HMHCTPYKLIMUA
110 BETCPHHAPHOMY NIPUMEHEHHUIO JIEKapCTBEHHOTO Mpemnapara JpoHtan® mioc

(Opranusauns-paszpadorunk: «Elanco Animal Health GmbH»,
Alfred-Nobel-Str. 50, 40789 Monheim am Rhein, Germany/ «Jnanko DHuMAT
Xenc I'M6X», Anedpen-Hobens-1Tp. 50, 40789 Monxaiim-Ha-Peiine, ['epmanus)

Homep perucrpanyonsoro yapocrosepenus: 276-3-21.13-3032Ne[IBU1-3-0.2/01178

I. O6mmue ceenenus

|. HaumeHoBaHue leKapCTBEHHOTO MperiapaTa JUisl BETepUHAPHOTO

[IPUMEHEHHUS:

TOprooe HaumeHoBanue: JIpontan® mioc (Drontal® plus);

MEeXAyHapOoaHbIe HelaTeHTOBaHHbIE HAUMEHOBAHMS JEMCTBYIOLIMX BEIECTB:
[IUpaHTel, pa3uKBaHTeN, hedanTel.

2. JlexapctBeHHas (opma: TabIeTKH [Jisl OPaTBbHOTO NPUMEHEHHS.

Jlekapcreennslii mpemapat J{poHTan® IUOC BBITYCKAIOT B JBYX MO3MPOBKAX,
colepiKallMX NEWCTBYIOLIMEe BellecTBa B | Ttabierke, paccumTaHHOH Ha 10 kr
Macchl )KMBOTHOTO: NUpaHTen 3MOoHaT — 144 wmr, npasuksanten — 50 Mr u
¢ebanten — 150 mr, B 1 Tabnerke, paccuMTaHHOM Ha 35 KT MAacchl KHBOTHOTIO:
nupanTes smMOoHar — 504 Mr, npasukBanTen — 175 Mr u debanren — 525 Mr u
BCIIOMOraTe/IbHBIE  BELIECTBA: JIAKTO3bl MOHOTMIAPAT, MHKPOKPHUCTALTHYECKYIO
LENTI0I03y, Kpaxmal KyKypy3HbIH, TONMBUJIOH, MarHus CTeapar, HaTpus
Naypuicynbgar, KpockapMeIto3y HaTpHs, KPEMHUH KOJUIOWAHBIH Oe3BOIHBIN W
MHILEBYIO 100aBKY CO BKYCOM Msca.

3. Ilo BHemHeMy Buay Jlponrtan® mmoc 1 Tabnetka Ha 10 kr [IpeCTaBIISIET
coboii TabneTky B popMe KOCTH OT CBETIIO-KOPHYHEBOIO 0 TEMHO-KOPHYHEBOTO
L[BETA C Pa3/Ie]IMTEILHON OOPO3/IKOH 1O LIEHTPY.

[lo BHemuemy Buay Jlpontan® nmoc | tabrerka Ha 35 Kr IIpeJCTaBIIsET
co0oii TabneTky B popMe KOCTH OT CBETIIO-KOPHYHEBOIO 0 TEMHO-KOPHYHEBOTO
L[BETA C Pa3/Ie/IMTEIbHON OOPO3/1KOH MO LEHTPY.

Cpox TroOHOCTH JIEKapCTBEHHOTO Ipernapata MpH COOGMIOAEHHH YCIOBHIA
XpaHeHHs — 5 JIeT ¢ JaTkl NpOU3BOACTBA. He NMpUMEHSTH MO MCTEYEeHMH CpoKa
TOJTHOCTH.

4. Tabnmerku Jlpontan® mmoc ¢acyior B 6aucrepsl mo 2 W 6 TabneTok,
KOTOphI€ YNAaKOBBIBAIOT B KapTOHHBIE IayKM BMECT€ C MHCTPyKUMEH 1o
IPUMEHEHHIO.



5. XpaHAT mpenapar B 3aKpbITOM yNaKoBKe NPOM3BOAUTENS, OTIEIBHO OT
NPOAYKTOB ITUTaHUSA U KOPMOB, IIpU Temnepatype ot 2°C go 25°C.

6. Ilpenapar ciieiyeT XpaHHTh B MeCTaX, HEOCTYMHBIX /sl AETE.

7. Hewucrionp3oBaHHBIA  JIeKapCTBEHHBIM  Npemapar  yTHIM3UPYIOT B
COOTBETCTBUH € TPeOOBAaHUAMHU 3aKOHO/IATEILCTBA.

8. YcnoBus otmycka: 6e3 pelienta BETepUHApHOTo Bpaya.

II. ®apmakosioruveckue CBOHCTBA

9. JHpontan® rIumoc OTHOCHTCA K (hapMaKOTepaleBTHYECKOM rpyTIre
AHTHI€JIbMUHTHBIX NPEnapaToB B KOMOHHALIUAX.

10. Jlpontan® mmoc o6nagaeT MIMPOKMM CIIEKTPOM aAHTHIelbMUHTHOTO
JICHCTBHSL B OTHOLICHMH KPYTINBIX, JICHTOYHBIX IeJIbMHHTOB U MPOCTeHIINX poxa
TAMONIHH, TMapasUTHPYIOIUX Yy cobak, Bkmouas Toxocara canis, Toxascaris
leonina, Uncinaria stenocephala, Ancylostoma caninum, Trihuris vulpis,
Echinococcus multilocularis, Echinococcus granulosis, Taenia spp., Dipylidium
caninum, Multiceps multiceps, Mesocestoides spp., Giardia spp.

Mexanusm nelictBus (ebaHTeNa, BXOMILIETO B COCTAaB JIEKAPCTBEHHOTO
penapara, OCHOBaH Ha HapyLIeHWH TPaHCIOPTa IJIIOKO3bI U MHKPOTYOYIpHOil
¢yHkuum napasuTa, MHrHOUpoBaHWH (ymapaTpenykTassl M cuHTeza AT®,
TNOBBILIEHUH NMPOHHLAEMOCTH KJIETOYHBIX MEMOPaH, YTO NPHBOJUT K HAPYIICHUIO
MBILICYHOH WHHEPBAllWM, Mapanudy, rubeln Napasurta M CHocoGCTBYET €ro
SJIMMHUHALIMH U3 JKeTy I0UHO-KUIIEYHOTO TPAKTa.

[upanTtena 5MO0HAT OKa3bIBaeT BBIPAXKEHHOE HEMATOMOLHUIHOE HEiCTBHE,
BbI3pIBasl TIOBBILIEHHE IPOHHMIAEMOCTH KJIETOYHBIX MeMOpaH, HeoGpaTHMBbIil
apajiy ¥ KOHTPAKTYpPy MBI y HEMATOJ, YTO MPUBOIAUT K MMOENH napasuTa
CHOCOOCTBYET €ro SJIMMHHALMH M3 JKeNlyJ0YHO-KHIIEYHOTo TpakTa. IlupaHTena
5MOOHaT M (ebaHTesl YaCTHYHO BCACHIBAIOTCS B KUIIEYHMKE W BBIBOIATCS M3
OpraHu3Ma B OCHOBHOM ¢ (heKaIlusiMHU B TeueHue 24—48 yacos.

Mexanusm HeWCTBUsS IpasHKBaHTeNa 3aKIIOYaeTcsi B JENOJAPU3ALNHA
HEHPOMBIIICYHBIX TaHITIHOOJIOKATOPOB, HApYIUEHHWHM TPAHCIIOPTA IJIFOKO3Bl U
MHUKPOTYpOyY/IApHOH GYHKIMU Y LECTO, YTO NPUBOAMT K HAPYLICHHIO MBILIEYHOM
MHHEpBallMy, Napaiudy u rubenu napasuta. [IpasuksaHTes ObICTPO BCachiBaeTCA B
KUIIEYHUKE M pAacHpeleNseTcs BO BHYTPEHHUX OpraHax M TKaHSAX; BBIBOIMUTCS W3
OpraHu3Ma ¢ MOYOH B OCHOBHOM B MeTabO0IM3UPOBAHHON (hopMme.

JlponTan® IUIFOC [O CTeNeHW BO3NEHCTBHS HA OPraHW3M OTHOCHTCA K
MajoornacHeIM BemecTBaM (4 kmacc omacHoct mo I'OCT 12.1.007-76) , B
PEKOMEHIyeMBIX /033X HE OKa3blBaeT 3MOPUOTOKCHYECKOTO, TE€PATOreHHOTO W
CEeHCUOMIM3UPYIOILEro IeHCTBHSA. XOpOoLIO MepeHOCHTCs cO0aKaMH PasHbIX TIOPOJ

H BO3pacTOB.

III. Ilopsanok mpuMeHeHuUs
11. IOponTan® rioc HasHAYalOT cobakaM ¢ MPOMUIAKTHIECKOH U NedeOHOk
Lelpl0  TIpH  HEMaTroo3ax  (TOKCOKAapo3, TOKCACKapuuo3, YHIMHApPHO3,

2



aHKMJIOCTOMO3, Tpuxoledane3d) U HecTofo3ax (TEHMHIO3bI, JUIUIHIHO3,
3XMHOKOKKO3bI, ME30LECTOM103) U THapAHo3e (JIIMOIH03e).

12. TlpotrBonokasanyeM K MpUMeHeHuto npenapaTa JponTtan® mioc
ABJIACTCS MHAMBHUAYaIbHas MOBBIILIEHHAS YYBCTBUTEILHOCTD dXUBOTHOIO K
KOMIIOHEHTaM Tpernapara (B TOM 4Mciie B aHamHese). He ciieyer npumeHsaTh
npernapar >XMBOTHBIM Maccoi MeHee 2 KT.

13. Ilpu paborte ¢ npenapaToM cieayeT coO0aaTh OOIMe NpaBUiIa JTHIHOMN
THTMeHBI W TEXHMKH 0e3011acHOCTH, NpeayCMOTpPeHHble npH paboTe ¢
JIeKapCTBeHHbIMH Tipeniapatamu. Ilo oxoHuaHMHM paboThl clemyeT TILATEIBHO
BBIMBIT PYKH TEIUIOW BOJOM ¢ MbLIOM. Bo Bpems paboTel ¢ npenapatom He
paspelaeTcst KypuTh, MUTh U NPUHUMATh nmuily. Ilycrteie Gnucrepsl U KOpoOKU
M3-TI0]] IpernapaTa Y TUJIU3UPYIOT C OBITOBBIMH OTXOJAMH.

Ilpu cnyyaiiHOM KOHTaKTe JIEKapCTBEHHOrO IpemapaTa ¢ KOKeH Wiu
CIIM3UCTBIMU OOOJIOYKAMH I71a3 MX HEOOXOJAUMO HEMEIJIEHHO IPOMBITH GONBIIMM
KOJIMYECTBOM INPOTOYHOH BOAbl. JIIOASM ¢ THNEpPUYYBCTBUTENBLHOCTBIO K
KOMIIOHEHTaM Ipernapara clielyeT u30erath NpsIMOro KOHTAKTa ¢ JIEKapCTBEHHBIM
npenaparom JIponTan® mmoc. B ciyuae nosiBienus annepruyeckix peakuuil wim
Npyd  CIy4alHHOM IIOTIAJAHWW TIpernapara B OPraHM3M 4YellOBEKA  CleyeT
HeME/UICHHO O00paTHThCS B MEIHMLMHCKOE yupexxaeHue (npu cebe HMeTsh
MHCTPYKIMIO 10 IPUMEHEHHIO NIpernapara ik THKETKY.

14. Ipouran®™ miroc He cleyeT HA3HAYATH IIEHHBIM CyKaM nepBbIe JIBE
TPeTH Meprofa OepPeMEHHOCTH M IIEHKaM MOJIOKe 2-X HeledbHOTO BO3pacTa.
[Ipenapat pa3pelleH K IPUMEHEHHIO B IIEPHOJ JIAKTALIUH.

15. JlpoHTtan® mioc npuMeHsIOT cobaKaM HHIMBHIYAIBHO OIHOKPaTHO M3
pacuera | Tabnerka B opme kocTu Ha 10 Kr Macchl )KMBOTHOTO Win | TabieTka B
(opme kocTH Ha 35 KT Macchl JKUBOTHOTO. J[03bI penapara yka3aHsl B TabuIie:

Macca cobaxu Jo3upoBka npenapara
IponTan® mmoc
1 Tabnerka Ha 10 xr
Il{eHKH ¥ cobaku MaJTeHbKHX IOPOJ]

2-5 kr 2 TabneTKH

5-10 xr 1 TabyneTka
Cobaku cpeHUX MOPOJT

10-20 kr 2 TabneTKu

20-30 xr 3 TabneTku
Cobaku KpymHBIX TOPOJI

3040 xr 4 TabneTku

40-50 xr 5 TabneTok

Hnst cobak Maccoii 6onee 50 Kr mpumeHsieTcss JO3MpOBKAa M3 pacueTa |
Tabnerka Ha 10 Kr Macchl JKHBOTHOTO.

Macca cobaku Jo3upoBka npenapara Jponaran®
IUTFOC




1 TabneTka Ha 35kr
10-17,5 kr Y2 TableTkH
17,5-35 kr 1 TabneTka
35-52,5 xr 1'% TabneTkn
52,5-70 xr 2 TabneTku

Js cobak maccoit Gonee 70 Kr npuMeHsieTcs [103MpOBKAa M3 pacuera |
TabneTka Ha 35 KI' Macchl )KHBOTHOTO.

brnaronapa BKycoBoi n00aBke, mpenapaT xopouo mnoenaercs cobakamu. C
Ne4eOHOM  1eNbl0  JKMBOTHBIX  JETeIbMUHTH3MPYIOT 10  [OKA3aHHAM, ¢
NPOQUIaKTHYECKOH 1LENbl0 — eXKeKBapTalbHO B TepalleBTUYECKOM J03e.
[IpeaBapuTenbHON rONOHOM AHETH U IPHMEHEHHUS CAaOUTENBHBIX CPEICTB Iepe]]
JerelbMUHTH3aUuel He Tpebyercs.

Ilpu neyennn naMb1M03a Mpenapar MPUMEHSIOT B PeKOMEHJOBAHHbBIX [03aX
B Te4eHHe 3-X JHel noapsa.

Ilpu nerenbMuHTH3aLMKM cOOAK PEKOMEHAYETCs NPOBOAUTH AS3MH(EKIHIO U
A€3MHBA3HI0 MECT COJICPIKAHNS )KUBOTHBIX BO M30€)kKaHHe IIOBTOPHOTO 3apakeHMs.

16. Ilpu npumeHeHuu mnpenapara JpoHtan® mIOC B COOTBETCTBHH C
HaCTOsAIIeH HHCTPYKIMEH NMOOOYHBIX SIBICHUM U OCIOXHEHMH y )KHUBOTHBIX, KaK
[IpaBUIIO, He Habmomaercs. [Ipu MOBBIIIIEHHOH UHAMBUYaIbHOH
YYBCTBUTEJIBHOCTH  JKMBOTHOTO K  KOMIIOHEHTaM IperapaTa, BO3MOXHBI
NIOBBILLICHHAs.  CalluBallks, JWapes HWIM pPBOTA. YKa3aHHBIE CUMIITOMBI
KpaTKOBPEMCHHBI, CaMOIIPOM3BOJIBHO HMCY€3al0T M He TpeOYIOT MpHUMEHEHHs
JIEKapCTBEHHBIX CPEJICTB.

17. CiMnTOMBI TEPETO3UPOBKH HE YCTAHOBJICHBI.

18. Jlpontan® mmoc He ciefyeT NPUMEHSTh OJHOBPEMEHHO C npenapaTramu,
CozlepKalUMMH IIUIIEPa3HH, BBUAY BO3MOKHBIX aHTArOHUCTHYECKUX 3P (PEKTOB.

19. Ocobennoctedl neficTBUs Hpu NepBOM NPUMEHEHMH JIEKAPCTBEHHOTO
npenapara 4 ero OTMEeHe He YCTaHOBIIEHO.

20.  Cnemyer  ms3beraTh  HapylleHWH  pEKOMEHAYEMBIX  CPOKOB
AerespMUHTH3aUMK. [lpu mpomycke ouepenHodt 06paGOTKM JIeKapCTBEHHBIH
npenapar HeoOXOAMMO TNPHUMEHHTh KaK MOXHO CKOpee B IpejyCMOTPEeHHOI
JaHHOW MHCTPYKLHEH 103e€.

21. Jlpontan® mioc He TpenHa3HAaueH AN NPUMEHEHHS IIPOILYKTHBHBIM
YKUBOTHBIM.

HaunmeHoBaHus u agpeca «KVP Pharma + Veterindr Produkte
[IPOM3BOICTBEHHBIX ILIOIIAI0K GmbH», Projensdorfer Str. 324, D-
IIPOM3BOJUTENS JIEKAPCTBEHHOTO 24106 Kiel, Germany/ «kKBII ®apma
Ipenapara Jijisi BETepHHAPHOTO + Betepunsp [Ipoaykre 'M6X»,
IIPUMEHEHHMS. IIpoitencnopdep mrpacce 324, D-

24106 Kuns, I'epmanus



HaumeHoBaHue, anpec opranuzauuy, 000 «32nanko Pycy, 123112, Poccus,

YTIOJITHOMOYEHHOH JepiKaTeneM Hill r. Mockaa, [IpecHenckas
BIAZIENIbLIEM PETUCTPALIMOHHOTO HabepesxxHas, 1.10, 51.16, nom. 15,
YAOCTOBEPEHHUS JIEKAPCTBEHHOT'O KoM.13.

npernapara Ha IPUHATHE TIPETEH3H OT

noTpeduTens.

CrienmanucT no perucTpanun

000 «Dnanko Pyc» H.A. llITeIHB




