6.1 Ha KpaTkara xapakTepucTrKa, ca WiH pa3perieHn CyOCTaHITIH, 3a
kouto B Tabnuua 1 ua [punoxenuero kbM Pernament (EC) Ne 37/2010 ne ce uzuckBar MJICOK, nnu ce
pasriiexaT kaTo Henonaaany B ooxsata Ha Permament (EC) Ne 470/2009, xoraTo ca BKIFOYEHU B TO3U

BETCPHUHAPHOMETUITUHCKH ITPOITYKT.

.  JAPYI'M YCJIIOBUSA U U3BNCKBAHUSA KbM JIMLIEH3A 3A YIIOTPEBA

CHGLII/I(i)I/I‘lHI/I HN3HUCKBAHUSA KbBM (bapMaKOJ'IOFI/I‘lHaTa 6,Z[I/ITCJ'IHOCT:

W3wucksa ce CAWH NJOMBJIHUTCIICH aKTyaJIM3upaH roJUIICH NCPUOANYCH AOKJIA/] 3a 0e30macHoCT (HI[B), a
CJICA TOBa HI[B CC MoJaBaT Ha UHTCPBAJIN OT TPU I'OJJUHU, OCBCH aKO HC CC U3UCKBa APYTO.
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IPUJIOKEHMUE III

ETUKET U JINCTOBKA
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A. ETUKET
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HNH®OPMAIMSA, KOATO CE U3IIMCBA BbPXY ITBPBUYHATA

OITAKOBKA/BBTPEHIHATA TOPBA

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Aivlosin 42,5 mg/g mpeMHKC 3a MEAMKAMEHTO3eH (ypaxK 3a mpaceTa.
Tylvalosin (riox popmara Ha tylvalosin tartrate)

2. CBbAbPKAHUE HA AKTUBHATA CYBCTAHIMA

Tylvalosin (mox ¢opmata Ha tylvalosin tartrate) 42.5 mg/g

3. DPAPMANEBTUYHA ®OPMA

[Ipemukc 3a MeTUKaMEHTO3EH (ypax.

4. PABMEP HA OITAKOBKATA

20 kg
S5kg
2 kg

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

IIpacera.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 7. METOA 1 HAYUH HA NTPUJIOXKEHUE

[punoxenune upe3 cmecBane ¢ Qypaxa. Jla ce cmecBa caMo ¢be cyX Qypax.

Ykazanwust 32 CMECBaHE

3a cMecBaHEeTO Ha BETEPHHAPHOMEIMIIMHCKHS IPOAYKT ¢ ypaxa TpsOBa Jja ce M3I0JI3Ba XOPU30HTAICH
opebpen mukcep. [IpenoppuBa ce mppBoHavanHo Aivlosin na ce cmecu ¢ 10 kg ot dypaxa, ciiesq ToBa ¢
ocTaThKa OT (ypaka u j1a ce pa3obpka goope. Ciie; ToBa MeTMKaMEHTO3HUS (hypaxk MOXKe Ja ce
rpaHyJIupa.

YcnoBusTa 3a rpaHyMpaHe BKIIIOUBAT €1HA €IMHCTBEHA CThIIKA 3a MPEMOATr0TOBKA C Iapa 3a 5 MUHYTH U
rpaHyJIupaHe MPpHU TeMIeparypa He mo-pucoka oT 70 °C B HOpMaTHH YCIOBUSL.

[Ipenu ymoTpeda nmpoyeTH JIUCTOBKATA.
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8. KAPEHTEH CPOK

Kapenren cpok:
Meco u BBTpPCITHU OPTaHH: 2 JTHH.

9. CIHHEHUAJIHU TPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

[Ipenu ynotpeba nmpoyeTn TUCTOBKATA.

10. CPOK HATOJHOCT

Tonen mo {Mecery/romuna} **/**%*
CpoK Ha TOJIHOCT CJIe CMECBAHE € €Ip0 CMJISTHO OpaIIHO MK Tpanyaupan Gypax: 1 mecer.
Cpok Ha TOJIHOCT CJIE/ MbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKA: 4 CCAMUIIH.

‘ 11. CIHELNUAJIHU YCJIOBHUS 3A CbXPAHEHHUE

[a ce cpxpanssa nox 30 °C.
Jla ce ma3u onmakoBKaTa ITBTHO 3aTBOPEHA.
[a ce cpxpaHsiBa B OpUTHHAIHATA OTIAKOBKA.

I[a HE CC U3IIO0JI3Ba CJIEA JaTaTa Ha U3THUYAHE CpOKa Ha T'OJHOCT, oTOensA3aHa BBHpPXY €THUKETA.

12. CHEHNUAJHU MEPKH 3A YHUIIIOXKABAHE HA HEU3ITIOJI3BAH ITPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

VHuIoxaBaHe: IIPpOYCTH JINCTOBKATA.

13. HAAIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA” 1 YCJIOBUS
NJIM O'PAHUYEHUMSA OTHOCHO PABIIPOCTPAHEHUETO U YIIOTPEBATA, AKO
E IMTPUJIOZKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA ynorpe6a. ﬂa CC OTITyCKa CaMo I10 JICKapCKO MPCATIUCaHUC.

Tp516Ba Aa Ca pasricaa NpeHaIoXKCHUCTO 3a BJIAaraHe Ha MCIUKAMCHTO3HU IMPEMUKCU B KOM6I/IHI/IpaHI/I
(bypaxcn, CBhIJIACHO 0(1)I/II_II/IaJ'IHOT0 PBKOBOJACTBO 3a TOBA.
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14. HAIIMCBHT “JIA CE CBXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa Aajied OT Norjicaa U Ha HCAOCTBITHU 3a IC1a MCCTaA.

‘ 15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/04/044/001 (Aivlosin 42,5 mg/g — 20 kg)
EU/2/04/044/002 (Aivlosin 42,5 mg/g — 5 kg)
EU/2/04/044/020 (Aivlosin 42.5 mg/g — 2 kg)

17. NMAPTUJAEH HOMEP

ITaptuna {Homep}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BBJIE U3IIMCAHA BBPXY
MAJIKM OITAKOBKH BMII, KOUTO CBbABPXAT EAMHUYHA JIO3A

I'panyju 3a npujiaraHe BbB B0j1a 3a nieHe 3a mpacera — 40 g came

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKHUA ITPOAYKT

Aivlosin 625 mg/g rpanynu 3a npujaraHe BbB BoAaTa 3a MHEHE 3a ImpaceTa
Tylvalosin (mox ¢popmara Ha tylvalosin tartrate)

‘ 2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

Tylvalosin (mox ¢popmara Ha tylvalosin tartrate) 625 mg/g

3. CBIABPXKAHUE CIIPSIMO MACA, OBEM WX BPO HA EJUHUYHUTE 103U

40 g

4. HAYYH HA ITPNJIOKEHUE

HpI/IJ'IO)KeHI/Ie BBB BOJa 3a ITMCHC.

5. KAPEHTEH CPOK

Kapenren cpok:
Meco u BBTPCITHU OPTaHH: 2 JTHH.

6. NAPTUJIEH HOMEP

ITaptuna {HOMEp}

7. CPOK HA I'OJHOCT

Tonen mo {mecery/roauHa}
CpoKk Ha TOJIHOCT CJIC/ MbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKA: 5 CCAMUIIH.
MennkaMeHTO3HaTa BOJa TPAOBA Jla ce CMeHsI Ha Bceku 24 Jaca.
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‘ 8. HAINMUCDHT ,,CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA“

Camo 3a BeTeprHApHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapCKo Mpe/caHue.

‘ 9. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

[la He ce cpxpaHsaBa npu Temrneparypa Haxg 25 °C.

‘ 10. HMME U ITOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

11 HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/04/044/009
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NHOOPMAIUSA, KOATO CE U3IINCBA BBPXY ITBPBUYHATA OITAKOBKA

I'panynu 3a npuiarane BbB BO/ia 3a ITHeHe 3a npacera — 160 g camre

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Aivlosin 625 mg/g rpanynu 3a pujaraHe BbB BojaTa 3a MHEHE 3a ImpaceTa
Tylvalosin (riox popmara Ha tylvalosin tartrate)

2. CBbAbPKAHUE HA AKTUBHATA CYBCTAHIMA

Tylvalosin (ox ¢opmara Ha tylvalosin tartrate) 625 mg/g

3. DPAPMAINEBTUYHA ®OPMA

I'panynu 3a mpunarane B5B BOJIa 32 TIHEHE.

4. PASMEP HA OITAKOBKATA

160 g

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

IIpacera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA TPUJIOKEHUE

[Ipenu ynoTtpeba npoyeTH JIUCTOBKATA.

8. KAPEHTEH CPOK

KapenTten cpok:
Meco 1 BbTpEIIHN OpTaHu: 2 JTHHU.

9. CIHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

Ipenu ynotpeba mpoyeTy INCTOBKATA.
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10. CPOK HATOJHOCT

Tonen mo {mecery/roauHa}
Cpok Ha TOJJHOCT CJIC/ TbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKA: 5 CCAMUIIH.
MenrkaMeHTO3HaTa BOa TPAOBA Jia Ce CMEHs Ha BCEeKH 24 Jaca.

11. CIHENHUAJIHU YCJIOBUs 3A CbXPAHEHUE

[la He ce cpxpaHsaBa npu Temneparypa Hax 25 °C.

12. CHEINUAJIHU MEPKHU 3A YHUITIOXKABAHE HA HEU3ITIOJI3BAH ITPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHBA

VHuIioxaBaxe: IIPpOYCTH JINUCTOBKATA.

13. HAJAIUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1 YCJIOBUSA
NJIM OT'PAHUYEHUA OTHOCHO PA3BIIPOCTPAHEHUETO U YIIOTPEBATA, AKO
NMA TAKHUBA

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

14. HAJIMNUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJOCTBITHHU 3A
JIEIIA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjiceaa U Ha HEAOCTHITHU 3a A€1a MECTA.

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/04/044/010

17. NMAPTUJIEH HOMEP

ITaptuna {HOMEp}
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NHOOPMAIUSA, KOATO CE U3IINCBA BBPXY ITBPBUYHATA OITAKOBKA

I'pannam 3a ynorpeda BB BoJa IMeHe 3a 3a npaceTa - (400 g. came)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHWHCKUA ITPOAYKT

Aivlosin 625 mg/g rpaHyid 3a yroTpeOa BbB BoJaTa 3a MHEHE 3a IpaceTa
Tylvalosin (riox popmara Ha tylvalosin tartrate)

2. CBbABPKAHUE HA AKTUBHATA CYBCTAHIIMA

Tylvalosin (iox ¢opmara Ha tylvalosin tartrate) 625 mg/g

3. DOAPMAINIEBTUYHA ®OPMA

I'panynu 3a ymorpe6a BbB BoJaTa 3a MUEHE.

4. PASMEP HA OITAKOBKATA

400 g

5. BUJOBE ’KUBOTHMH, 3A KOUTO E NTPEJHA3HAYEH BMII

Ilpacera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHE

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

8. KAPEHTEH CPOK

KapenTten cpok:
Meco 1 BbTpEIIHN OpTraHu: 2 JTHHU.

9. CIIEIIMAJIHU TPEAYIIPEXKJAEHUA, AKO E HEOBXO/IUMO

Ipenu ynotpeba mpodeTy INCTOBKATA.
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10. CPOK HATOJHOCT

Tonen mo {Mmecery/roauHa}
Cpok Ha TOJHOCT CJIE/ TbPBO OTBAPSHE HA MbPBHYHATA OMAKOBKA: 5 CEJIMUIIH.
MennkaMeHTO3HaTa BOJa TPAOBA Jla ce CMEHsI Ha Bceku 24 yaca.

11. CIHENHUAJIHU YCJIOBUs 3A CbXPAHEHUE

[la He ce cpxpaHsaBa npu Temrneparypa Haxg 25 °C.

12. CHEINHUAJIHU MEPKHU 3A YHUITIOXKABAHE HA HEU3ITIOJI3BAH ITPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe: MMpoYCTH JIUCTOBKATA.

13. HAJIHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” 1 YCJIOBUA
NJIN OT'PAHUYEHMSA OTHOCHO PA3BIIPOCTPAHEHUETO U YIIOTPEBATA, AKO E
NPUJIOKUMO

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

14. HAIIMCBHT “JIA CE CBXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa Aajied OT Norjicaa U Ha HCAOCTBIIHU 3a [IC1a MECTaA.

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/04/044/017

17. NMAPTUIAEH HOMEP

ITaptuna {HOMEp}
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MHUHUMYM NHOOPMAIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKH
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA TO3A

Jlamuaupano came ot axymuHueBO ¢Goano ot 40 g 3a ¢paszann

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Aivlosin 625 mg/g rpanynu 3a npuiarane BbB BojaTa 3a IHEHe 3a (hazaHu
Tylvalosin (mox ¢popmara Ha tylvalosin tartrate)

2. KOJMYECTBO HA AKTUBHATA CYBCTAHIMA

Tylvalosin (mox ¢popmara Ha tylvalosin tartrate) 625 mg/g

3. CBIBPXKAHUE CIIPAIMO MACA, OBEM WX PO HA EJMHUYHUTE 103U

40 g

4. HAYYH HA ITPNJIOKEHHNE

IIpunarane BB BOJa 32 IHECHE.

5. KAPEHTEH CPOK

Kapenren cpok:

Meco u BBTPEITHU OPTaHH: 2 JTHH.

He ce pa3pemasa yrorpedara npy NTHIIM, KOUTO MPOU3BEXKIAT WU Ca TIPeHA3HAYCHU J1a TIPOU3BEXK AT
SIiAIIa 32 KOHCYMAITUs OT XO0pa.

6. IMAPTUJIEH HOMEP

[aptuna {HOMEp}

7. CPOK HA I'OJJHOCT

Tonen mo: {mMecew/roquna}
CpoK Ha FOJIHOCT CJIE/I MbPBO OTBAPSIHE HA ITbPBUYHATA OMAKOBKA: 5 CEJMUITH.
MennkaMeHTO3HaTa Boja TpsIOBa Ja ce MoaAMEHs Ha Bceku 24 Jaca.

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

Camo 3a BeTeprHapHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapcKo Mpe/rcaHue.

46



‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ja He ce cpxpansgBa npu Temmeparypa Hax 25 °C.

‘ 10. HMME U IOCTOSHEH AJPEC HA ITPUTEXKATEJIA HA JIMINEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

11 HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/04/044/012-40 g
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HNH®OPMAIUA, KOATO CE U3IIMCBA BbPXY ITBPBUYHATA OITAKOBKA

Cak ot anymunneBo ¢oJno/JIaMMHUPAH ¢ oJHecTep, chAbpskan S00 g — nepopajieH npax

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULWHCKUA ITPOAYKT

Aivlosin 42,5 mg/g nepopalicH mpax 3a mpacera.
Tylvalosin (mox ¢popmara Ha tylvalosin tartrate)

2. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIIMA

Tylvalosin (mox ¢popmara Ha tylvalosin tartrate) 42,5 mg/g

3. DOAPMAINIEBTUYHA ®OPMA

ITepopainen npax.

4. PASMEP HA OITAKOBKATA

500 g

5. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3HAYEH BMII

Ilpacera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

[IepopanHo npunoxeHue.
[Ipenu ynotpeda npoyeTy JUCTOBKATA.
3a npubaBsHE €AUHCTBEHO KBbM CYX (ypax.

8. KAPEHTEH CPOK

Kapenren cpok:
Meco u BBTpPCITHU OPTaHH: 2 JTHH.

9. CIHEHOUAJIHM NPEAYHNOPEXIEHUS, AKO E HEOBXOANMO

[Ipenu ynotpeba nmpoyeTH IUCTOBKATA.
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10. CPOK HATOJHOCT

Tonen no {mecery/roauHa}

Cpok Ha TOJJHOCT CJIE/ MbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKA: 4 CCAMUIIH.

DypaxbT, KbM KOWTO ¢ MPUOABEH MEPOPATHUAT Tpax, TPsOBa J1a ce MOMEHH, aKO HE € KOHCYMHPaH, B
pamkuTe Ha 24 gaca.

11. CIHENUAJIHHU YCJOBUs 3A CbXPAHEHHUE

[a ce cexpanssa mox 30 °C.
Jla ce ma3u onakoBKaTa IUITbTHO 3aTBOpPEHA.
Jla ce chxpaHsiBa B OpUTHHATTHATA OTIAKOBKA.

12. CHEINHUAJIHU MEPKHU 3A YHUIIOXKABAHE HA HEU3ITIOJI3BAH ITPOAYKT WJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

VHuIoxaBaHe: IIPpOYECTH JIUCTOBKATA.

13. HAIIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA” 1 YCJIOBUS
NJIM O'PAHUYEHUMSA OTHOCHO PABIIPOCTPAHEHUETO U YIIOTPEBATA, AKO E
NPUJIOKUMO

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

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJTOCTHITHU 3A
JIEIIA MECTA”

I[a CC ChbXpaHsBa Aajicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1a MCCTaA.

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

‘ 16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/04/044/013

‘ 17. HAPTHUJIEH HOMEP

[Naptuma{Homep}

49



NHOOPMAIUSA, KOATO CE U3IINCBA BBPXY ITBPBUYHATA OITAKOBKA

I'panynu 3a npuiarane BbB Bo/ia 3a HeHe 3a (pazanu (came ot 400 g)

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULHWHCKUA ITPOAYKT

Aivlosin 625 mg/g rpaHyiu 3a Ipujaraie BbB BoJaTa 3a ueHe 3a ha3aHu
Tylvalosin (mox ¢popmara Ha tylvalosin tartrate)

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

Tylvalosin (mox ¢popmara Ha tylvalosin tartrate) 625 mg/g

3. DPAPMANEBTUYHA ®OPMA

I'paHynu 3a mpularaHe BbB BOAATa 3a IHUCHE.

4 PABMEP HA OITAKOBKATA

400 g

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

dazanu.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

8. KAPEHTEH CPOK

KapenTten cpok:

Meco u BbTPCIITHU OPTaHH: 2 JTHH.

He ce pa3pemasa ynotpedaTa npu NTULH, KOUTO MPOU3BEKAAT WU ca IIpeIHA3HAYCHH A3 IPOU3BEKAAT
sTiLa 38 KOHCYMalus OT X0pa.

9. CIIEIIMAJIHU TPEAYIIPEXKJAEHUA, AKO E HEOBXO/IMUMO

Ipenu ynotpeba mpoyeTy INCTOBKATA.
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| 10. CPOK HA FOJIHOCT

EXP {mMecern/roauna}
CpoK Ha TOJIHOCT CJI/ MbPBO OTBAPSHE HA MbPBUYHATA OMAKOBKA: 5 CEAMUIIH.
MenrukaMeHTO3HaTa BOJa 3a MHEHe TPsI0Ba J1a ce CMEHs Ha BCeKH 24 daca.

11. CIHELNUAJIHU YCJIOBUS 3A CbXPAHEHHUE

Jla He cpxpansgBa npu Temriepatypa Hax 25 °C.

12. CHEHNUAJHU MEPKH 3A YHUIIIOXKABAHE HA HEU3ITIOJI3BAH ITPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe: MMpoOYCTH JIUCTOBKATA.

13. HAJIHUCHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” 1 YCJIOBUA
NJIN OTPAHUYEHUMSA OTHOCHO PABIIPOCTPAHEHUETO U YIIOTPEBATA, AKO E
NPUJIOKUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yoTpeda. [la ce oTiycka caMo 1o JIEKapCKo Mpe/rcaHue.

14. HAIIMCBHT “IA CE CbXPAHSIBA JAJIEY OT HOTJIEJA U HA HEJOCTBITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1[a MCCTaA.

15. HUME U IIOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

16 HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/04/044/014 - 400 g

17. HAPTHUJIEH HOMEP

ITaptuna {HOMEp}
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MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

I'panynu 3a npuiiarane BbB BO/1a 32 IIMeHe 3a MMJIeTa M Myiiku (came ot 40 g)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Aivlosin 625 mg/g rpanynu 3a mpujaraHe BbB BoaTa 3a IMEHE 3a MUJIeTa U MyHKH
Tylvalosin (mox ¢popmara Ha tylvalosin tartrat)

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

Tylvalosin (mox ¢opmara Ha tylvalosin tartrat) 625 mg/g

3. CBIABPKAHUE CITIPAIMO MACA, OBEM WJIW BPOM HA EAMHAYHUTE JI03U

40 g

4. HAYYH HA ITPNJIOKEHHNE

HpI/IJ'IO)KCHI/IC BBB BOJia 3a IIMCHE.

‘ 5. KAPEHTHHM CPOKOBE

KapenTnu cpokose:
Meco u BBTpPEITHU OPTaHH: 2 JTHH.
Situa (nmunera): Hys1a JHH.

Ilyiiku: He ce paspemraBa ymorpebaTa mpy NTUITH, KOUTO IPOU3BEXK AT WK ca MPETHAZHAYCHH J1a
MIPOM3BEXKIAT SIIA 32 KOHCYMAIUs OT XOpa.
[a He ce nmpuiara B pamMkutTe Ha 21 AHU OT HAYAJIOTO HA SIMIIEHOCHUS MEPUO/I.

‘ 6. ITAPTUJIEH HOMEP

[Naptuna {HOMED}

| 7.  CPOK HA TOJIHOCT

EXP {mecen/ronuna}
Cpok Ha TOHOCT CJIel MbPBO OTBApAHE HA IIbPBUYHATA OMAKOBKA: 5 CEIMUIIH
MenrkaMeHTO3HaTa BOJia 3a TUEHE TPIOBa J1a ce CMEHsI Ha BCeKH 24 Jaca.
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‘ 8. HAIIMUCDHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEMIIMHCKA yoTpeda. [la ce oTiycka caMo 1o JIEKapCKo Mpe/rcaHue.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[la He ce cpxpaHsaBa npu Temrneparypa Haxg 25 °C.

10. HMME U ITIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

11 HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

MUJIeTa U MyUKU
EU/2/04/044/018
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NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY ITBPBUYHATA OITAKOBKA

I'panynu 3a npuiaraHe BbB BO/Ia 32 ITHEHe 3a MUJIeTa M myHkH (came ot 400 g)

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJINLHWHCKUA ITPOAYKT

Aivlosin 625 mg/g rpaHynu 3a nIpujiaraie BbB Bojara 3a IUCHE 3a MUIeTa U Ty HKH
Tylvalosin (mox ¢popmara Ha tylvalosin tartrate)

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

Tylvalosin (mox ¢popmara Ha tylvalosin tartrate) 625 mg/g

3. DPAPMANEBTUYHA ®OPMA

I'paHynu 3a mpularaHe BbB BOAATa 3a IHUCHE.

4 PABMEP HA OITAKOBKATA

400 g

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

[Iunera, my#ku.

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

IIpunoxeHue BbB BoAaTa 3a MUCHE.
[Ipenu ynoTpeda mpoyeTH TUCTOBKATA.

8. KAPEHTHHM CPOKOBE

KapenTtHu cpokose:
Meco 1 BbTpEIIHY OpTaHu: 2 AHH
Sina: Hyna gau.

Ilyiiku: He ce paspemraBa ymoTpe0aTa mpu MTHITH, KOUTO MTPOU3BEKAAT WU ca MMpeAHA3HAYCHH J1a

MPOU3BEXKAAT siiflla 32 KOHCYMalUs OT X0pa.
[a He ce mpuiara B pamkute Ha 21 THU OT HA9aJI0TO HA SIMTICHOCHUS TTEPHOI.
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9. CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJINMO

[Mpean ynotpeba mpoyeTH IUCTOBKATA.

| 10. CPOK HA TOHOCT

EXP {mMecern/roauna}
Cpok Ha TOJHOCT CJIE/ TbPBO OTBAPSIHE HA MbPBHYHATA OMAKOBKA: 5 CEIMUIIH.
MenrukaMeHTO3HATa BOJia 3a MHEHe TPsI0Ba J1a ce CMEHs Ha BCeKH 24 daca.

11. CHEINUAJIHU YCJIOBHUsA 3A CbXPAHEHHUE

[la He cpxpaHsBa npu Temneparypa Hax 25 °C.

12. CIHEINUAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT UJIN
OCTATHIU OT HEI'O, AKO UMA TAKHBA

yHI/IH_IO)KaBaHe: MMpoYCTH JIUCTOBKATA.

13. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” 1 YCJIOBUS
NJIN OTPAHUYEHMUSA OTHOCHO PA3SITIPOCTPAHEHHUETO U YIIOTPEBATA, AKO
NMA TAKHUBA

Camo 3a BeTeprHApHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapCKo Mpe/rcaHue.

14. HAJIMCBHT “IA CE CbXPAHSIBA JAJIEY OT HOIJIEJA U HA HEJOCTBHITHU 3A
JEITA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT Norjicaa U Ha HCAOCTHIIHU 3a I€1a MECTaA.

15. HUME U IOCTOSAHEH AJPEC HA ITPUTEXKATEJISA HA JIMINEH3A 3A YIIOTPEBA

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

16 HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

nuneTa u nyiiku : EU/2/04/044/019

‘ 17. NMAPTHUJAEH HOMEP

ITatpuga {HOMEp}
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B. IHUCTOBKA
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JIMCTOBKA:
Aivlosin 42,5 mg/g npeMukc 3a MeIuKaMeHTo3eH Qypask 3a mpaceTa

1. HNME U ITOCTOAHEH AAPEC HA NITPUTEXKATEJISA HA JIMIHEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexxaTen Ha IUIICH3A 33 VHOTD€6aZ

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

IIpon3BoanTen, OTTOBOPEH 3a OCBOOOKIaBaHE HA ITAPTHIATA:

Acme Drugs s.r.l.
Via Portella della Ginestra 9/a

42025 CAVRIAGO (RE)
HWranus

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUA ITPOAYKT

Aivlosin 42,5 mg/g npeMHKC 3a MeTUKaMEHTO3eH Qypak 3a rmpacera.
Tylvalosin (mox ¢popmara Ha tylvalosin tartrate)

3. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA N EKCIIUIIMEHTUTE

AKTHBHA CyOCTAHIIUSA:
Tylvalosin (ox popmara Ha tylvalosin tartrate) 42.5 mg/g

bexoB rpanynupan mpax.

Excounuentu:
XuapaTtupaH MarHe3ueB CHIIMKAT, MIIIIEHUYHO OpariHo.

4. TEPAIIEBTUYHU ITOKA3AHUA

° Jledyenue u MeTaduiakcus Ha €H300THYHA ITHEBMOHWUS [P CBUHETE, IPUYWHEHA OT YyBCTBUTEITHH
amoBe Ha Mycoplasma hyopneumoniae nipu cBuHete. [Ipu npenopbUnTEeIIHATA 1032 C& HAMAJISBST
MOopakKeHUsATa Ha Oenus Apo0 U 3arydara Ha TeyecHa Maca, Ho MHQekusaTa ¢ Mycoplasma
hyopneumoniae He c€ OTCTPaHABA;

° Jledenue Ha nmponudepaTHBHA SHTEPONATHS TP CBUHETE (WICUT), TPUYUHEHA OT Lawsonia
intracellularis ipu cTama, KbIETO UMa JUArHO3a, OCHOBaHA HAa UCTOPUS Ha 3a00JISIBAHETO,
MaTOMOP(OIIOTHYHY HAXOAKU M KIIMHUKO-TTATOJIOTUYHU PE3YNITaTH;

. Jleuenue u MeTaduIakcus Ha TU3EHTEPUS IIPHU CBUHETE, IPUYUHEHU OT Brachyspira hyodysenteriae
MIPH CTa/Ia, KbAETO 00JIeCTTa € OMila yCTaHOBEHA.

57



5. ITIPOTHUBOIIOKA3AHUS

Hsama.

6. HEBJIATOIIPUATHU PEAKIIMN

He ca u3BecTHu.

AKo 3a0enexuTe HIKaKBH HEOIArONpUATHU PEeaKliH, BKIIIOUYNTEHO U TAKMBA, KOUTO HE Ca ONMICAHU B
Ta3H JIMCTOBKA WJIM MUCITUTE, Y€ BETEPHUHAPHOMEAUIIMHCKUS IPOAYKT HEe pabOTH, MOJIS 1a YBEIIOMUTE
Bamusg BetepuHapeH jekap.

7/ BUJOBE )KUBOTHMH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Ilpacera.

8. JO3UPOBKA 3A BCEKH BU/JI KUBOTHO, METO/Jl 1 HAYUH HA IIPUJIAT'AHE

VYnotpeba upe3 cMecBane ¢ Qypaxa.
Ja ce cMecBa caMo Cbe cyX (ypaxk.

3a yleyenne ¥ MeTaQUIaKcHs Ha €H300TUYHATA THEBMOHUS ITPH CBUHETE

Jo3zara e 2,125 mg TiiBaao3uH Ha kg TejecHa Maca Ha JIeH CMECEH ¢ (ypaka, B IPOIbIDKESHHE Ha 7
MOCJIe0BATENHI JHH. BTOpHYHN MH(EKINH, IPUIMHEHH OT MUKPOOPraHu3Mu Kato Pasteurella
multocida n Actinobacillus pleuropneumoniae, MoraT Jja TOBEAAT A0 YCIOKHEHHUS HA CH300THYHATA
ITHEBMOHMS M N3UCKBA CIIEHU(PHYIHO JICUECHHE.

3a neyeHue Ha npoaudepaTUBHATA CHTEPONATH IPHU CBUHETE (MJICHT)
Hozara e 4,25 mg TunBano3uH Ha kg TeraecHa Maca Ha JieH, cMeceH ¢ Gpypaka, B IpoabibkeHre Ha 10
II0CJIEJOBATEHU JTHH.

3a nedeHue v MeTaQUIIaKCHs Ha IN3CHTEPUATA TIPU CBUHETE
Jo3ara e 4,25 mg triBano3uH Ha kg TemecHa Maca Ha JieH, cMeceH ¢ pypaka, B mpoabpkeHne Ha 10
MOCIIeIOBATEITHY JTHH.
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IToxazanue Ho3a or akTuBHaTa | Ilpoabiukutenno | Hopma Ha BKIOYBaHe

cyOcTanmms CT Ha JIeYeHHe BBbB (pypaka

IMpemuxe Aivlosin

42,5 mg/g

Jleuenue u 2,125 mg/kg TenecHa 7 mHu 1 kg/t*
MeTaduIakcHs Ha Maca /IeH
€H300THYHA
THEBMOHHS TIPU
CBUHETE
Jleuenue Ha 4,25 mg/kg Tenecna 10 nan 2 kg/t*
MeTaduIakcus Maca /IeH
nponudepaTHBHA
EHTepOMaThs pu
ceunere ([1EC)
(nnewr)
Jleuenue u 4,25 mg/kg TenecHa 10 nau 2 kg/t*
MeTaduIakcHs Ha Maca /IeH
JIU3EHTEPUS TIPU
CBUHETE

* BasKHO: Te31 HOPMH Ha BKJIFOUBAHE ca C pa3yerT, ue eJJHO Mpace U3sDK/Ia Ha JISH KOJIMYeCTBO, paBHO Ha

5% ot TenecHara My Maca

[Ipu no-Bb3pacTHU NpaceTa WIK )KUBOTHU C HaMaJIeH alleTUT WIK IIPH [IpaceTa ¢ OrpaHUYEHO [IpUeMaHe
Ha (ypaxk, MOXKe a € He00XO0IMMO YBeIHYaBaHe Ha BKIIOUBAHUTE BbB (hypaka 1031, 3a 1a Ce JOCTUTHE
HeoOxonumara no3a. Ilpu HamaneHo npueMane Ha Qypax, U3MON3BaiTe ciaegHaTa GopMya:

HeoOxoauMa fo3a (mg/kg TenecHa Maca) x TejaecHa Maca (kg)
kg npemukc/t pypax = JHEBeH npueM Ha ypax(kg) X KOHLEHTpauus B IpeMUKCa

(mg/g)

OCTpI/ITe CJIydau U TCIKKO OomHHTE mpaceTa ¢ HaMaJICHA KOHCyMallyuAa Ha (bypam " BOAA TpSI6Ba Ja ce
TPETHUPAT C NOAXOAAN] MHKCKIITMOHCH NPOAYKT.

Kato mombinHeHHE KBM TPETHPAHETO ca HE0OX0IUMH JOOPH YCIOBHS Ha OTTIICKIAHE U CIIa3BaHE Ha
XUTHEHA C e J]a Ce HaMalld pUCKa OT MH(EKIIUY | 32 Ja e KOHTPOIUPA U3rPAXKIAHETO HA
PE3UCTEHTHOCT.

MeZ[PIKaMeHTO?»HI/Iﬂ (1)ypa>1<, TpSI6Ba Ja C€ JaBa Ha )XMBOTHHUTEC KaTO CAMHCTBCHA ,Z[a)l(6a.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

Yka3aHud 3a cMecBaHe

3a cMecBaHETO Ha MPOIYKTa C pypaxka TpsOBa Ja ce M3MOI3Ba XOPU30HTAJICH OPEOPEH MUKCED
[IpenoppuBa ce mppBoHauanHo Aivlosin aa ce cmecu ¢ 10 kg ot dypaska, cien ToBa ¢ ocTaTbka OT
(dbypaxa u aa ce pa3dbpka qoope. Ciaen ToBa MEAMKAMEHTO3HUS (ypask MOKE J1a Ce TPaHyJIdpa.
VYcnoBusra 3a rpaHyJIMpaHe BKIFOYBAT €JHA €IMHCTBEHA CTHIIKA 32 TPETOATOTOBKA C IMapa 3a 5 MUHYTH U
TrpaHyJIupaHe MPHU TeMIlepaTypa He mo-prcoka oT 70 °C B HOpMaIHH YCIOBUS.
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10. KAPEHTEH CPOK

Meco 1 BbTpEIIHN OpTraHu: 2 JTHHU.

11. CHELOUAJIHU YCJOBHS 3A CbXPAHEHUE HA ITPOAYKTA
Jla ce cpxpaHsiBa iajied OT MorJieia U Ha HeJIOCTHITHH 32 JIela MeCTa.

[a ce cexpanssa mox 30 °C.

Jla ce ma3u mppBUYHATA OMAKOBKA IUTHTHO 3aTBOPCHA.

Jla ce chxpaHsiBa B OpUTHHATTHATA OTIAKOBKA.

CpOK Ha TOAHOCT CJICA IbPBOTO OTBAPAHC HA IbPBUYHATA OIIAKOBKaA: 4 CCOMMIIN.

Jla He ce M3M0/13Ba TO3U BETEPUHAPHOMEINIIMHCKY POAYKT U3TUYAHE CPOKA HA TOJIHOCT, TOCOYEH BHPXY
erukera cien ,,l ogeH g0

Cpok Ha TOJHOCT ciiefl cMecBaHe ¢ Gpypaxa: Eapo cMirsiHo OpanHo U rpanyiu: 1 mecerr.

12. CHENUAJHU NPEAYHPEXIEHUSA

CHCLII/IEIJ'IHI/I OpeaAynpexKACHNUS 34 BCCKH BU/J J)KNBOTHH, 34 KOWTO € IPCAHA3HAYCH BMII:

OcTtpuTe cydau U TEKKO OONHWTE MpaceTa ¢ HaMajeH MpUeM Ha XpaHa MK BoJa TpsOBa Jja ce TPEeTUpar C
TIOJIX OIS MHYKEKIIHOHEH MPOIYKT.

OOUKHOBEHO, HIKOM IIaMOBe Ha B. hyodysenteriae uMat o-BUCOKH CTOWHOCTY HA MUHMMAJTHA MTOTHUCKAIIA
koHneHTparusa (MIIK) mpu ciydam Ha yCTOWYMBOCT CpPEITy IPYTH MaKpOJWIH, TAaKMBA KAaTO THJIO3WH.
KnuHuyHOTO 3HAaYeHHE HA Ta3W HaMajeHa YYBCTBUTEIHOCT HE € HAIbJIHO u3cinenBaHo. He moxe na ce
W3KIIIOYU KPBCTOCAHA PE3UCTEHTHOCT MEXKTY THIBAIO3WH U PYTH MAKPOJIUIHN aHTUOUOTHUIIH.

CrenyaiHy npearna3Hd MepKH 3a )KUBOTHHTE MPH YIIOTpedaTa Ha IPOIYKTa:

TpsbBa nma ce crmaszpatr noOpH MPaKTUKW 3a YIpPaBICHHWE W MONIbpIKaHEe HAa XWTHEHATa, 3a Jla CE HaMaJH
PHUCKBT OT MMOBTOPHA HH(EKITHS.

Jo0Opa kmMHUYHA IPAKTHKA € TPETUPAHETO J1a CE OCHOBABa HA TECTOBE 332 UyBCTBUTEIHOCT HA H30JIMPAHUTE
OT )KHBOTHOTO MHKPOOPTaHMU3MHU. AKO TOBa € HEBH3MOXKHO, TPETHPAHETO TPsiOBa /1a ce 6a3upa Ha MecTHATA
(pernonanHa, Ha HHBO (¢epMa) ENUAEMHONIOTHYHA WHPOpPMaLUs 3a YyBCTBHTEJHOCTTa Ha
MHUKpPOOPraHU3MHTE, Cpelly KOUTO € npeaHazHadeH BMII.

Ynorpebara Ha BeTepHHAPHOMEAMIIMHCKUS IPOAYKT, pa3iuyanaiia ce ot nazenure B KXI1 ykazanus,
MOX€E J]a yBEJIMYHN PUCKA OT Pa3BUTHUE U CENEKTHUPAHE HA PE3UCTEHTHH MUKPOOPTraHU3MH U Ja HaMalln
e(heKTUBHOCTTA Ha JICUCHUETO C IPYTH MAaKPOJIUIH, TIOPAIH BB3MOKHOCT OT KPhCTOCAHA PE3MCTEHTHOCT.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUIiaTa, Impujaaraimy BETCPUHAPHOMCANNNHCKHA NIPOAYKT Ha
KHMBOTHHUTC!

TunBaNO3MHBT MPUUYMHSBA PEAKH Ha CBPBXUYBCTBUTEIHOCT (aJepruu) HpH Ja00opaToOpHU KUBOTHH,
CJIEZIOBATEIHO JIMIATa C YCTAHOBEHA CBPBXUYBCTBUTEIHOCT KbM THIIBAJIO3MH TPsIOBaA Aa N30srBaT
BCSIKAKbB KOHTAKT C TO3HU NPOAYKT.
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IIpu cMecBaHe Ha BeTepHHAPHOMEIUITUMHCKAS ITPOTYKT U TIpUJIaraHe Ha MEIUKaMEHTO3HUS ITPEMHUKC,
TpsIOBa Aa ce M30ATrBa TUPEKTEH KOHTAKT C OYUTE, KOJKaTa U JINTaBUIIUTE. MTHAMBUIyaTHO MIPEeAITa3HO
o0opyBaHEe CHCTOSAIIO CE OT HEMPOMOKAeMH PHKABUIIM U TIPEAa3Ballia AMXaTSIHUTE MIHTHUINA MacKa 3a
eJHOKpaTHa ynoTpebda, ChOTBETCTBAINA Ha eBporelicku ctannapt EN 149 wmu macka 3a MHOTOKpaTHa
ynorpeba, choTBeTCTBAlIA Ha eBporneiicku ctanaapT EN 140, ¢ Guiarsp, B ChbOTBETCTBUE C €BPOIIECHCKU
craagapt EN 143, tps6Ba 1a ce HOCH, KOoraTo ce paboTH ¢ BeTepUHAPHOMEIUIIMHCKYS IPOAYKT. [Ipu
MorajjaHe BEPXY KoxaTa € He00X0AMMO U3MHBAHE C BOJA.

HpI/I cnyqaﬁHo TIOTJIBIIAHE, He3a0aBHO Ja C€ MOThbpPCHU MEAUITMHCKH CHBET, KATO HA JIEKapsd €€ Npea0CTaBr
JIMCTOBKAaTa WK €TUKETA HA MPOAYKTA.

bpeMeHHOCT 1 JIaKTallHs:

Be3omacHocTTa Ha BeTepHHAPHOMEAUIIMHCKUS IPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OPEMEHHOCT H
JaKTanus mpu npacerara. [Ipuara ce camo clies1 mpereHka Mmoji3a/puck OT OTTOBOPHUS BETCPUHAPCH
nekap. JlaboparopHuTe IpOyYBaHUS NP JIAOOPATOPHU )KUBOTHHU HE TIOKA3BAT HUKAKBH JIOKa3aTeIICTBa 32
TeparoreHHocT . HabmroaBana € TOKCMYHOCT 3a MaiikaTa rmpu rpu3adu npu go3u ot 400 1 moBeye mg
TUJIBAJIO3UH Ha kg TenecHa Maca. [Ipu MUIIIKY ¢ HAOJII0JaBaHO Cj1a00 MOHMKEHUE B EMOPHOHATIHOTO
TEIJI0 IPpU A03U, IPpUIUHABAIIU TOKCUYHOCT 3a MauKkara.

HDCZ[O3I/IDEIHC (CI/IMHTOMI/I, CIICIIIHU MCPKH, aHTI/I,Z[OTI/I)Z

He ca Ha6J’IIO}_IaBaHI/I HUKAKBHU MPU3HAIIM HA HCTIOHOCUMOCT IIPU MOAPACTBAIU MTPpACCTa Npru A03U 010 10
IIBTHU MO-BHUCOKU OT NPCHOPHUUTCIIHATA.

OCHOBHHU HECHBMECTUMOCTH:

[Ipu nunca Ha JaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPHOMEIUIIUHCKY MPOYKT HE TPOBa ja Ob/e
CMECBaH C JPYTH BETEPUHAPHOMEIUIINHCKY TIPOTYKTH.

13. CIHEHOUAJIHU MEPKH 3A YHUIIIO’KABAHE HA HEMU3IIOJI3BAH ITPOAYKT WUJIN
OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

ITonuraiiTe Baius BeTeprHapeH Jekap KakBo Jia nmpaBute ¢ HeHyxHute BMII. Te3u Mepku 111e moMorHar

3a oma3BaHE Ha OKOJHATa Cpefa.

14. JATATA HA HOCJIEAHATA PEJAKIUA HA TEKCTA

[MonpoOHa mHPOpPMANKS 32 TO3U BETCPUHAPHOMEIUIIMHCKH MPOIYKT MOXKE Jla HAMEPUTE Ha WHTCPHET
crpanurnara Ha EBponeiickata Arennus o Jlekapcrsara (http:/www.ema.europa.cu).

15. JOHI'BJHUTEJIHA UHOOPMALIUA
[Ipennara ce B pa3Mepu Ha onakoBKaTa, chabpskamu 2kg, 5 kg unu 20 kg ot npoxykra.
He Bcuuku pasmepu Ha omakoBKaTa MoraT Ja ObJaT Ipe/ularaHd Ha masapa. IpsOBa na ca pasmiena

NpCJIOKCHUCTO 3a BJaraHe Ha MCIAUKAMCHTO3HU IMPCMUKCHU B KOM6I/IHI/IpaHI/I (bypaxm, ChI'TAaCHO
O(i)I/ILII/IaJ'IHOTO PBKOBOJACTBO 3a TOBA.
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3a BcsAka wuHQOpPMANKA OTHOCHO TO3W BETEPUHAPHOMEIUIIMHCKH TMPOAYKT, MOJSI CBBPXKETE
C perHOHATHUS PECTaBUTEN HA TPUTEKATENS Ha JINIIEH3a 32 yroTpeba.

Belgié/Belgique/Belgien
Ecuphar NV/SA
Legeweg 157-1,
BE-8020 Oostkamp

Tel: +32 50 31 42 69

Email: animal.health@ecuphar.be

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kaunorr.,

Lietuva

Tel.: +370 688 96944

Email: info@magnumvet.lt

Peny6auka bunarapus

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

tenedon: +44 (0) 20 8447 8899
Email: sales@ecoanimalhealth.com

Luxembourg/Luxemburg

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Ceska republika
Sevaron s.r.o.

Palackého tiida 163a
612 00 Brno

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz

Magyarorszag

Dunavet-B ZRt,

7020 Dunaf6ldvar, Ady E. u. 5.
Tel: +36 75 542 940

Email: dunavet-bp@dunavet.hu

Danmark

Salfarm Danmark A/S
Nordager 19

6000 Kolding

Tel: +45 755294 13

E-mail: sal@salfarm.dk

Malta

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Deutschland

Ecuphar GmbH
Brandteichstrasse 20,
17489 Greifswald,
Deutschland,

E-mail: info@ecuphar.de
Tel: +49 (0)38348 35840

Nederland

Ecuphar BV

Verlengde Poolseweg 16
NL-4818 CL Breda

Tel : +31 (0)88 033 38 00
Email: info@ecuphar.nl

Eesti

AS Magnum Veterinaaria
Vae 16, Laagri, Harju mk
Tel: +372 6 501 920

Norge

Salfarm Scandinavia AB
Florettgatan 29C, 2. Van
25 467 Helsingborg
Sweden

Phone: 0046 767 834 910
Email: Scan@salfarm.com

62

ce


javascript:%20internSendMess('animal.health@ecuphar.be')
mailto:sales@ecoanimalhealth.com
mailto:sales@ecoanimalhealth.com
mailto:info@sevaron.cz
mailto:dunavet-bp@dunavet.hu
mailto:sal@salfarm.dk
mailto:sales@ecoanimalhealth.com
mailto:info@ecuphar.de
mailto:info@ecuphar.nl
mailto:Scan@salfarm.com

EALada

DG Nucleus EINE
N.Xapitov 11

43100 Kapditoa
TnA:+302441073034

Email: info@vkk.gr

Osterreich

Ecuphar GmbH
Brandteichstrasse 20,
17489 Greifswald,
Deutschland,

E-mail: info@ecuphar.de
Tel: +49 (0)38348 3584 0

Espaiia
Ecuphar Veterinaria S.L.U.
C/Cerdanya, 10-12 Planta 6°

08173 Sant Cugat del Vallés, Barcelona (Espafia)

Polska

Calier Polska Sp. z 0.0.

ul. Magazynowa 5,

66-446 Deszczno

Tel: +48 95 7214521

E-mail: calierpolska@calier.com.pl

HURTOWNIA LEKOW
WETERYNARYJNYCH "AGA-VET"
ul. Turkowska 58¢

62-720 Brudzew

Tel: +48 (63) 279 70 04

Email: hurtownia@agavet.com.pl

France

Laboratoire LCV

Z.1. Plessis Beucher
35220 Chateaubourg

Tél: +33 (0)2 99 00 92 92

Portugal

Belphar LDA

Sintra Business Park No 7,
Edificio 1- Escritorio 2K
Zona Industrial de Abrunheira
2710-089 Sintra

Tel: +35 (0)13088 08321

Hrvatska

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Romania

SC MARAVET SA

Baia Mare

Maravet,

Street No 1

Tel: +40 262 211 964

Email : office@maravet.com

Ireland

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenija

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com
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Island

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenska republika
Sevaron s.r.0.

Palackého ttida 163a
612 00 Brno

Ceské Republika

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz

Italia

Ecuphar Italia S.R.L.
Viale Francesco Restelli,
3/7, piano 1

20124

Milano

Tel: +39 (0)02829 50604

Suomi/Finland

Vetcare Oy

PL 99

24101

Salo

Tel: +358 (0)20 144 3360
Email: vetcare@vetcare.fi

Kvmpog
Panchris Feeds (Veterinary) Ltd

Industrial Area Aradippou, 7100, Larnaca,

POB 40261, 6302, Larnaca,
TnA: + 357 24813333

Sverige
Salfarm Scandinavia AB

Florettgatan 29C, 2.Van
25 467 Helsingborg
Phone: 0046 767 834 910
Email: Scan@salfarm.com

Latvija

Magnum Veterinarija SIA
Ulbrokas iela 23, Riga, LV-1021,
Tel: +371 671 60091

United Kingdom (Northern Ireland)
ECO Animal Health Limited

The Grange,

100 The High Street

London N14 6BN

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com
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JIMCTOBKA:
Aivlosin 625 mg/g rpanyJu 3a npujarale BbB Boja 3a NMHeHe 3a mpaceTa
(mpuKpeneHa KaTo HarbHAT €THKET KbM ITBPBUYHATA OMTAKOBKA WJIM KaTo 3a/ieH eTuket 3a 400 g care)

1. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXXATEJIA HA JIMIEH3A 3A YIIOTPEBA "
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpurekaTen Ha IMIEH3a 3a yroTpeoa:

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

IIpousBoauTes, OTTOBOPEH 3a 0CB060)K)_'[aBaHe Ha nmapTtuaara:

Acme Drugs s.r.l.
Via Portella della Ginestra 9/a
42025 CAVRIAGO (RE)

Wranus

2. HAHMMEHOBAHMHME HA BETEPUHAPHOMEIUIIMHCKUS TIPOAYKT

Aivlosin 625 mg/g rpanynu 3a mpuiarane BbB Boja 3a MUEHE 3a IpaceTa.

Tylvalosin (mox ¢popmara Ha tylvalosin tartrate)

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA U EKCUUIIMEHTUTE
AKTHBHA Cy0CTaHIMA:

Tylvalosin (mox ¢popmara Ha tylvalosin tartrate) 625 mg/g

benu rpanymnu.

4. TEPAIIEBTUYHHU NOKA3AHUSA

Jleuenne u MeTaduIakcus Ha IpoJaUQepaTrBHa EHTEPONaTHs IPU CBUHETE (MJICHT), IPUYMHEHA OT
Lawsonia intracellularis.

Jleuenue u MeTaduIaKCcHs HA €H300TUYHA THEBMOHHUS 110 IIPACeTaTa, IPUINHEHA OT YyBCTBUTEIIHH

mamoBe Ha Mycoplasma hyopneumoniae.
[Ipenu meTadunakcus TpssOBa 1a ce YCTAaHOBU HATMYKUETO HA OOJIECTTa B rpynara.

5. INPOTHUBOIIOKA3AHUSA

Hsama.
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6. HEBJIATOITPUSITHU PEAKIIUHA

He ca u3BectHH.

AKo 3a0emexuTe HIKaKBU HEOJArONMPUATHH PEaKITNH, BKIIOYUTEIIHO M TAKUBA, KOUTO HE Ca OMMCAHU B
Ta3H JIMCTOBKA WIIM MUCIUTE, Y€ BETEPHUHAPHOMEAUIIMHCKUS IPOAYKT HEe pabOTH, MOJIS 1a YBEIIOMUTE
Bamusg BetepuHapeH jekap.

7/ BUJOBE )KUBOTHMH, 3A KOUTO E NTPEJHA3HAYEH BMII

IIpacera.

8. JO3UPOBKA 3A BCEKHU BU/JI ZKUBOTHO, METO/Jl 1 HAYUH HA IIPUJIAT'AHE
IIpunokeHne BBB BOJaTa 3a MUCHE.

3a 1a ce ocUrypu IpaBUIIHA JO3UPOBKA, TelecHaTa Maca Tps0Ba a ce olpeaed MaKCUMAaIHO TOYHO.
Koncymanusita Ha Boga TpsiOBa Aa ce ciequ, a KOHICHTPALHITa Ha IPOIYKTa J1a Ce KOPUTUPA, aKo €

HE00X0aMMO, 32 Jla ce n30eTHe TO0-HHUCKO JO3UPAHE.

[IpoxykTsT TpsiOBa Aa ce 10O6aBK KbM 00€M BOja, KOWTO MpaceTraTa Iie KOHCYMUpaT 3a eauH jeH. [o
BpeMe Ha JICUeHHETO He TpAOBa /1a uMa JIpyT U3TOYHMK Ha BOJIA 32 TIHEHE.

CauHCKa HDOJ’II/Id)eDaTI/IBHa CHTCpOIIaTuA (I/I.]'ICI/IT), NpHYMHEHA OT Lawsonia intracellularis

Jlo3ara e 5 mg TiiBano3uMH Ha kg TellecHa Maca Ha JIeH BbB BOJIa 3a ITUCHE B MPOAB/DKCHUE Ha 5
MOCJICIOBATEIHU JTHU.

W3uncnere 06m0T0 HEOOXOANMO KOJIMIECTBO OT IPOAYKTA IO CIeaHaTa popMyIa:

OO0 TerIo Ha MPOayKTa B g = 00IIa TeJIeCHa Maca Ha Hall-TeKKOTO Tpace, KOETo IIIe e TPETHpa, B kg X
Opoii mpacera x 5/ 625.

N3bepete Tounms Opoii camieTa Cropea Hy>)KHOTO KOJTMYECTBO OT MPOJIYKTa.

Enno 40 g cawe e gocraThuHo 3a TpeTupane Ha o0mo 5000 kg npacera (namp. 250 npacera ¢ TeaecHa
Maca Ha Hail-Texkoto mpace 20 kg) 3a equH neH.

Enno 160 g came e goctarpuHO 3a Tpepupane Ha oomio 20 000 kg npacera (Hamp. 400 npacera ¢ TenecHa
Maca Ha Hail-TexxkoTo npace 50 kg) 3a eaun neH.

Enno 400 g camre e noctarhb4HO 3a TpeTHpaHe Ha o610 50 000 kg mpacera (aamp. 1000 npaceTa ¢ TeecHa
Maca Ha Haii-Texkoto mpace 50 kg) 3a equH neH.

EH300THYHA MHEBMOHMS IO IIpaceTaTa, IPUYMHEHA OT YyBCTBUTENHHU IIaMOBe Ha Mycoplasma
hyopneumoniae

Ho3ara e 10 mg TunBano3uH Ha kg TeecHa Maca Ha JICH B BOJIa 3a ITUEHE B MPOJAB/DKCHHE Ha 5
MOCJIETOBATEIHU JTHU.

Uzuncnere 00mOTO KOJIMYECTBO HA HEOOXOUMHUS TIPOYKT ChC clienHaTa GopMya:
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OO6110 TErI0 Ha MPOAYKTa B g = 00IaTa TeJeCHa Maca Ha Hal-TEXKKOTO IIpace, KOeTo TPsOBa Ja ce
Tperupa B kg x Opoii mpacera, KOUTO 1ie Obaat jJekyBanu X 10 / 625.

I/I36epeTe MMpaBUIIHUA 6pOI71 calticTa Criope/ HCO6X0):[I/IMOTO KOJINYCCTBO MMPOAYKT.

Cameto ot 40 g e mocTaThuHO 3a TpeTupane Ha o610 2 500 kg npacera (Hanpumep 125 mpacera ¢
TeJeCHa Maca Ha Hail-TexxkoTo rpace 20 kg) 3a equn neH.

Cameto ot 160 g e noctarbuHo 3a Tpetupane Ha 0010 10 000 kg npacera (nanpumep 200 mpacera ¢
TeJecHa Maca Ha Hail-TexxkoTo rpace 50 kg) 3a equn neH.

Cameto ot 400 g e ocTaThyHO 3a TpeTupane Ha 00110 25 000 kg npacera (manpumep 500 mpacera
TeJlecHa Maca Ha Hall-TexxkoTo npace 50 kg) 3a eaun neH.
9. CBBET 3A IIPABUJIHO INTPUJIOKEHHUE

3a ma ce MoCTHTHE TIPaBHITHA 71034, TPSOBA Ja C€ M3MO0JI3Ba TOYHO U MPABIIIHO KaauOpupaHo obopyaBaHe
3a peTerisiHe Ha HEOOXOMMOTO KOJIMIECTBO TPOJTYKT.

HpO,Z[y'KT'LT MOIXKE J1a C€ CMCCH IIPAKO B CUCTEMATa Ha BOJaTa 3a MMCHC UJIK I'bPBO 1a C€ CMECHU KAaTO
Pa3TBOpPECH 6ynBOH B I1IO-MaJIKO KOJIMYECTBO BOJa, KOCTO IIOCJIC 1Ia CC ,ZIO68.BI/I KbM CHCTEMATA Ha BOJlaTa 3a
IHUCHEC.

Korato nponyKThT ce cMecBa MpsSIKO B CUCTEMaTa Ha BOJIaTa 3a MHEeHe, ChIbPKAHUETO Ha CaIlleTo TPIOBa
Jla ce MOPBCH BhPXY MOBBPXHOCTTA HA BOJIATa U CJIE]] TOBA /1a CE PAa3MECH HM3IISUI0, JOKATO CE MOydn
OuCTHp pa3TBOp (OOMKHOBEHO /10 3 MUHYTH).

Koraro ce npurotss pa3TBOpeH OyJIbOH, MaKCUMallHaTa KOHIIEHTpaIus TpsOBa 1a 0bae 40 g oT mpoaykra
Ha 1500 ml, 160 g ot mpoaykTa Ha 6000 ml mnu 400 g ot npoxykra Ha 15000 ml Boga u pa3TBOPHT
TpsOBa Ja ce pa3MecBa B mpoabbkeHue Ha 10 muHyTH. Cliel TOBa €BEHTYaITHOTO OCTATHYHO
MOMBTHSIBaHE HsIMA JIa 3acerHe e(PUKACHOCTTA HA BETEPUHAPHOMEIUIIMHCKHUS IPOAYKT.

TpsiOBa 1a ce MPUTOTBU CaMO JTOCTATHYHO KOJMYECTBO OT MEAMKAMEHTO3HATa BOA, 32 Jia C€ TIOKPHUSAT
HYXKIUTE 3a JeHS.

MenukamMeHTO3HATa Bo/ia TPsIOBa Jia ce CMEHS Ha BCeKH 24 vaca.

Crnen kpas Ha TIleprofia Ha TPETHPaAHE, CUCTeMara 3a BOJOCHA0AsiBaHe TPsiOBa 1a Ob/ie TOYHCTEHA 110
MOJIXOJISIII HAYKH, 3a J1a ce U30erHe MPUeM Ha CyOTeparneBTUYHH KOJIMUECTBA OT aKTHBHATA CYyOCTaHIIUA.

Kato JOITbJIHCHUEC KBbM JICUCHUCTO TpSI6Ba Ja C€ BbBCAT ,Z[06pI/I IMPAaKTHUKU 3a YIIPABJICHUEC U XUT'ME€HA, 3a
Ja C€ HaMaJlu PUCKDBT OT I/IH(I)CKHI/ISI " 1a CC KOHTPOJIMpPaA U3TPpakKaAaHCTO Ha PE3UCTCHTHOCT.

10. KAPEHTEH CPOK

Meco 1 BbTpEIIHN OpraHu: 2 JHU.

11. CIEIWAJHHA YCJI0OBUSA 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce cpxpaHsiBa Jiajed OT MorJieia U Ha HeJIOCTHITHH 32 JIela MECTa.
40 g camre: ma He ce ChXpaHsABa Mpu Temreparypa Hax 25 °C.
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160 g came: ma He ce ChbXpaHsABa MpH Temrneparypa Haxg 25 °C.
400 g came: ga HE ce ChXpaHABa MpHU Temreparypa Hax 25 °C.

Cpok Ha TOZHOCT CJIel MbPBOTO OTBAapsIHE Ha MBPBUYHATA OMAKOBKA:

5 ceaMuLn.

[a He ce n3moa3Ba TO3M BETEPUHAPHOMEIUIIMHCKY TPOAYKT Clie] U3THYaHe CPOKa Ha TOJTHOCT, TIOCOUEH
BBPXY eTukera cinep “l'ogen no”.

Cpok Ha TOTHOCT Ha METUKaMEHTO3HAaTa Boja: 24 Jaca.

12. CHEHNUAJHU NPEAYHOPEXIEHUSA

CHCLII/IEIJ'IHI/I OpeaAynpeXKIACHNUA 34 BCCKH BU/J J)KNBOTHH, 34 KOUTO € IPCAHA3HAYCH BMII:

IIpu Texko OOMHU mpaceTa, ako € HamaJieH MPUEeMbT Ha BOJa, IIpaceTaTa TpsiOBa Ja ce TPETHpaT C
MOJIX OIS WHXKEKIIMOHEH BEeTEPHHAPHOMEANIIMHCKA POAYKT, IIPEANHNCAH OT BETEpUHAPEH JIeKap.
[Ipu npenoppuuTenHaTa 1032 OSIOAPOOHUTE JIC3UHN U KIMHHYHUTE MTPU3HAIM CE HAMAJISBAT, HO
undeknmara ¢ Mycoplasma hyopneumoniae He ce eTUMUHHPA.

CHCLII/IEIJ'IHI/I Opéanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPpOAYKTA:

OduimaiHnuTe, HAIIMOHAIHUTE ¥ PETHOHAIHN aHTUMUKPOOHHM MOJIMTHKHU TPSAOBA J1a Ce B3eMaT IPEIBUI
P U3MOJI3BAHETO HA MPOYKTA.

Tps0Ba 1a ce BbBeaaT 100pH IMPAKTHKH Ha YIIpaBIEHUE U XUTHUEHA, 3a J1a C€ HaMalld PUCKBT OT IIOBTOPHA
UHEKIIUA.

Jo0Opa kMMHUYHA IPAKTHKA € TPETHPAHETO J]a CE OCHOBaBa HA TECTOBE 33 UYyBCTBUTEIHOCT HA H30JIMPAHUTE
OT )KHBOTHOTO MHKPOOPTaHM3MHU. AKO TOBa € HEBH3MOXKHO, TPETHPAHETO TPsiOBa /1a ce 6a3upa Ha MecTHATa
(pernonanna, Ha HHMBO (¢epMa) ENUAEMHONIOTHYHA WHPOpPMaLUs 3a YyBCTBHTEJHOCTTa Ha
MHUKpPOOpPraHU3MHTE, Cpelly KOUTO € npeaHazHadyeH BMII.

Ynorpebara Ha BeTepHHAPHOMEAMIIMHCKUS IPOAYKT, pa3iuyanaiia ce ot najeaute B KXI1 ykazanus,
MOX€E J]a YBEJIMYHN PUCKA OT Pa3BUTHUE U CENEKTHUPAHE HA PE3UCTEHTHH MUKPOOPTraHU3MH U Ja HaMalln
e(heKTUBHOCTTA Ha JICYCHUETO C IPYT'H MAaKPOJIUIH, TIOPaIHd Bh3MOKHOCTTA OT KPhCTOCAHA
PE3UCTEHTHOCT.

3a jeueHue Ha II'bpBa JIMHUA Tpﬂ6Ba Ja C€ U3I0Ja3Ba aHTI/IGBKTepI/IaHeH MMPOAYKT C MMO-MaJIbK PUCK OT
aHTI/IMI/IKp06Ha PE3UCTCHTHOCT, aKO € HAJIMYCH 3a ChbIIOTO ITOKAa3aHUE, KOTAaTO TECTHT 3a UYBCTBUTCIIHOCT
nmpeamnojiara BEpodTHaTa C(I)PIKaCHOCT Ha TO3U IMOAXO.

CnegnanHH npeanasiy MCpPKH 3a Jinfara, npujaraiii BETCPpUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
KHUBOTHHUTC!

THBanO3UMHBT NPUYMHABA PEAKIINH HA CBPBXUYBCTBUTEITHOCT (AJIEPTUH) P TaOOPATOPHU KUBOTHH,
CJIETOBATEITHO JINIIATa C YCTAHOBEHA CBPHXUYBCTBUTEIHOCT KbM THJIBAJIO3HH TPAOBA 1a N30SATBAT
BCSIKAKBB KOHTAKT C TO3U MPOIYKT.

IIpu cmMecBaHe Ha BeTepHHAPHOMEANIIMHCKAS MTPOAYKT U MpHUIIaraHe Ha MeJUKaMeHTO3HaTa BoJa, TpsioBa
Jla ce n305TBa TUPEKTeH KOHTAKT C OYUTE, KOXKaTa U JTUraBuiuTe. UHAMBHUITyaTHO TTPEIa3HO
o0opyiBaHe, ChCTOSIIO CE OT HEMPOMOKAEMH PhKABUIU U MIPEIa3Ballia IUXaTeTHUTE ITBTUIIA MACKa 32
eIHOKpaTHA yroTpeda, ChOTBETCTBAIA Ha eBporneiicku ctanaapT EN 149 nnm macka 3a MHOTOKpaTHa
ynorpeba, choTBeTCTBAlIIA Ha eBporneiicku ctaHnapt EN 140, ¢ Guiarep, B ChOTBETCTBHE C €BPOIEHCKH
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craagapt EN 143 tps6Ba ga ce HOCH, KOTaTo ce paboTH C BETEpUHAPHOMEIUIIMHCKUS IPOAYKT. [Ipn
NoTa/iaHe BhPXY KoKaTa € Heo0X0IMMO U3MHBAHE C BOJIA.

HpI/I cnyqaﬁﬂo OorjIblIIaHe, He3a0aBHO Aa CC MOThbPCHU MCAUITMHCKHU CBHBCT, KATO HA JICKApd €€ NpCA0CTaBr
JIMCTOBKATa WK €TUKETA Ha IMPOAYKTA.

BDCMCHHOCT W JJaKTarusg:

besomacHocTTa Ha BeTEpUHAPHOMEIUITMHCKUS MPOIYKT HE € I0Ka3aHa M0 BpeMe Ha OpEeMEHHOCT U
JaKTaIys npu npacera. [Ipunara ce camo ciief; mpereHKa 1moss3a/puck 0T OTTOBOPHUS BETSPUHAPEH .

JlabopatopHuTe POYYBaHUS MIPY )KUBOTHU HE TIOKA3BAaT HUKAKBH JIOKA3aTeJICTBA 3a TEPATOreHHOCT.
TokcuuHOCT 3a MaiKaTa Ipu rprusayuu ce HabmoaaBa npu n103u oT 400 mg TrBano3unH Ha kg TenecHa maca
u no-rosieMu. [Ipu mumiku ce HaO01aBa cliad0 HaMallsIBaHE Ha TellecHaTa Maca Ha (eTyca IpH J03H,
MIPUYHUHSBAIIN TOKCHYHOCT 32 Maiikara.

HDCZ[O3I/IDEIHC (CI/IMHTOMI/I, CIICIIHU MCPKH, aHTI/I,Z[OTI/I)Z

He ca naGmromaBany HUKAKBY MPU3HAIM Ha HEITOHOCUMOCT TIpH TIpaceTa nmpu MakcumyM 100 mg
TUJIBAJIO3UH Ha kg TenmecHa Maca Ha JICH B IPOABIDKCHUE HA 5 JTHU.

OCHOBHU HECHBMECTUMOCTH:

[Ipu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPHOMEIUITUHCKY MPOYKT HE TPsOBa j1a Obe
CMECBaH C JPYTH BETEPUHAPHOMEIUIINHCKY TIPOTYKTH.

13. CIHENUAJHU MEPKH 3A YHUIIIO’KABAHE HA HEU3IIOJI3BAH ITPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[TonuraiiTe Bamus BeTepuHapeH jekap KakBo Aa MpaBuTe ¢ HeHykHUTe BMII. Te3n Mepku 111e moMOoTHar 3a

Olla3BaHE Ha OKOJIHATA Cpeaa.

14. JATATA HA IIOCJIEJHATA PEJAKIIUSA HA TEKCTA

[onpobua uHpopmanys 3a TO3M BEeTepUHAPHOMEAUIMHCKY POIYKT MOXKE Ja HAMEPHUTE Ha HHTEPHET
cTpannuaTa Ha EBponeiickata Arennus no Jlekapcrsara (http:/www.ema.europa.eu/).

15. JON'BJHUTEJIHA NTHO®OPMALUA

IIpemmara ce B camrera, cpabpixamu 40 g, 160 g uimu 400 g rpanynu. He Bcnyuku pazMepu Ha omakoBKaTa
MoraT Jia ObJaT MpeJyIaraHy Ha ma3apa.

3a Besika nH(pOpMaIrs OTHOCHO TO3W BETEPUHAPHOMEIUIIMHCKU TIPOTYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MTPEICTABUTEI HA IPUTEKATEI HA JIIISH3a 32 yIoTpeoa.
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Belgié/Belgique/Belgien
Vaccifar BVBA

Sint Damiaanstraat 18
B-2160 Wommelgem
BELGIUM

Tel : +32 33552950
Email : info@vaccifar.com

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kaunorr.,

Lietuva

Tel.: +370 688 96944

Email: info@magnumvet.lt

Peny6auka bonarapus

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

tenedon: +44 (0) 20 8447 8899
Email: sales@ecoanimalhealth.com

Luxembourg/Luxemburg
Vaccifar BVBA

Sint Damiaanstraat 18
B-2160 Wommelgem
BELGIUM

Tel : +32 33552950
Email : info@vaccifar.com

Ceska republika
Sevaron s.r.o.

Palackého tiida 163a
612 00 Brno

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz

Magyarorszag

Dunavet-B ZRt,

7020 Dunaf6ldvar, Ady E. u. 5.
Tel: +36 75 542 940

Email: dunavet-bp@dunavet.hu

Danmark

Salfarm Danmark A/S
Nordager 19

6000 Kolding

Tel: +45 755294 13

E-mail: sal@salfarm.dk

Malta

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Deutschland

Ecuphar GmbH
Brandteichstrasse 20,
17489 Greifswald,
Deutschland,

E-mail: info@ecuphar.de
Tel: +49 (0)38348 35840

Nederland

Vaccifar BVBA

Sint Damiaanstraat 18
B-2160 Wommelgem
BELGIUM

Tel : +32 33552950
Email : info@vaccifar.com

Eesti

AS Magnum Veterinaaria
Vae 16, Laagri, Harju mk
Tel: +372 6 501 920

Norge

Salfarm Scandinavia AB
Florettgatan 29C, 2. Van
25 467 Helsingborg
Sweden

Phone: 0046 767 834 910
Email: Scan@salfarm.com
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EALada

DG Nucleus EINE
N.Xapitov 11

43100 Kapditoa
TnA:+302441073034

Email: info@vkk.gr

Osterreich

Ecuphar GmbH
Brandteichstrasse 20,
17489 Greifswald,
Deutschland,

E-mail: info@ecuphar.de
Tel: +49 (0)38348 3584 0

Espaiia
Ecuphar Veterinaria S.L.U.
C/Cerdanya, 10-12 Planta 6°

08173 Sant Cugat del Vallés, Barcelona (Espafia)

Polska

Group-On-Vet Sp. z 0.0.
Ludwinéw 31b

42-320 Niegowa, Polska

Tel: +48 730 814 014

E-mail: hurtownia@group-on-vet.pl

HURTOWNIA LEKOW
WETERYNARYJNYCH "AGA-VET"
ul. Turkowska 58¢c

62-720 Brudzew

Tel: +48 (63) 279 70 04

Email: hurtownia@agavet.com.pl

France

Laboratoire LCV

Z.1. Plessis Beucher
35220 Chateaubourg

Tél : +33 (0)2 99 00 92 92

Portugal

Belphar LDA

Sintra Business Park No 7,
Edificio 1- Escritorio 2K
Zona Industrial de Abrunheira
2710-089 Sintra

Tel: +35 (0)13088 08321

Hrvatska

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Romania

SC MARAVET SA

Baia Mare

Maravet,

Street No 1

Tel: +40 262 211 964

Email : office@maravet.com

Ireland

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenija

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com
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Island

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenska republika
Sevaron s.r.0.

Palackého ttida 163a
612 00 Brno

Ceské Republika

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz

Italia

Ecuphar Italia S.R.L.
Viale Francesco Restelli,
3/7, piano 1

20124

Milano

Tel: +39 (0)02829 50604

Suomi/Finland

Vetcare Oy

PL 99

24101

Salo

Tel: +358 (0)20 144 3360
Email: vetcare@vetcare.fi

Kvmpog
Panchris Feeds (Veterinary) Ltd

Industrial Area Aradippou, 7100, Larnaca,

POB 40261, 6302, Larnaca,
TnA: + 357 24813333

Sverige
Salfarm Scandinavia AB

Florettgatan 29C, 2.Van
25 467 Helsingborg
Phone: 0046 767 834 910
Email: Scan@salfarm.com

Latvija

Magnum Veterinarija SIA
Ulbrokas iela 23, Riga, LV-1021,
Tel: +371 671 60091

United Kingdom (Northern Ireland)
ECO Animal Health Limited

The Grange,

100 The High Street

London N14 6BN

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com
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JIMCTOBKA:
Aivlosin 625 mg/g rpanyJu 3a npujaraHe BbB Boja 3a nueHe 3a ga3aHu
(IpHUKpeneHa KaTo HArbHAT €THKET KbM MbPBUYHATA ONMAKOBKA
HJIM KaTo 3ajieH eTukeT 3a 400 g caie)

1. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXXATEJIA HA JIMIEH3A 3A YIIOTPEBA U
HA IMTPOU3BOJAUTEJISA, AKO TE CA PA3JINYHU

IIpurekaTen Ha IMIIEH3a 3a yroTpeoa:

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

IIpon3BoanTen, OTTOBOPEH 33 OCBOOOKIaBAHE HA MTAPTUIATA:

Acme Drugs s.r.1.

Via Portella della Ginestra 9/a
42025 CAVRIAGO (RE)
Urtanusa

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKHUA ITPOAYKT

Aivlosin 625 mg/g rpanynu 3a npuiarane BbB BojaTa 3a IHeHe 3a (hazaHu
Tylvalosin (ox popmara Ha tylvalosin tartrate)

3. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA U EKCUHUIIMEHTUTE

AKTHBHa cy0OcTaHIMA:
Tylvalosin (ox popmara Ha tylvalosin tartrate) 625 mg/g

benu rpanynu.

4. TEPAIIEBTUYHU ITOKA3AHUA

Jleuenne Ha pecimpatopHo 3a0osiBaHe, cBbp3aHo ¢ Mycoplasma gallisepticum, ipu pazaHu.

5. INPOTUBOIIOKA3AHUA

Hama.

6. HEBJIATOIIPUATHU PEAKIIMHN

He ca u3BecTHH.
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Axo 3a0eexnuTe HIKaKBH He6HaFOHpI/I§ITHI/I p€aKnru, BKIIFOYUTCIIHO U TaKMBa, KOUTO HE Ca OITMCaHU B
Ta3u JIUCTOBKA UJIKX MUCJIUTEC, Y€ BETCPUHAPHOMCIAUITUHCKUA IIPOAYKT HE pa6OTI/I, MOJIA Aa YBEAOMUTE
Bamms BCTCPUHAPCH JICKAP.

7/ BUJOBE )KUBOTHUH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

dazanmn.

8. JTO3UPOBKA 3A BCEKHU BUJ ) KUBOTHO, METOJ 1 HAUUH HA ITPUJIATAHE
[punoxeHne BbB BOJa 32 MHCHE.
Jozara e 25 mg TuiBano3nH Ha kg TenecHa Maca Ha JIeH BbB BOJIa 3a TIHEHE 3a 3 MOCIeJOBATSITHY JTHH.

Jla ce onpenenu koMOMHUpaHaTa TenecHa Maca (B kg) Ha BCHUKM MTHUIIM, KOUTO IIIE CE TPETUPAT.
Hampumep enno camre ot 40 g e goctarp4HO 3a TpeTrpane Ha 00mo 1000 nTuim cbe cpeaHa TeaecHa
maca ot 1 kg; eqno camre ot 400 g e gocTarbuHO 3a TpeTupane Ha oomo 10,000 nTunu cbe cpenHa
TesecHa Maca ot 1 kg.

3a ;1a ce MOCTUTHE TIPaBILTHATA 71032, MOKE J1a € HEOOXO0IMMO J]a c€ IPUTOTBY KOHIIEHTpHpaH (OyIhOHEH)
pastBop (Hamp. 3a Tpetupane Ha S00 kg o01ma TemecHa Maca Ha ITUIMTE TPSIOBa J1a Ce M3MOI3Ba CaMo
50% ot npuroTBeHus OyJILOHEH Pa3TBOP OT camieTo ot 40 g).

BerepruHapHOMETUIIMHCKUAT POAYKT TPsiOBa 1a ce mpudaBu KbM 00eMa BOJa, KOMTO MTHLIUTE LIe
KOHCYMHparT 3a eIuH AeH. He Tps0Ba ga umMa Apyru M3TOYHMIM HA BOZA MO BpeMe Ha Ieproaa Ha
JIEUCHHUE.

9. CBBET 3A IIPABHUJIHO ITPUJIOKEHHUE

BerepuHapHOMETUITMHCKHUAT IPOAYKT MOXKE JIa CE CMECBa HAIpaBo B CUCTeMara 3a BoJlaTa 3a IMUEHE WU
IIBPBO JIa CE CMECBa KaTo OyJILOHEH Pa3TBOP B ITO-MAJIKO KOJMYECTBO BOJA, KOSITO CJIEN TOBA CE MMPUOABs B
cHcTeEMATa 3a BOJaTa 3a IHEHE.

IIpu cMecBaHe Ha BeTepHHAPHOMEAUIIMHCKHS MTPOAYKT JUPEKTHO B CUCTEMATa 3a BoJaTa 3a IMUeHe
CBIBPKAHUETO HA CaIIeTo TpsiOBa Jla ce M3CUIIEe BHPXY MOBBPXHOCTTA HAa BOJIATA U J1a CE Pa3Mec
HAI'BJTHO JIOKATO C€ MOJyYd OUCTBP pa3TBOp (OOMKHOBEHO B pAMKUTE HAa 3 MUHYTH).

[Ipu npuroTesiHe Ha OYyJIbOHEH PA3TBOP MaKCHMMallHATa KOHIICHTpaIs TpsiOoBa 1a 0bae 40 g mpoayKT Ha
1500 ml Boma u € HEOOXOAMMO Pa3TBOPBT Ja ce pa3MecH 3a 10 munytn. OcTaBaiiara cjie TOBa MbTHHHA
HsIMA J1a IOBIUsie €(PUKACHOCTTA Ha MPOTYKTa.

Tps6Ba na ce MPUTrOTBU CaMO JOCTATHYHO KOJMIECTBO OT MEIMKAaMEHTO3HATa BOJIA, 3a Ja CE MOKPHUST
HYXKIUTE 32 JCHS.

MennkameHTO3HaTa Bofla TpsiOBa Ja ce CMEeHs Ha BCeKH 24 yaca.

10. KAPEHTEH CPOK

Meco u BBTpPCIITHU OPTaHH: 2 JTHH.
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Ja He ce myckar (azaHuTe 3a TIOHE JTBA THU CJIC Kpas Ha JICUCHUETO.

He ce pa3pemasa yrorpedara npy NTHIIM, KOUTO MPOU3BEXKIAT WU Ca TIPeHA3HAYCHU J1a IPOU3BEXK AT
s 3a KOHCYMalusl OT X0pa.
Ja He ce mpuiara B paMkuTe Ha 14 THM OT HAY9aJI0TO HA SIMIICHOCHUS TTEPHOI.

11. CIHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

[la ce cpxpaHsBa Jajied OT NOTJIea U Ha HEAOCTHITHY 3a JIeLa MecTa.

40 g came — /la He ce cpXpaHsABa npu TemnepaTypa Hazg 25 °C.

400 g came — /la He ce chxpaHsBa npu TeMieparypa Hax 25 °C.

Cpok Ha TOJHOCT ciie/l IbPBOTO OTBAPSIHE HAa MbPBUYHATA ONAKOBKA: 5 CEAMUIIY.

[la He ce u3noa3Ba TO3M BETEPUHAPHOMENULIMHCKU TIPOAYKT ClIe] U3THYaHe CPOKa Ha FOJTHOCT, IOCOUYEH

BBPXy eTukera cuen “I'oxen mo:”.

CpOK Ha rogHOCT HAa MECIMKAaMCHTO3HaTa BOJAa: 24 gaca

12. CHEHNUAJHU NPEAYHOPEXIEHUSA

Crenpanay IpeaynpexkIeHns 3a BCEKHM BHJI )KUBOTHH, 3a KOUTO € npeaHasHauyeH BMIT:

3aImo4YHeTe JICYCHHUE KOJIKOTO € Bh3MOXKHO IMO-CKOPO CJICA MMosABaTa Ha KIIMHUYHU IIPpU3HAIHU,
nmpeamnojiaraiy MUKOIIIa3mMo3a.
I[a CC TpE€TUPAT BCUYKHU IITHUIH B 3aCETHATOTO CTAIO.

CHCLII/IaJ'IHI/I Opeanasiy MCPKHU 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPpOAYKTA:

TpsbBa na ce BbBenaT H0OPH MPAKTUKY 32 YIIPABICHUE U XUTHUEHA, 32 J]a C& HaMaJld PUCKBT OT MOBTOPHA
WHEKIHS.

[IpunokenneTo Ha MPOAYKTa TPsIOBa Jja ce OCHOBaBa HA U3CJIEIBAHE 3a UyBCTBUTEIHOCTTA Ha
MHUKPOOPTraHU3MHUTE, U30JUPAHH OT )KUBOTHOTO. AKO TOBa HE € Bb3MOKHO, TPETUPAHETO TPsiOBa 11a ce
OCHOBaBa Ha MeCTHA (perHoHalIHa, Ha HUBO (epMa) emueMUOIOTHYHAa HHPOPMAIHS OTHOCHO
YYBCTBHUTETHOCTTA HA MPUIEITHUTE MUKPOOPTaHU3MH.

[IpunoxeHneTo Ha MPOAYKTa, KOETO C€ pasjinyaBa OT YKa3aHHATa, MOXKE Ja ITOBHUILN PUCKA OT pa3BUTHE U
CeJIEKIUs] Ha PE3UCTEHTHM MHUKPOOPraHM3MU W Ja TMOHMXH €()EKTUBHOCTTa Ha JICYEHHUETO C JAPYId
MaKpOJIUAY TIOPaaX Bh3MOKHOCTTA 332 KPhCTOCAHA PE3UCTEHTHOCT.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUIiaTa, Impujaaraimy BETCPUHAPHOMCANNHWHCKHSA NIPOAYKT Ha
KHUBOTHHUTC!

TunBaNO3MHBT MPUUYMHSBA PEAKH Ha CBPBXUYBCTBUTEIHOCT (aJepruu) HpH Ja00opaTOpHU KUBOTHH,
CJIEZIOBATEIIHO JIMIATa C yCTAHOBEHA CBPBXUYBCTBUTEIHOCT KbM THJIBAIO3UH TPsAOBaA Ja N30srsaT
BCSIKAKbB KOHTAKT C TO3HU NPOAYKT.

[Ipu cmecBaHe Ha BeTepUHAPHOMEAUIUHCKHS NPOIYKT U IIpUjlaraHe Ha MeANKaMEHTO3Ha BoJia TpsiOBa a
ce n305TBa JUPEKTEH KOHTAKT C OYHTE, KOXKaTa U JInraBuire. HANBUAyaTHO TIpeIna3Ho o0opy/BaHe,
CBCTOSIIO CE OT HEMPOMOKAEMHU PBKAaBHIIM U MPEATNA3Balla AUXaTeTHUTE IBTHIIA MacKa 3a €IHOKpaTHa
ynoTpeba, choTBeTCTBaIIA Ha eBporneicku ctanaapT EN 149 nim macka 3a MHOTOKpaTHa ynotpeoa,
choTBeTCTBaIIa Ha eBporeiicku ctanaapT EN 140, ¢ puntsp, B choTBETCTBHUE € eBporeicku ctannapt EN
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143, Tpsa6Ba 1a ce HOCH, KOTaTo c€ pabOTH C BETCPHHAPHOMEIUITMHCKUSA TPOAYKT. [Ipu momanane BEpXy
KOXKaTa ¢ HeoOX0MMO N3MHUBAHE C BOJIA.

HpI/I cnyqaﬁﬂo OorjIbIIaHe, He3a0aBHO Aa CC MOThbPCHU MCAUITMHCKHU CHBCT, KATO HA JICKApd C€ NpCA0CTaBr
JIMCTOBKATa WJIKM €TUKETA Ha MMPOAYKTaA.

Slitnenocene:

[punara ce camo cies| MpereHKa Mmo3a/pruck OT OTTOBOPHUS BETEpUHAPEH JieKap.
[penosupane (CHMITOMH, CIICIIHA MEPKH, aHTHAOTH):

He ca naGiromaBany HUKaKBH MPU3HAIM HA HETIOHOCHMOCT TIPH Pa3InIHN BHIOBE JOMAIITHU MITHITA B
no3u 1o 150 mg TunBaio3uH Ha kg TenecHa Maca Ha JIeH 3a 5 THHU.

OCHOBHU HECHhBMECTUMOCTH:

[Tpu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPHOMEIUITUHCKY MPOTYKT HE TPOBa ja Ob/e
CMECBaH C JPYTH BETEPUHAPHOMEIUIINHCKY TIPOTYKTH.

13. CIHENUAJHU MEPKH 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[TonuraiiTe Bamus BeTepuHapeH jekap KakBo Aa paBuTe ¢ HeHyxHUTe BMII. Te3n Mepku 11e noMorHat

3a Olla3BaHE Ha OKOJIHATA Cpesa.

14. JATATA HA NOCJIEJHATA PEJAKIIMSA HA TEKCTA

[onpobna unpopmanys 3a TO3M BETEpUHAPHOMEAUIMHCKY POIYKT MOXKE Ja HAMEPHUTE Ha HHTEPHET
cTpannuaTa Ha EBponeiickata Arennus no Jlekapcrsara (http:/www.ema.europa.eu).

15. JOH'BJHUTEJIHA NTHOOPMALUA

Hannanam ca camera, ceabprkantu 40 g nam 400 g ot mpoaykra. He Bcuku BUAOBE OMTaKOBKH MOTaT J1a
OBJIaT MMyCHATH B TIPOIaXK0A.

3a Bcska HH(QOPMAIUs OTHOCHO TO3U BETCPUHAPHOMEIUITUHCKY MPOTYKT, MOJISL CBBPKETE CE C
TEPUTOPHATHUS TIPEICTABUTEI Ha IPUTEKATENSI Ha JIUIIEH3a 32 YIoTpeoa.

Belgié/Belgique/Belgien Lietuva
Ecuphar NV/SA Magnum Veterinarija, UAB
Legeweg 1571, Martinavos g. 8, Martinavos k.,
BE-8020 Oostkamp LT-54463 Kaunorr.,
Tel: +32 50 31 42 69 Lietuva
Email: animal.health@ecuphar.be Tel.: +370 688 96944

Email: info@magnumvet.lt
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Penyb6smka bearapus

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

tenedon: +44 (0) 20 8447 8899
Email: sales@ecoanimalhealth.com

Luxembourg/Luxemburg

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Ceska republika
Sevaron s.r.o.

Palackého tiida 163a
612 00 Brno

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz

Magyarorszag

Dunavet-B ZRt,

7020 Dunafoldvar, Ady E. u. 5.
Tel: +36 75 542 940

Email: dunavet-bp@dunavet.hu

Danmark

Salfarm Danmark A/S,
Nordager 19,

6000 Kolding

Tel: +45 7552 94 13
Fax: +45 75 50 80 80
E-mail: sal@salfarm.dk

www.salfarm.com

Malta

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Deutschland

Ecuphar GmbH
Brandteichstrasse 20,
17489 Greifswald,
Deutschland,

E-mail: info@ecuphar.de
Tel: +49 (0)38348 3584 0

Nederland

Ecuphar BV

Verlengde Poolseweg 16
NL-4818 CL Breda

Tel : +31 (0)88 033 38 00
Email: info@ecuphar.nl

Eesti

AS Magnum Veterinaaria
Vae 16, Laagri, Harju mk
Tel: +372 6 501 920

Norge

Salfarm Scandinavia AB
Florettgatan 29C, 2. Van
25 467 Helsingborg
Sweden

Phone: 0046 767 834 910
Email: Scan@salfarm.com

EA\rada

DG Nucleus EITIE
N.Xapitov 11

43100 Kapdtrtoa
TnA:+302441073034

Email: info@vkk.gr

Osterreich

Ecuphar GmbH
Brandteichstrasse 20,
17489 Greifswald,
Deutschland,

E-mail: info@ecuphar.de
Tel: +49 (0)38348 3584 0
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Espaiia
Ecuphar Veterinaria S.L.U.
C/Cerdanya, 10-12 Planta 6°

08173 Sant Cugat del Vallés, Barcelona (Espana)

Polska

Calier Polska Sp. z o.0.

ul. Magazynowa 5,

66-446 Deszczno

Tel: +48 95 7214521

E-mail: calierpolska@calier.com.pl

HURTOWNIA LEKOW

WETERYNARYJNYCH "AGA-VET"

ul. Turkowska 58c

62-720 Brudzew

Tel: +48 (63) 279 70 04

Email: hurtownia@agavet.com.pl

France

Laboratoire LCV

Z.1. Plessis Beucher
35220 Chateaubourg

Tél : +33 (0)2 99 00 92 92

Portugal

Belphar LDA

Sintra Business Park No 7,
Edificio 1- Escritério 2K
Zona Industrial de Abrunheira
2710-089 Sintra

Tel: +35 (0)13088 08321

Hrvatska

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Roméinia

SC MARAVET SA

Baia Mare

Maravet,

Street No 1

Tel: +40 262 211 964

Email : office@maravet.com

Ireland

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenija

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Island

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenska republika
Sevaron s.r.0.

Palackého tfida 163a
612 00 Brno

Ceska Republika

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz
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Italia

Ecuphar Italia S.R.L.
Viale Francesco Restelli,
3/7, piano 1

20124

Milano

Tel: +39 (0)02829 50604

Suomi/Finland

Vetcare Oy

PL 99

24101

Salo

Tel: +358 (0)20 144 3360
Email: vetcare@yvetcare.fi

Kvbmpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca,
POB 40261, 6302, Larnaca,

TnA: + 357 24813333

Sverige

Salfarm Scandinavia AB
Florettgatan 29C, 2. Van
25 467 Helsingborg
Phone: 0046 767 834 910
Email: Scan@salfarm.com

Latvija

Magnum Veterinarija SIA
Ulbrokas iela 23, Riga, LV-1021,
Tel: +371 671 60091

United Kingdom (Northern Ireland)
ECO Animal Health Limited

The Grange,

100 The High Street

London N14 6BN

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com
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JINCTOBKA:
Aivlosin 42,5 mg/g nepopaJjieH mpax 3a npacera

1. NME N ITIOCTOSHEH AJJPEC HA IPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

[purexxaTen Ha JuIleH3a 3a yooTpeba:
ECO Animal Health Europe Limited
6th Floor, South Bank House

Barrow Street

Dublin 4

D04 TR29

IRELAND

IIpon3BoanTen, OTTOBOPEH 3a OCBOOOKIaBaHE HA ITAPTUIATA:

Acme Drugs s.r.1.

Via Portella della Ginestra 9/a
42025 CAVRIAGO (RE)
Uranusa

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUA ITPOAYKT

Aivlosin 42,5 mg/g nepopajicH mnpax 3a mpacera
Tylvalosin (ox popmara Ha tylvalosin tartrate)

3. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA U EKCHUIIMEHTUTE

AKTHBHA cy0OcTaHIMA:
Tylvalosin 42,5 mg/g
(o dhopmara Ha tylvalosin tartrate)

bexoB rpanynupan mpax.

4. TEPAIIEBTUYHU ITOKA3AHUA

o Jleuenue u MeTaduIakcHs Ha €H300TUYHA TTHEBMOHUS MPH CBUHETE, TPHYMHEHA OT
YyBCTBHUTEHHU IIaMoOBe Ha Mycoplasma hyopneumoniae nipu cBuHete. [Ipy npenopbunTeHaTa
J103a ca HaMaJICHU MOpaKeHUsITa Ha Oemus qpo0 u 3ary0ara Ha TeJIecHa Maca, HO NH()EKTUPAHETO
¢ Mycoplasma hyopneumoniae He € OTCTPaHCHO.

e Jleuenue Ha nponudepaTUBHA CHTEPOIIATHS IPU CBUHETE, IPUYUHEHA OT Lawsonia
intracellularis, npu cTaga, KpAETO UMa IUATrHO3a, OCHOBAaHA HA UCTOPHS Ha 3a00JIIBAHETO,
HAXOJKH OT ayTOIICUU Y KIIMHUKO-TTATOJIOTUYHU PE3yITaTH.

o Jleuenne u MeraduIakcus Ha JU3ECHTEPUS IPU CBUHETE, MPUYUHEHU OT Brachyspira
hyodysenteriae, ipu cTaga, KbAeTO O0JECTTa € OMIIa yCTAaHOBEHA.

S. MPOTUBOITIOKA3AHUA

Hama
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6. HEBJAT'OITPUSTHU PEAKIIUN
He ca u3BecTHmU.

AKko 3a0eneXUTE HAKAKBU HEOIArONPUSATHYU PEAKIINH, BKIFOYHTEIHO U TAKHBA, KOUTO HE Ca OTMCAHU B Ta3u
JIMCTOBKA WJIM MHCIIUTE, Y€ BETEPUHAPHOMEIUIIMHCKHS POJYKT HE pabOTH, MOJIS J1a yBeJoMHuTe Bammis
BETEPHUHAPEH JIeKap.

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

IIpacera.

8. JO3UPOBKA 3A BCEKU B/l ZKUBOTHO, METOJA U HAYUH HA TIPUJIAT'AHE
Ilepopanno npunoxeHue.

[lepopanuusT mpax e 3a HHAMBUAYaAIHA YIOTpeba Ipu mmpaceTa BbB pepMH, KbIeTo TpsiOBa aa ObaatT
TPETHPaHH caMO MallbK Opoii mpacera. [To-ronemu rpynu TpsiOBa 1a 6bAaT TPETUPAHU ¢ MEAUKAMEHTO3HH
(bypaxu, ChABPKALIM IPEMHUKCA.

3a sieueHre U MeTadUIIaKCHs Ha CH300THYHATA THEBMOHHS TIPH CBHHETE

Jo3zara e 2,125 mg TunBano3uH Ha kg TejecHa Maca Ha JIeH, CMECEH ¢ Qypaka, B IPOIbJKCHHE Ha 7
HIOCJIC/IOBATEITHH JTHU.

Bropuunu nndekun, NpuauHEeHN OT MUKpOOpranusmu karto Pasteurella multocida v Actinobacillus
pleuropneumoniae, MoraT 1a 1oBeat 10 YCIOKHEHHsI HA €H300THYHATA THEBMOHUS ¥ U3HCKBA
crieuduYHO JIeueHHe.

3a sieueHue Ha MposdepaTBHATA SHTEPOTIATHS ITPU CBUHETE (UIICHT)
Jo3ara e 4,25 mg trBaio3uH Ha kg TemecHa Maca Ha JieH B IpoIbJDKeHre Ha 10 mocne0BaTeTHy JHH.

3a sieyeHre U MeTadUIIaKCHsI Ha JIN3EHTEPHATA IPH CBUHETE
Jo3ara e 4,25 mg trBaio3uH Ha kg TemecHa Maca Ha JieH B IpoIbJDKeHre Ha 10 mocieoBaTeTHy JHH.

9. CBBET 3A IIPABUJIHO INTPUJIOKEHHUE

ToBa ce moctura upe3 cMecBaHe u3LsIo Ha Aivlosin B mpubimzutenso 200-500 g ¢pypax u mbiaHO
pa3MecBaHe Ha TO3M IMPEMHUKC C OCTAaThKa OT AHEBHaTa AaxOa. [IpenocTaBenn ca JIONaTKy ¢ jBa pa3Mepa
3a M3MEpBaHe Ha TOYHOTO KomdecTBO Aivlosin 3a cMecBaHe ¢ THEBHATa qak0a, Criope]] cxemara Imo-
noiy. @ypaxbT, ChABpIKALL EPOPATHUS Ipax, TPSOBa 1a ce MPeAoCTaBU KaTo eAMHCTBeHA Aax0a 3a
MIEPUOJINTE, IPETIOPHYAHH TTO-TOPE.

[Ipaceto, momyexaro Ha jJedeHue, TpsaOBa fa ObJie MPEMEPEHO U KOJIMYECTBOTO (hypak, KOETO MPaceTo
Hal-BEPOSITHO 1€ KOHCYMHpA, TPSIOBa /1a ce MpelieHn Ha 0a3ara Ha JHEBHUS ITPHEM Ha (ypax, paBeH Ha
5% ot TenecHaTa My Maca. TpsOBa J1a ce B3eMat 10 BHUMaHUE MpaceTa, YUUTO JHEBEH MPpUeM Ha Qypax
€ HamauleH win orpannueH. Heo6xoaumoTo konnyectBo ot Aivlosin 42,5 mg/g nepopaiieH npax Tpsi0Ba
Jia ce mpubaBM KbM MPEIIEHEHOTO KOJIMYECTBO THEBHA Jjaxk0a 3a BCSIKO €HO Ipace, B Koda 1iin nogo0eH
CBJ] U J1a ce pa30bpKa CTapaTeIHo.
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BerepuHapHOMETUIIMHCKUST MPOAYKT TPsIOBa a ce MpUOaBst caMo KbM CyX, HETpaHyJIupaH Qypax.

EH300THYHA MHEBMOHUS IPU CBUHETE NEC (uneuTt) 1 1M3eHTEPHs PU CBUHETE
2,125 mg/kg TenecHa maca 4,25 mg/kg Tenecna maca
Oo0xBar Ha Pasmep Ha Bpoii Oo0xBat Ha Pa3mep Ha Bpoii
TeJleCHATA | MepHTEeJHATa | MepPHUTEeJTHH TeJieCHATA MEpPUTEIHATA | MEepHTEeJIHH
maca (kg) JonaTkKa JONATKH maca (kg) JonaTka JONATKH
7,5-12 1 ml 1 7,5-12 1 ml 2
13-25 1 ml 2 13-19 1 ml 3
26-38 1 ml 3 20-33 Sml 1
39-67 Sml 1 34-67 5ml 2
68—134 Sml 2 68-100 Sml 3
135-200 Sml 3 101-134 5 ml 4
201-268 Sml 4 135-200 Sml 6
201-268 S5ml 8

Buumanmne: Tp$16Ba Aa CC MCPAT paBHU JIOTIATKU OT IIPOAYKTaA.

OcTpuTe cllydad ¥ TEKKO OOJIHHTE IIpaceTa ¢ HaMaJieHa KOHCyMalus Ha ¢pypak U Boja TpsOBa J1a ce
TPETHPAT C TOXOSI MHKEKIIMOHEH BETEPUHAPHOMEIUIIUHCKU TIPOTYKT.

Kato mombimHEeHHE KBM JICUSHHUETO ca HEOOXOAMMHE T0OpH YCIIOBHS Ha OTTJICKIAHE M CTIIa3BaHE Ha

XHUI'i€Ha BbB (bepMaTa C eJI Aa C€ HaMaJIu prUCKa OT I/IH(l)eKLII/II/I 1 3a 1a C€ KOHTPOJIHMPA USTPAXKIAHCTO HA
PE3UCTCHTHOCT.

10. KAPEHTEH CPOK

Meco u BBTpPEITHU OPTaHH: 2 JTHH.

11. CIHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce chxpaHsiBa Jjajied OT MOTJIeia U Ha HEAOCTHITHY 3a Jiella MecTa.

Ha ce cexpanssa mox 30 °C.

Jla ce masu onakoBKara ILUTBTHO 3aTBOPEHA.

Jla ce chxpaHsiBa B OpUTMHATTHATA OTIAKOBKA.

Cpok Ha TOJHOCT CIIe/T MbPBOTO OTBAPSTHE HA IbPBUYHATA OMAKOBKA: 4 CEIMUIIH.

Jla He ce M3Mo3Ba TO3U BETEPUHAPHOMEIUITMHCKH MPOIYKT CJEJl U3THYAHE CPOKA HA TOJHOCT, TIOCOUYEH
BBPXY €THKETa, ciel ,,['ogeH no”.

Oypax, KbM KOUTO € IPUOaBEH IMIEPOPATHHUSAT MPax, TPIOBa Jla ce TOJAMEHH, aKo He € KOHCYMHUpPaHa, B
pamkute Ha 24 yaca.
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12. CIEIUMAJIHU NPEAYHPEXJIEHUA

CHCLII/IaJ'IHI/I OpeaAynpeXKACHHUA 34 BCCKH BU/J J)KNBOTHH, 34 KOUTO € NPCAHA3HAYCH BMII:

OcTtpuTe cydau U TEKKO OOHUTE MpaceTa ¢ HaMajeH MpUeM Ha XpaHa MM BoJa TpsOBa Jja ce TPEeTUpar C
MOAXO/ISII UHKEKIUOHEH TPOAYKT.

Karo wnsano, mamoBe Ha B. hyodysenteriae uMaT 1O-BUCOKM CTOMHOCTM Ha MHHHMAaJIHa IIOTHCKalla
koHueHTpanus (MIIK) B ciiyuan Ha pe3UCTEHTHOCT Cpelly APYTd MaKpOJUAM, KaTO HANPUMEP THIO3WH.
KnnHu4HOTO 3HaUYeHKE Ha Ta3K HamMalleHa YyBCTBUTEIHOCT HE € HAITBJIHO U3YUYEHO.

He moxe na ce M3KII09M KPhCTOCaHA PE3UCTEHTHOCT C APYTH MaKPOJIUIHN aHTUOMOTHIIH.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPpOAYKTA:

Job6pa kIMHIYHA TPAKTUKA € TPETHPAHETO A2 CE OCHOBAaBa Ha M3CJIEBAHE 32 UyBCTBUTEIHOCT Ha
M30JIMPAHUTE OT )KHBOTHOTO MUKPOOPTaHU3MHU. AKO TOBA € HEBB3MOXKHO, TPETHPAHETO TPsiOBa aa ce
0a3upa Ha MecTHaTa (peruoHaiHa, Ha HUBO epMa) eNuAeMUOIOrHYHa HHPOPMALHS 32
YYBCTBHUTEIHOCTTa HA MUKPOOPIaHU3MHUTE, Cpelly KOUTo € npenHasHadyen BMIIL.

Ynorpebara Ha BETepHHAPHOMEAMIIMHCKUS IPOAYKT, pa3jindyaBaliia ce OT JaJCHUTE YKa3aHHs, MOXeE Jia
YBEJIMYHU PUCKA OT PA3BUTHE U CEICKTUPAHE HA PE3UCTEHTHN MUKPOOPTaHU3MH U J]a HAMaJIH
e(heKTUBHOCTTA Ha JICUCHHUETO C IPYTH MAKPOJIUIH, IIOPAIA BE3MOKHOCTTA OT KPbCTOCAHA
PE3UCTEHTHOCT.

TpsOBa ga ce cra3BaT JOOPU MPAKTHKH 32 YIIPABJICHUE U OAIbpKaHE Ha XUTHEHATA, 33 Jja C€ HaMalll
PHUCKBT OT MMOBTOPHA HH(EKITHS.

CnegnanHH npeanasi MCpPKHU 3a JinaTta, npujaraiy BETCPUHAPHOMEIUITMHCKNA IPOAYKT Ha ) KUBOTHUTE!

TunBaNO3MHBT MPUYMHABA PEAKH Ha CBPBXUYBCTBUTEIHOCT (aJIepruu) MpH JIAOOpaTOPHU KUBOTHH,
CJIEZIOBATEIHO JIMIATa C yCTAHOBEHA CBPBXUYBCTBUTEIHOCT KbM THJIBAIO3UH TPsIOBa Ja N30srBaT
BCSIKAKbB KOHTAKT C TO3HU NPOAYKT.

[Ipu cMecBaHe Ha BeTepHHAPHOMEAUIIMHCKUS TPOAYKT U MPUIIaraHe Ha METUKaMEHTO3HUS Npax TpsOBa
Jla ce U305TBa TUPEKTEH KOHTAKT C OUYMTE, KOXKaTa M JTUTaBUIUTE. IHIWBHTyTHO TIPEIITa3HO
000opyIBaHe, CHCTOAIIO CE€ OT HEMPOMOKAEMHU PHKABHUITH U MPEIIa3Balia JUXaTeTHUTe ITBTUIIA MackKa 3a
eJHOKpaTHAa ynoTpebda, ChOTBETCTBAIA Ha eBporericku ctannapt EN 149 wmu macka 3a MHOTOKpaTHa
ynoTpeba, choTBeTCTBaIIA Ha eBporelcku ctannapt EN 140, ¢ gunTsp, B ChOTBETCTBUE C €BPOTICHCKH
crannapt EN 143, Tps6Ba 1a ce HocH, KOraTo ce paboTH ¢ BeTepUHAPHOMEAULIMHCKUSA POAYKT. [Ipu
rorajgaHe BbPXy KoxaTa € He00X0AMMO U3MHBAHE C BOJA.

HpI/I CHy‘IﬂﬁHO OorJIbIIaHe, He3a0aBHO Ja C€ MOThbpPCHU MCIUITMHCKH CHBET, KATO HA JICKaps €€ NpCa0CTaBr
JIMCTOBKAaTa WK CTUKETA HA MPOAYKTA.

bpeMeHHOCT 1 JIaKTallHs:

BesomacHoctTa Ha Aivlosin o Bpeme Ha OPEMEHHOCT U JIAKTaIlMs TIPY IIpaceTaTa He € U3CJIe/IBaHa.
[Ipunara ce camo ciies] MpereHKa MmoJi3a/puck OT OTTOBOPHUS BETepUHApPEH Jiekap. JlaboparopHuTe
MIPOYYIBAHUS IIPH KUBOTHHU HE ca IMOKa3aJ I HUKaKBH JJAHHU 3a TepatoreHHocT. HabmonaBana e
TOKCUYHOCT 3a Makikara mpu rpu3adu npu ao03u ot 400 mg v noBeue TWIBAIO3WH Ha kg TenmecHa maca.
[Tpu mumky e HabMO1aBaHO C1a00 MOHIKEHUE B eMOPHOHATHOTO TETJIO MPH JT03H, TPUYNHIBAIIH
TOKCHMYHOCT 3a MalKara.
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HpegosnpaHe (CHMMIITOMH, COETITHA MEPKU, aHTUJIOTH):

He ca Ha6J'IIO}_IaBaHI/I HUKAKBHU MPU3HAIIU HA HCTIOHOCUMOCT IIPU MMOAPACTBAIU MTPACCTa IIpHU A03U A0 10
IIBTHU MO-BHUCOKHU OT NpCHOpbUaHaTA.

OCHOBHU HECHBMECTUMOCTH:

IIpu nurica Ha JaHHYU 32 CHBMECTUMOCT, TO3W BETEPHHAPHOMEIUITMHCKHY MTPOIYKT HE TpsIOBa Ja Obie
CMECBaH C JPYTH BETCPUHAPHOMEIUIINHCKH MTPOTYKTH.

13. CIEIMAJIHU MEPKHU 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH TPOAYKT UJIN
OCTATHIA OT HEI'O, AKO UMA TAKHUBA

IlonuTaiiTe Baiius BeTeprHapeH Jekap KakBo Jia npaBuTe ¢ HeHyxHute BMII. Te3u Mepku 111e moMorHat
3a oTma3BaHE Ha OKOJHATA Cpefa.

14. JATATA HA HOCJVIEAHATA PEJAKIUA HA TEKCTA

[MonpoOHa nHpOpMaNHS 3a TO3H BETEPUHAPHOMEAUIIMHCKY TIPOAYKT MOXKE JIa HAMEPUTE HA MHTCPHET
crpanurara Ha EBpomneiickaTa arenmus mo jiekaperpara (http:/ www.ema.europa.eu/).

15. JOHI'BJHUTEJIHA UHOOPMALUA

Hannunu ca camera, ceappxamu 500 g ot mpoaykra.
3a Bcsika nH(GOpManys OTHOCHO TO3U BETEPUHAPHOMEINIIMHCKY POIYKT, MOJISI CBBPIKETE CE

C pEerHOHATHUS PECTaBUTEN HA PUTEKATENS Ha JIIIEH3a 32 yroTpeoba.

Belgié/Belgique/Belgien
Ecuphar NV/SA

Legeweg 157-1,

BE-8020 Oostkamp

Tel: +32 50 31 42 69

Email: animal.health@ecuphar.be

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kaunorr.,

Lietuva

Tel.: +370 688 96944

Email: info@magnumvet.lt

Peny0auka bnarapust

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

teaedon: +44 (0) 20 8447 8899
Email: sales@ecoanimalhealth.com

Luxembourg/Luxemburg

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com
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Ceska republika
Sevaron s.r.o.

Palackého ttida 163a
612 00 Brno

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz

Magyarorszag

Dunavet-B ZRt,

7020 Dunafoldvar, Ady E. u. 5.
Tel: +36 75 542 940

Email: dunavet-bp@dunavet.hu

Danmark

Salfarm Danmark A/S,
Nordager 19,

6000 Kolding

Tel: +45 7552 94 13
Fax: +45 75 50 80 80

E-mail: sal@salfarm.dk

Malta

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Deutschland

Ecuphar GmbH
Brandteichstrasse 20,
17489 Greifswald,
Deutschland,

E-mail: info@ecuphar.de
Tel: +49 (0)38348 3584 0

Nederland

Ecuphar BV

Verlengde Poolseweg 16
NL-4818 CL Breda

Tel : +31 (0)88 033 38 00
Email: info@ecuphar.nl

Eesti

AS Magnum Veterinaaria
Vae 16, Laagri, Harju mk
Tel: +372 6 501 920

Norge

Salfarm Scandinavia AB
Florettgatan 29C, 2. Van
25 467 Helsingborg
Sweden

Phone: 0046 767 834 910
Email: Scan@salfarm.com

EA\rada

DG Nucleus EIIE
N.Xapitov 11

43100 Kapoditoa
TnA:+302441073034

Email: info@vkk.gr

Osterreich

Ecuphar GmbH
Brandteichstrasse 20,
17489 Greifswald,
Deutschland,

E-mail: info@ecuphar.de
Tel: +49 (0)38348 3584 0
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Espaiia
Ecuphar Veterinaria S.L.U.
C/Cerdanya, 10-12 Planta 6°

08173 Sant Cugat del Vallés, Barcelona (Espana)

Polska

Calier Polska Sp. z o.0.

ul. Magazynowa 5,

66-446 Deszczno

Tel: +48 95 7214521

E-mail: calierpolska@calier.com.pl

HURTOWNIA LEKOW

WETERYNARYJNYCH "AGA-VET"

ul. Turkowska 58c

62-720 Brudzew

Tel: +48 (63) 279 70 04

Email: hurtownia@agavet.com.pl

France

Laboratoire LCV

Z.1. Plessis Beucher
35220 Chateaubourg

Tél : +33 (0)2 99 00 92 92

Portugal

Belphar LDA

Sintra Business Park No 7,
Edificio 1- Escritério 2K
Zona Industrial de Abrunheira
2710-089 Sintra

Tel: +35 (0)13088 08321

Hrvatska

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Roméinia

SC MARAVET SA

Baia Mare

Maravet,

Street No 1

Tel: +40 262 211 964

Email : office@maravet.com

Ireland

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenija

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Island

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenska republika
Sevaron s.r.0.

Palackého tfida 163a
612 00 Brno

Ceska Republika

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz
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Italia

Ecuphar Italia S.R.L.
Viale Francesco Restelli,
3/7, piano 1

20124

Milano

Tel: +39 (0)02829 50604

Suomi/Finland

Vetcare Oy

PL 99

24101

Salo

Tel: +358 (0)20 144 3360
Email: vetcare@yvetcare.fi

Kvbmpog

Panchris Feeds (Veterinary) Ltd
Industrial Area Aradippou, 7100, Larnaca,
POB 40261, 6302, Larnaca,

TnA: + 357 24813333

Sverige

Salfarm Scandinavia AB
Florettgatan 29C, 2. Van
25 467 Helsingborg
Phone: 0046 767 834 910
Email: Scan@salfarm.com

Latvija

Magnum Veterinarija SIA
Ulbrokas iela 23, Riga, LV-1021,
Tel: +371 671 60091

United Kingdom (Northern Ireland)
ECO Animal Health Limited

The Grange,

100 The High Street

London N14 6BN

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com
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JINCTOBKA:
Aivlosin 625 mg/g rpaHyiu 3a npWjaraie BbB Bojia 3a NHeHe 3a MWJIeTa U NyHKu
(mpuKpeneHa KaTo HarbHAT €TUKET KbM ITbPBUYHATA OMTAKOBKA WM KaTo 3ajieH eTukeT 3a 400 g care)

1. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXXATEJIA HA JIMIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJIUTEJISA, AKO TE CA PA3JINYHU

IIpurekaTen Ha IMIIEH3a 3a yroTpeoa:

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

IIpon3BoanTen, OTTOBOPEH 3a OCBOOOKIaBAHE HA ITAPTUIATA:

Acme Drugs s.r.1.

Via Portella della Ginestra 9/a
42025 CAVRIAGO (RE)
Urtanusa

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKHUA ITPOAYKT
Aivlosin 625 mg/g rpanynu 3a nmpujaraHe BbB BoaTa 3a IIMEHE 3a MUIeTa U MyHKH
Tylvalosin (ox popmara Ha tylvalosin tartrate)

3. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA U EKCHUIIMEHTUTE

AKTHBHa cy0OCcTaHIMA:
Tylvalosin (iox popmara Ha tylvalosin tartrate) 625 mg/g

benu Ha uBAT rpaHyiH.

4. TEPAIIEBTHUYHU IIOKA3AHUSA

IIunera

Jleuenne n MeTadrakcus Ha pecupaTopHu HHPEKIINH, IpeIu3BUKaHN OT Mycoplasma gallisepticum
npu nuiera. Hamuarero Ha 3a00sIBAHETO B CTAA0TO TPIOBa 1a ObJIe YCTAHOBEHO MPEIn
MeTaQUITaKTUIHO JICUCHHE.

Kato nmomo1iHo cpeacTBO npy HaMaIsBaHE HA Pa3BUTUETO HA KIMHUYHUTE MPU3HALIM U CMBPTHOCTTA OT
pecniupaTopHU 3a00JIIBaHUS Ha CTajaTa ¢ BEPOSATHOCT OT uHMeKwms in ovum ¢ Mycoplasma gallisepticum,
KOTaTo € M3BECTHO, Y€ 00JIeCTTa ChIIECTBYBA B POJAUTEICKOTO ITOKOJICHHE.

Iyiiku

Jleuenne Ha 3a00JISIBaHUS HA TUXaTelTHATA CHCTEMA, CBhP3aHU C TUWIBATO3WH YYBCTBUTEIIHH IAMOBE Ha
Ornithobacterium rhinotracheale ipu yHWKu.
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5. IHPOTHUBOIIOKA3AHUSA

Hsama.

6. HEBJIATOIIPUATHU PEAKIIMN

He ca usBectHH.

AKo 3a0enexuTe HIKaKBU HEOIAronpUiATHU PEaKIlUH, BKIIFOUUTEITHO M TAKWBa, KOUTO HE Ca OMUCAHU B
Ta3W JINCTOBKA WJIM MUCITUTE, Y€ BETEPHUHAPHOMEAUIIUHCKUS IPOAYKT HEe pabOTH, MOJIS 12 YBEIIOMUTE
Bamusg BetepuHapeH jekap.

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

[Iunera u nyiiku

8. JO3UPOBKA 3A BCEKHU BUJI ’KUBOTHO, METOJ 1 HAYUH HA TPUJIAT'AHE
IIpunokeHne BB BOJa 3a ITHEHE.

[Iunera
3a jeyeHne Ha pecIMpaTOpHH 3a00sIBaHus, CBbp3anu ¢ Mycoplasma gallisepticum no3ara e 25 mg
TWIBAJIO03UH Ha kg TeyecHa Maca Ha IeH BbB BOJIaTa 3a IIMEHE B IIPOABJDKEHUE Ha 3 TOC/Ie0BaTEIHU JHU.

Koraro ce n3mnosnsBa kaTo TOMOIIHO CPEJICTBO MPH HAMAISIBAHE HA PA3BUTHUETO HA KIIMHUYHHUTE TIPU3HALIN
1 CMBPTHOCTTA (KBAETO MMa BEPOSATHOCT OT HH(EKIUSI uH oByM ¢ Mycoplasma gallisepticum):

Jo3zara e 25 mg TrnBano3uH Ha kg TejecHa Maca Ha JieH BbB BOJIaTa 3a MMeHe B TPOIbJDKEHHUE Ha 3
MOCIIeIOBATEIHU JTHU TIPY TJIeTa Ha Bh3pacT 1 neH. ToBa e mociensaHo OT BTOpO TpeTHpaHe ¢ 25 mg
TWJIBAJO3WH Ha kg TerecHa Maca Ha JieH BbB BOJIaTa 3a IIMEHE B ITPOIBIDKEHNE HA 3 TIOCIIC0BATEIHH JTHU
110 BpEMEC Ha pUCKOBUA NIEPHUO/, T.C. IIPU YIIPABJICHUEC HAa CTPECA KaTO HAIIPUMED IIPU NIPUJIAaraHETO Ha
BaKCHHU (OOMKHOBEHO KOTaTO NTHIIUTE Ca HA BB3PACT 2-3 CEAMMIIN).

Omnpenenere KOMOMHUpaHaTa TejlecHa Maca (B kg) Ha BCUUKH ITUJIETa, KOUTO II¢ OBbJaT TPETUPAHH.
BsewmeTte Tounus Opoii cairera B 3aBUCHMOCT OT HEOOXOTMMOTO KOJTMYECTBO OT MPOIYKTa.

Enno came ot 40 g € nocraTbuHo 3a Tpetupane Ha oomro 1000 kg nunera (wanp. 20 000 nTuim cbe
cpenHa tenecHa maca 50 g). Enno carre ot 400 g ¢ moctaThuHO 3a TpeTupane Ha oomro 10 000 kg mutera
(mamp. 20 000 nituiu cbe cpenHa TenecHa Maca 500 g).

3a /1a ce MOCTUIHE MPaBUIIHA 1032, MOXKeE J1a C€ M3UCKBA J]a Ce IPUTOTBY KOHLEHTPUPAH pa3TBOp (OyIb0H)
(namp. 3a Tpetupane Ha o6mo 500 kg TenecHa Maca Ha nTHLUTE TPAOBa 1a ce u3noissa camo 50% ot

NPUTOTBEHUS pa3TBOPEH OYJIbOH, IPUTOTBEH OT camieto ot 40 g).

[IpoayxThT TpsiOBa na ce M0OaBH B KOIMIECTBOTO BOJIA, KOETO MUJIeTaTa 1ie KoHcymupat 3a 1 meH. Ilo
BpeMe Ha Iiepro/ia Ha JaBaHe Ha IIPOAyKTa He TpsiOBa Ja UMa JOCTHII 10 APYT M3TOYHHUK HA BOJA.
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Ilyliku
3a nedeHue Ha 3a00IBaHUS HA JUXAaTEIHATA CUCTeMa, CBbp3anu ¢ Ornithobacterium rhinotracheale:
Jozata e 25 mg TuBao3uH Ha kg TenecHa Maca Ha JIeH, CMECEH ¢ BOJia 3a MHEHE, B TIPOIbIDKCHUE Ha 5

[IOCJIEIOBATEHN JHH.

Omnpenenere KOMOMHUPAHOTO TeJecHa Maca (B Kg) Ha BCUYKM ITy#HKH, KOUTO IIie ObJIaT TPETHPAHHU.
M36epere mpaBuTHES OpOi careTa cropeax HeoOX0AMMOTO KOJIMYECTBO HA MPOIYKTA.

Enno came ot 40 g e noctarbuHo 3a sieuenue Ha obmo 1 000 kg myiiku (ranp. 10 000 nTumm cbe cpeana
tesiecHa Maca ot 100 kg.). Enno came ot 400 g e nocraTbuHo 3a neyenne Ha o6mo 10 000 kg myiiku
(mamp. 10 000 ntuiu cbe cpeaHa TenecHa maca ot 1 kg.).

3a 1a mOCTUTHETE IPaBUIIHATA 1038, MOXKeE Ja € He0O0OX0IMMO IPUTOTBSIHE Ha KOHLEHTPUPaH (OCHOBEH)
pa3TBOp (Hamp. 3a JieueHne Ha NTuIM ¢ oba TenecHa maca ot 500 kg, TpsioBa na ce m3non3ea camo 50%
OT TIPUTOTBEHUS] OCHOBEH Pa3TBOP, MoiryueH ot came ot 40 kg).

[IpoaykThT TpsiOBa na ce 100aBs KbM 00eM BOZa, KOSATO IMYWKHTE IIe KOHCYMHUPAT 3a ¢IuH AeH. [1o Bpeme
Ha TIEpHo/a Ha TPETUPAHE HE TPsIOBa 1a MMa APYT U3TOYHUK Ha BOJATA 3a IHCHE.

9. CBBET 3A IPABUJIHO INTPUJIOKEHHUE

BerepunapHOMe IMIIMHCKUAT IPOAYKT MOXKE Ja C€ CMECH HaIlpaBO B CHCTEMAaTa Ha BOJAATa 3a MUCHE WU
IIBPBO JIa CE CMECH KaTO Pa3TBOPEH OYIIHOH B MTO-MAJIKO KOJTMYECTBO BO/IA, KOETO CIIE] TOBA ce J00aBs B
cHcTeEMAaTa Ha BOJATa 3a ITHEHE.

Korato npomyKkThT ce cMecBa MPSIKO B CUCTEMAaTa Ha BOJaTa 3a MUCHE, ChIbPKAHUETO Ha CaIlleTo TPsiOBa
Jla ce TIOPBCH BBPXY MOBBPXHOCTTA HA BOJIATA U CIIE/ TOBA JIa C€ Pa3MEeCH M3ISUI0, JOKATO CE MOTYqH
OuCTBHp pa3TBOp (OOMKHOBEHO JI0 3 MUHYTH).

Koraro ce nmpurotsst pa3tBopeH 0yJibOH, MaKCHMAaJIHATa KOHIIEHTpalus TpsoBa 1a 0bae 40 g Ha 1500 ml
i 400 g ot ipoaykTa Ha 15 L Boja u pa3TBOPHT TPSAOBA Aa ce pa3MecBa B MpoabbkeHue Ha 10 MUHYTH.
Crnen TOBa €BEHTyalTHATa OCTaThUHA MBTHOCT HSIMA J1a 3aCeTHE €(PUKACHOCTTA Ha
BETEPUHAPHOMEAUIIUMHCKHUS IPOIYKT.

TpH6Ba Ja ¢€ NPpUIroTBr CaMoO AOCTAThbYHO KOJIMYCCTBO OT MCAUKAMCHTO3HATa BOAA, 3a a CC MOKPUAT

HYXJIHUTE 32 JACHS.
MeankameHTO3HaTa Bofia TpsiOBa Jja ce CMEHsI Ha BCeKu 24 yaca.

10. KAPEHTHM CPOKOBE

Meco v BbTpEIIHU OpPTaHu: 2 THH
Slina (mutera): HyJa THH

[lyiiku: He ce paspemaBa 3a ynorpeba npu NTULH, KOUTO MPOU3BEKAAT WIH ca MpeIHa3HAuYCHH A2
MIPOM3BEXKAAT SNIA 32 KOHCYMalns OT X0pa.
[la He ce npwiara B paMKuTe Ha 21 IHU OT HAYalI0TO Ha SIMIIEHOCHUS IEPUOI.
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11. CIHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce chxpaHsiBa Jjajied OT MOTJIe/Ia U Ha HEAOCTHITHY 3a Jiella MecTa.

40 g camre — Jla He ce cpxpaHsaBa mpu TeMriepatypa Haxg 25 °C.

400 g camre — /la He ce chxpaHsBa npu Temieparypa Hax 25 °C.

Cpok Ha TOJHOCT CIIe/T TbPBOTO OTBAPSTHE HA IBPBUYHATA OMAKOBKA: 5 CSIMUIIH.

Jla He ce M3MO0JI3Ba TO3H BETEPHUHAPHOMEIUIIMHCKY MTPOIYKT CJe]l M3THYaHe CPOKa Ha TOJHOCT, IOCOYEH
BBPXy eTukera ciex “I'omen no”.

CpOK Ha rogHOCT HAa MEIMKAaMCHTO3HAaTa BOJAa. 24 yaca.

12. CHENUAJHU NPEAYHOPEXIEHUSA

Crenmaniy nIpeana3siy MEPKH IIpy ynorpeoda:

Tps0Ba fa ce BbBenaT 100pU MPAKTHKH Ha YIIpaBIEHHE U XUTHEHA, 3a J1a C€ HaMalld PUCKBT OT IIOBTOPHA
HHPEKIIUA.

[Ipu npenoppunTennara go3a Aivlosin e Manko BeposTHO n1a ce enumunupa Mycoplasma gallisepticum u
HE ca MOJIy4YeHHU JJaHHHU, KOUTO JIa MOJKPEIAT yrnoTpedara My 3a JIMKBHIUPAHE.

Crparerusita 3a unexkuusra Mycoplasma gallisepticum TpsiOBa 1a BKIIOUBA YCHIHS 32 SJIMMUHMAPAHE HA
NaToreHa OT POAMUTEIICKOTO MOKOJIEHHE.

Wndexumsara ¢ Mycoplasma gallisepticum ce HamansBa, HO He c€ EMMUHUPA C IPENOPbYUTETHATA J034.

Tpetupanero TpsOBa Aa ce U3MOA3Ba CaMO 332 KPAaTKOCPOUYHO MOA00psIBaHEe HAa KIMHUYHUTE IPU3HALN B
Pa3BBAHU CTaja, JOKATO Ce OYaKBa MOTBBbPKIABaHEe Ha AUArHo3aTa 3a uHpekuus ¢ Mycoplasma
gallisepticum.

JoOpa KIMHNYHA IPAKTHKA € TPETUPAHETO J1a Ce OCHOBAaBAa HA TECTOBE 3a UyBCTBUTEIHOCT HAa H30JINPAHUTE
OT JKUBOTHOTO MUKPOOPTaHU3MH. AKO TOBa € HEBb3MOXKHO, TPETUPAHETO TPsIOBa f1a ce 6a3nupa Ha MECTHATA
(pernonanHa, Ha HHMBO (¢epMa) ENUAEMHONIOTHYHA UWHPOpPMaLUsl 3a YyBCTBHTEJHOCTTa Ha
MUKPOOPraHU3MHUTE, CPEIy KOUTO € IpeaHazHaueH BMIL

Ynorpebara Ha BETEpUHAPHOMEAULIMHCKUS IPOAYKT, pasnuyasaiia ce oT ganenure B KXII ykazanus,
MOYe€ J]a YBEJIMYN PUCKa OT Pa3BUTHUE U CEJICKTHPAaHE HAa PE3UCTCHTHH MUKPOOPTraHU3MU U J]a HaMalll
e(eKTHBHOCTTA Ha JICYEHUETO C IPYTH MaKpOIUIH, TOPaIH Bb3MOKHOCT OT KPhCTOCAHA PE3UCTEHTHOCT.

B noneBu u3cienBaHus, mpoyvBaiy eekTa OT JIeUeHHEe 1 MeTapUIaKcHs Ha MUKOILIa3M03a, BCUYKH
OTHIM (Ha BB3pPAcT OKOJIO 3 CEAMUITH ), PHEMAT MPOAYKTA, KOTaTo KIMHUYHUTE TIPU3HALIN Ca OUCBHTHH
nipu 2-5% ot ctagoro. B 14-gHEBeH cpok ciel 3armouBaHe Ha TPETUPAaHETo, ce Habmonasa 16,7 - 25,0%
3abonsemoct u 0,3 - 3,9% cMbpTHOCT IipH TpeTupaHata rpyna B cpaBHenue ¢ 50,0 - 53,3% 3abonsemoct
u 0,3 4,5% cMBpPTHOCT B HETpETHpaHATa TPYIIa.

[Ipu no-HaTaThIIHK NPOYYBAHUS, HA TTHJIETa OT POAUTEIICKUSI 3a1lac ¢ 0Ka3aTeJICTBa 3a NHPEKIH C
Mycoplasma gallisepticum, e TpUIOXKEH NPOLYKTa Pe3 IbPBUTE TP JHH OT KUBOTA, IIOCIEIBAH OT
BTOPH Kypc Ha BB3pacT 16-19 nuu (mepuos Ha yrpasieHne Ha ctpeca). B 34-mHeBeH Cpok cies
3aroyBaHe Ha TPETUPAHETO, IPU TPETUPAHUTE TPYIH ce Habmoaasa 17,5 —20,0% 3abonsemoct u 1,5 -
2,3% cmbpTHOCT B cpaBHenue ¢ 50,0 - 53,3% 3abomsiemoct u 2,5 - 4,8% CMBPTHOCT NIPH HETPETUPAHUTE

TPYIIH.
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CnegnanHH npeanasiy MCpPKU 3a Jinfara, npujaaraiii BETCPUHAPHOMEAUITMHCKYA IIPOJAYKT Ha
KHUBOTHHUTC!

TunBaNO3MHBT MPUYMHABA PEaKH Ha CBPbXUYBCTBUTEIHOCT (aJIepruu) MpH JIAOOpaTOPHU KUBOTHH,
CJIEZIOBATEIIHO JIMIIATa C YCTAHOBEHA CBPBXUYBCTBUTEIIHOCT KbM THJIBAJIO3UH TPsAOBaA Ja N30srsaT
BCSIKAKbB KOHTAKT C TO3HU NPOAYKT.

[Ipu cmecBaHe Ha BeTepUHAPHOMEAULIMHCKHS IPOLYKT U NIpUJIaraHe Ha MEAMKaMEHTO3HaTa BoJa, TpsiOoBa
Jla ce n305TBa TUPEKTEH KOHTAKT C OYUTE, KOXKaTa U JTUraBuiiuTe. HANBHUIyaTHO TTPEINa3HO
00opyBaHe, ChCTOSILO C€ OT HEMPOMOKAeMHU PbKaBUIM U MPe/ra3Balia JuxaTeJIHUTe IbTHIIA MacKa 3a
€IHOKpaTHa ynoTpeda, CbOTBEeTCTBaIIa Ha eBporneiicku ctanaapT EN 149 win macka 3a MHOroKpaTHa
ynoTpeda, choTBeTCTBaIIA Ha eBporeicku ctannapt EN 140, ¢ gunTsp, B ChOTBETCTBUE C €BPOTICHCKH
crangapt EN 143, Tpsi6Ba na ce HocH, KOrato ce padoTH ¢ BETEPHHAPHOMEIUIUHCKUS PpoaAyKT. [Tpn
NoMaaHe BbPXY KokaTa € He00X0ANMO U3MHUBAHE C BOJA.

HpI/I CJIy‘IﬂfIHO TOoTrJIbIIaHC, He3a0aBHO Ja C€ MOThbpPCHU MCIUITMHCKH CBHBET, KATO HaA JICKapsd €€ NpCa0CTaBr
JIMCTOBKAaTa WK CTUKETA HA NPOAYKTA.

Slitienocene:

bezonacHocTTa Ha BeTepUHAPHOMEAUIIMHCKHUS IPOAYKT HE € TOKA3aHa 10 BpeMe Ha SUIIEHOCEHE U
MyHKH.

IIpoayKThT MOXeE J1a Ce U3MOJI3Ba NpHU MUJIeTa, YUUTO Alla ca MPeIHa3HAYCHU 3a YOBEIIKA KOHCYMAaIIHs
Y TIPY pa3MHOKABAIU CE MITHUIIA, KOUTO HOCSAT SIHIIa 32 U3JI0NBAaHE HAa OPOMIepH WM KaTO HOCAYKHU 32
MOIMSTHA.

HDCZ[O3I/IDEIHC (CI/IMHTOMI/I, CIICIIIHU MCPKH, aHTI/I,Z[OTI/I)Z

He ca naGmrogaBany HUKaKBH MPU3HAIM HA HETIOHOCHMOCT TIPH Pa3INnIHN BHIOBE JOMAIITHU MITHITH B
no3u 1o 150 mg TunBano3uH Ha kg TenecHa Maca Ha JIeH 3a 5 THU.

He ca naGmromaBanyu HeOIArONMPUATHN PEAKIIMH IIPH IPOU3BOICTBOTO HA SIIA, 3aIJI0IIEMOCTTa Ha
STAIIaTa, JTIOMMMOCTTA B )KU3HECTIOCOOHOCTTa Ha MAJIeTaTa IMpy Opoiiepy 3a pas3Iiiojl, Ha KOUTO €

MMPUIIOKCH 75 mg THUJIBAJIO3UH Ha kg TCJICCHA MacCa Ha JICH 3a 28 IOCJICA0BATC/IIHU JHU.

OCHOBHU HECHBMECTUMOCTH:

[Ipu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPHOMEIUITMHCKY MPOYKT HE TPsOBa 1a ObIe
CMECBaH C JPYTH BETEPUHAPHOMEIUIINHCKY TIPOTYKTH.

13. CIHEHUAJIHU MEPKH 3A YHUIIIO’KABAHE HA HEMU3IIOJI3BAH ITPOAYKT WUJIN
OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

TTonuraiiTe Baius BeTreprHapeH jiekap KakBo J1a npaBute ¢ HeHyxHuTe BMII. Te3u Mepku 11e moMorHar 3a

ora3BaHe Ha OKOJHATA Cpefa.

14. JATATA HA HOCJIEAHATA PEJAKIUA HA TEKCTA

[MonpoOHa nHpOpMAaNKS 3a TO3H BETEPUHAPHOMEAUIIMHCKY TIPOAYKT MOXKE JIa HAMEPUTE HA MHTCPHET
crpanurnara Ha EBponeiickata Arennus o Jlekapcrsara (http:/www.ema.europa.cu).
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15. JOHI'BJHUTEJHA UHOOPMALUA

Aivlosin 625 mg/g rpanynu 3a npuiarane BbB BOJa 3a MUEHE 3a MUJIeTa U MyHKH ce Mpesiara B camiera,

ceappxarm 40 g wm 400 g.

He Bcuuku paszMepn Ha OormakoBKaTa Morar Ja Ob/aT Mpeiarany Ha masapa.

3a Bcsika nH(pOpMaIKs OTHOCHO TO3W BETEPUHAPHOMEIUIIMHCKA TIPOTYKT, MOJISI CBBPIKETE CE C
TEPUTOPUATHHS MPEICTABUTEN Ha IPUTEKATENSI HA JINIIEH3a 32 yIoTpeoa.

Belgié/Belgique/Belgien
Vaccifar BVBA

Sint Damiaanstraat 18
B-2160 Wommelgem
BELGIUM

Tel : +32 335529 50
Email : info@vaccifar.com

Lietuva

Magnum Veterinarija, UAB
Martinavos g. 8, Martinavos k.,
LT-54463 Kaunorr.,

Lietuva

Tel.: +370 688 96944

Email: info@magnumvet.lt

Peny0auka bnarapust

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

tenedon: +44 (0) 20 8447 8899
Email: sales@ecoanimalhealth.com

Luxembourg/Luxemburg
Vaccifar BVBA

Sint Damiaanstraat 18
B-2160 Wommelgem
BELGIUM

Tel : +32 335529 50
Email : info@vaccifar.com

Ceska republika
Sevaron s.r.o.

Palackého ttida 163a
612 00 Brno

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz

Magyarorszag

Dunavet-B ZRt,

7020 Dunafdldvar, Ady E. u. 5.
Tel: +36 75 542 940

Email: dunavet-bp@dunavet.hu

Danmark

Salfarm Danmark A/S,
Nordager 19,

6000 Kolding

Tel: +45 7552 94 13

E-mail: sal@salfarm.dk

Malta

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Deutschland
Gallicare GbR
Leopoldstrafe 116,
06366 Kothen
Deutschland

Nederland

Vaccifar BVBA

Sint Damiaanstraat 18
B-2160 Wommelgem
BELGIUM

Tel : +32 335529 50
Email : info@vaccifar.com
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Eesti

AS Magnum Veterinaaria
Vae 16, Laagri, Harju mk
Tel: +372 6 501 920

Norge

Salfarm Scandinavia AB
Florettgatan 29C, 2. Van
25 467 Helsingborg
Sweden

Phone: 0046 767 834 910
Email: Scan@salfarm.com

ElLdoa Osterreich

DG Nucleus EIIE Gallicare GbR
N.Xapitov 11 Leopoldstrafe 116,
43100 Kapdtrtoa 06366 Kothen
TnA:+302441073034 Deutschland
Email: info@vkk.gr

Espaiia Polska

Ecuphar Veterinaria S.L.U.
C/Cerdanya, 10-12 Planta 6°

08173 Sant Cugat del Vallés, Barcelona (Espaiia)

Calier Polska Sp. z o.0.

ul. Magazynowa 5,

66-446 Deszczno

Tel: +48 95 7214521

E-mail: calierpolska@calier.com.pl

HURTOWNIA LEKOW
WETERYNARYJIJNYCH "AGA-VET"
ul. Turkowska 58c

62-720 Brudzew

Tel: +48 (63) 279 70 04

Email: hurtownia@agavet.com.pl

France

Laboratoire LCV

Z.1. Plessis Beucher
35220 Chateaubourg

Tél : +33 (0)2 99 00 92 92

Portugal

Belphar LDA

Sintra Business Park No 7,
Edificio 1- Escritério 2K
Zona Industrial de Abrunheira
2710-089 Sintra

Tel: +35 (0)13088 08321

Hrvatska

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Romania

SC MARAVET SA

Baia Mare

Maravet,

Street No 1

Tel: +40 262 211 964

Email : office@maravet.com
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Ireland

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenija

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Island

ECO Animal Health Europe Limited
6th Floor, South Bank House
Barrow Street

Dublin 4

D04 TR29

IRELAND

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com

Slovenska republika
Sevaron s.r.o.

Palackého tfida 163a
612 00 Brno

Ceska Republika

Tel: +42 (0) 54 1426 370
Email: info@sevaron.cz

Italia

Ecuphar Italia S.R.L.
Viale Francesco Restelli,
3/7, piano 1

20124

Milano

Tel: +39 (0)02829 50604

Suomi/Finland

Vetcare Oy

PL 99

24101

Salo

Tel: +358 (0)20 144 3360
Email: vetcare@vetcare.fi

Kvnpog
Panchris Feeds (Veterinary) Ltd

Industrial Area Aradippou, 7100, Larnaca,

POB 40261, 6302, Larnaca,
TnA: + 357 24813333

Sverige

Salfarm Scandinavia AB
Florettgatan 29C, 2. Van
25 467 Helsingborg
Phone: 0046 767 834 910
Email: Scan@salfarm.com

Latvija

Magnum Veterinarija SIA
Ulbrokas iela 23, Riga, LV-1021,
Tel: +371 671 60091

United Kingdom (Northern Ireland)
ECO Animal Health Limited

The Grange,

100 The High Street

London N14 6BN

Tel: +44 (0) 20 8447 8899

Email: sales@ecoanimalhealth.com
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