OYAAO OAHT'TQN XPHXHX
Toltramax 50 mg/ml TdG10 EvardpLa Y10 XOIPOVG

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPATQI'HX IIOY EINAI YIIEYOYNOX I'TA THN
AITIOAEEMEYZXH ITAPTIAQN XTON EOX, E©@OXON EINAI AIA®@OPETIKOI

Kdtoyoc ¢ ade1ag KukAOQOopiag:
Lavet Pharmaceuticals Ltd.

Ott6 u. 14., Budapest, H-1161
Hungary

THopaywyodg vevfuvog yio v anerevfépmon TV TapTidwv: %
Lavet Pharmaceuticals Ltd.,

Batthyany u. 6., Kistarcsa, H-2143

Hungary

Tomkdg Avtimpdowrog otnv EALGSa.:
EAANKO EAAAY A.EB.E.
Meooyeimv 335, 15231 Xoravopt
Attt

TnA: +30 213 006 5000

2. ONOMAZXIA TOY KTHNIATPIKOY ®AP KOY ITPOTONTOX
Toltramax 50 mg/ml TGO EVALDPTLLA Y10, (01POVG

Toltrazuril

3. XYNOEXH XE APAITYETATIKO(A) KAI AAAEX OYXIEX

1 ml wepréyet:
ApOOTIKO CVGTATIKO:

Toltrazuril 50.0 mg
"Exdoya:

Sodium benzoa 2.0 mg
Sodium propiona ) 2.0 mg

Agvkob 1| oGOV AEVKO EVAIDPTLLOL.

4. EIZH(EIX)

T v TpOANYM TV KAVIKOV GUUTTOUATOV KOKKIOIoNG o€ veoyévvnta yoipidwa (3 €mg 5 nuepav)
o€ Qapueg pe emPeParopévo 1oToptkd KokKidimong mov ogeiletal oe Isospora suis.

S. ANTENAEIZEIX

No pnv ¥pnooToLEiTaL GE TEPITTMON VIEPELAGONGING GTO dPACTIKO CLGTATIKO, 1] GE KATOL0 ATd TO.
£KO0y L.



6. ANEINIIOYMHTEX ENEPI'EIEX

Edv mopatnpioete onowadnmote cofapn 1 GAAN aVETIBOUNTY EVEPYELX TTOV EV OVOPEPETAL GTO TAPOV
@OALO 0ONYLDVY YPNONG, TAPOKAAEICOE VO, EVILEPDOETE CYETIKADC TOV KTNVINTPO COG.

7. EIAH ZQQN

Xoipot (Xopidwa 3 g S nuepdv).

8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T yopiynomn amd Tov GTOUATOC.

To mOGIUO EVOLDPN U TPETEL VO, AVOKIVEITOL TPV OTd T YPTOT).

INo pepovouévn Bepaneio (odwv.

[pémel va yopryeiton o€ kabe yoipo katd v 3" — 5" uépa g {ong Tov, pe
otopa tov 20 mg toitpalovpiing / kg copatikod Bdpovg n omoia avtic
EVOLOPNUATOG OVA KIMO COUATIKOV BApoug.

H Oepameio mov Ba yopnynbei apod ekdniwbei n acbévein Ba Exe
UELOVMUEVO ¥01p1010, AOY® TOV OTL €Yl 1101 cvuPel PAAPN oo AemTd Evte

M and 10
1 Tdéo1ov

évn a&lo yuoo 1o

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

Adyo TV IKPOV OYK®V TTOVL ATOLTOOVTOL Y10, TN elo pepovopévev yopdinv, evdsikvotal 1
YPNOMN EVOC dOGOUETPTT LE o axpifeia d6ong Tov O

To Bapog tov {dov Ba mpénetl va mpocdiopilet oakpifela wpv ™ Bepamneio.

10. XPONOX ANAMONHX

Kpéag kar edmdipot 1otol: 77 npé

11. EIAIKEX XYN IATHPHXHX

Na puAdooetol og omoio dev PAEmovV Kot dev mpooeyyilovy To Tod1d.
No pn yxpnolpoenoleitor PeTd amd TV nuepounvia ANENG mTOv avaypaEETOL GTNV ETIKETA UETA TO
AHEH

H nuepopnvio & elval 1 teAevTaio LEPO TOV UVA TTOV OVOPEPETOL.
Au w:% TO TPMTO AVOLYLOL TNG OTOLXEIDOOVG GVOKELOGING: 3 UNVEG
12. KH(EX) TPOEIAOITIOIHXH(EIY)

Iowitepeg mpo@UAAEELS KaTA TN Yp1jon o€ {Da

Onoc kot pe kdbe avTImOpacITOKTOVO, 1| GUYVI KOl ETOVOAAUBAVOLEVT ¥PNOT OVTITPOTOLOIK®Y 0md
TNV 010 Katryopio pmopel va 0dnynoetl oty avamtuén aviektikdtrag.

Yuvietdton va epapudletar ) Bepaneio oe OAn ta (Do IOV KOTOIKOVV GTOV 1010 YMpO (pen).

H opB AMjym tov PHETP®V VYIEWVNG UTOPEL VA PEIMCOVY TOV KIVOUVO TNG KOKKIdImoNS. €2g €K TOVTOV,
GUVIOTATOL 1 TAVTOYPOVT PEATI®ON TOV GLVONK®OV VYIEWVNG TNV €V AOY® EYKUTAGTOGCT, 10104TEPA M
KOTOTOAEUN O™ TG VYpOGiog Kol 1 kaBoptdtnTa.



Iowitepeg TpoPuAGEELS TOV TTpémel va Aapufavovtol amé 10 GTONO TOV YOPNYEL TO PUPUAKEVTIKO
TPoioy o€ Lo

Xe mepintmon tuyaiag Kotdmoong avalntote apécme 1aTpikny cLUPovA Ko emdei&te 0 @OAAO
00N YV YPNONG N TNV ETIKETA GTOV 10TPO.

Atopa pe yvoot vrepevaiotncio otnv toAtpalovpiin, 1 o€ onmolodnmote and T EKdoya, B mpémet
VoL aoPEVYOLV VO £PYOVTUL GE ETAPT| LLE TO KTNVIOTPIKO QOPUOKEVTIKO TPOIV.

AToQUOYETE TNV EXAPT TOV OEPLATOC KOL TAOV HOTIOV LE TO TPOIOV.

[TAbvete TLYOV TTGIALEG 0d TO dEPUA 1] TO LATIH OUESMG LE VEPO.

Mnv tpmte, mivete | Kanvilete dTav Yp1NOLUOTOLELTE TO TPOIdV.

AMAemoOpacels pe GAlo QUPRUKEVTIKG TPOIOVTAH KOl GAAEG popPES aAlnAemiopac
Kopio yvootn, m.y. dev vdpyel oAANAETIOPOCT 0€ GLVIVACUO [LE CUUTANPDOLATA GLONP
Ynepooooroyia (CUUTTONATA, ETEIYOVGES OLUOIKUGIES, UVTIOOTA)

Agv éyovv mapatnpnBel avemBOuntec emdploel; o€ YOpidl HETA TN
VIEPSOGOLOYING.
AocvpfatotnTeg
AOyo EAAEIYNG LEAET®OV OoLUPATOTNTOC, TO POV KTNVINTPIKO QOpLL TIK
OVOUETYVOETOL PE GAAD KTNVINTPIKG QUPUAKEVTIKG TPOTOVTO.

0 purhdociog

dgv mpEMEL VO

13. EIAIKEX TIPO®YAAEEIX AIIOPPIYHX E XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOION AAQN  YAIKQN IOY
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTO

®v 1 ota okovmidwe. Potiote tov
ev ypewalovtar miéov. Ta pétpa avtd Ba

Ta @dpuoko dev TPEMEL Vo omOppinTOVTaL UECH
KTviatpd coc oG vo amopplyete To EAPL OV
BonBnoovv oty Tpoctacia tov meptPdiiovrog.

14. HMEPOMHNIA THX TEAEY ETKPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

10/05/2017

15. AAAEX ITAHP E

A€gVKEC PLILEG TTONL
éva Aevko fom I

VYNNG TLKVOTNTOG oL TTepiEyovy 250 11 1000 ml evoiwpfuotog e
0 TOALABVAEVIO VYNANG TLKVOTNTOG.

<

Mmopei v 0POPOVV OAEG Ol CLGKELAGIEC.

0 Y10l KTNVWOTPIKT] XPp1 o).

IMo omotadnmote TANPOPOPIN GYETIKA UE TO TAPOV KTNVIATPIKO QOPLOKEVTIKO TPOTOV, Topakaieiche
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.

ApBudc Adstag Kukhopopiag: 43228/10-05-2017/K-0196901



