HHCTPYKIINA
10 TIPHMCHCHUED Mmmpa?,()Ha"") TabNeToK JUTd KOIIeK
JUISL TeHEHNd U TPOPHIAKTHKH HEMATOI030B H LIECTONO30R

(opranusanua-paspaborauk «KRKA, d.d., Novo mestoy, Cirosenns)

I. O0mue crenenus o

1. Toprosoe HaumeHOBaHHE JEKapPCTREHHOTO Hpenapata: Munnpazod™ Tabiuerkd i
koek (Milprazon® tablets for cats).

MexayHapoHoe — HEOATCHTOBAHHOC — HAMMEHOBaHME:  MHIBOEMHLMHA  OKCHM,
[Pa3UKBAHTEIL.

2. JlexapcTBeHHas gopma: TabneTku i OPANBHOTO MPHMCHEHHA.

Munnpason” TaGNeTKH I KOLIEK B KAYeCTBe ACHCTBYIONMX BEIUECTR COACPKAT
MHJIBOEMHIIMHA OKCHM U NPAa3sHKBaHTEN. BHITYCKAlOT npenapar B ABYX MOAHDUKAUMAX: s
KOTAT H KOHICK BECOM 10 2 KI' ¢ COAepKaHHeM MHILOCMHIMHA OKcuma — 4 mr/Tabn. n
npasukBanTena — 10 Mr/tabn. W BCIOMOTATENBHBIX BEMIECTB: MHKPOKPHCTAILINYECKOH
NeoNo3el = 32,98 wMr, mouormapata JakTo3pl - 75,37 wr, nosuposa — 0,75 wr,
KpOCKapMennosel Harpust — 5,50 Mr, xpeMBUS KonougHoro oessoanoro - 0,90 Mr, maruus
creapara - 2,50 Mr, Onanpaii Genoro — 3,20 Mr, MacHoro apomartusaropa - 0,40 Mr, cyxux
apouckeit - 0,20 mr, xenesa okeuna xeirroro E172 — 0,20 Mr; ¥ 11s komek BecoM 0osee 2 Ko
¢ cozepKaHHeM MMILOEMULIMHA OKcHMa — 16 Mr/tabi. u npasuksanrena — 40 mr/rabn. u
BCTIOMOTATEIEHBIX BEIIECTB: MUKPOKPUCTALIHYECKOH Tiesronossr - 20,80 mr, MoHormapara
makrossl — 41,50 Mr, noBumoHa — 3 MI, KPOCKAPMEIIO3bl HATPUS — 7 M, KpeMHHUA
KOMAOUIHOro Oe3soanoro — 1,20 mr, marnust cteapata - 2,50 mr, Onaapait 6exoro — 3,20 wmr,
MacHOro apomaruszatopa (Aroma Meat Flavour 10022) - 0,40 Mr, cyxux mpoxckeit - 0,20 wmr,
AKenesa okcuda xkpactoro E172 — 0,20 mr.

[lo BHemHeMy Baxy Mumpazon” TaGneTku AT KOMEK B MOAA(GUKAIMN JUTI KOTAYT U
KOLIEK BECOM 10 2 KI' MPEACTARIAIOT COOOH KOPHUHEBO-KENThIC ORAMBHAE IBOSKOBBITYKIIEIE
TabJETKH €O BKYCOM MsCa, HOKPRITHIE TUIEHOUHOH 000N0YKOH, ¢ PHCKOH Ha 0iHOl cTopoHe; a
B MOAM(UKANMK U KOWEK BecoM Oosee 2 Kr -~ KOPHYHEBO-KPACHBIE OBANBHBIE
ABOSIKOBBIIYKJIBIC TaBNETKN CO BKYCOM MACA, TIOKPBITHIE IIEHOUYHOM 060TOMKOH, ¢ puCKOi Ha
OJHOH CTOPOHE.

3. Tlpemapat BrImyckaioT pachacoBaHHBIM IO 2 1 4 TabneTKH B GiHCTEPH, YIIAKOBAHHEBIS
B KAPTOHHEIC KOPOOKH B KOMIUIEKTE ¢ HHCTPYKUHEH TIO TIPHMEHEHHIO.

4, XpaHir npenapar B 3aKPHITOH YIAKOBKE [IPOH3BOANTENS B CYXOM, 3ALUMIICHHOM OT
OPSAMBIX CONHEYHBIX JIy4el Mecre, OTAENBHO OT NPOAYKTOB IMHTAHHS M KOPMOB, TpH
Temneparype ot 3 °C 10 25 °C.

Cpok TOZHOCTH NEKAPCTBEHHOIO Nperapara Npu COGMONCHHM YCTOBHH XpAaHeHus B
3aKPHITOA YIAKOBKE NIPOM3BOAUTENA — 2 rO/Ia ¢ MATHI IPOU3BOACTRA.

Hencionp30BaHHYI0 TONOBUHY TaONETKM MOKHO TIOMECTHTH B OIHMCTCP W XpaHUThL JI0
CHENYIONEH NCrebMUHTH3AUM, HO He Gomee 6 MeCLEB 10CHE BCKPHITHS YIIAKOBKH.



3anpemaeTes  MCMONL30BANKE  JICKAPCTBEHHOrO  IIPelapaTa 10 KCTEUCHHH  CPOKa
FOIHOCTH.

5. Munpason® TaGaeTki LI KOIICK CIIeAYEeT XPaHUThL B MECTaxX, HCHOCTYHHBIX s
nereii.

6. Heucnonn3opaHHEIH JICKapCTBEHHEIH Hpenapar yTHAMZHPYIOT B COOTBETCTBHH C
TpeGOBAHUAMHE 3aKOHOJATE/bCTBA.

I1. dapmaxoaorudecKHe CBOMCTRA

7. Munmpason® TaGNeTkd il KOIEK OTHOCATCS K Ipyne  KoMOMHMPOBAHHBIX
AHTHUICTIBMHHTHEIX MIPENapaToB HEMATOMOUNAHOIO H HECTOIOLMIHOTO AeHCTBHSL.

Bxongmpe B cocTaB mpernaparta akTUBHBIC KOMIIOHEHTB! OGECIEUHRAIOT €0 MIHPOKUil
CIEKTP aHTUI€IBMUHTHOTO JECTBHSL.

MusbeMuIlHA OKCHM —  MaKpPOLHMIIMYECKHH JIAKTOH, TIONYYaeMbllt B pesynkrare
(hbepMeHTATHBHOI HeaTensHOCTH Streptomyces hygroscopicus var. Aureolacrimosus, akTseH
B OTHOIIEHUM JIMUKMHOK H MMAaro HEMATOJ, MAPA3sHTHPYIONHX B ey JOUHO-KHITCYHOM TPAKTe
KOILIEK, a TAKAKE JIMUHHOK HeMaTo sl Dirofilaria immitis.

Mexannsm  peiicrspg MuwibbeMuiuba  oOYCTOBICH NOBBILEHUEM TMPOHHIIACMOCTH
KACTOYHBIX MeMOpan s HoHoB xjopa (Cl), uro HpUBOIMT K CBEPXIIOIApU3aLMH MemOpaH
KICTOK HEPBHOM M MBINCUHOH TKaHW, Hapanunuy u rubenw mapasuta. [locne nepopansroro
BREJICHHS TIPENapara MAKCHManbHas KOHICHTPAMA MUIB0eMHIIA OKCHUMA B IUIA3ME KPOBH
KOLIEK JOCTHraeTes uepes 2 waca, M3 OpraHu3Ma COCOUHEHHE BBIBOIHTCE B OCHOBHOM B
HEH3MECHECHHOM BHJIC, EPHOM MOYBbIBEICHUS COCTARAAET OKOMO 13 wacos.

IlpasuxBanTen ABAsgercs AIPUIMPOBAHHBIM  TPOM3BOJAHBEIM  TTHPA3HHA3OXMHOINHA,
o0najgaeT BEIPAKCHHBIM JeliCTBHEM IPOTHB LECTO M HEMATOL. [loBplmags mpoHHUTIAEMOCTD
KIETOUHBIX MeMOpaH MapasuTa JuTd MOHOB Kanbuud (Ca’’), BLI3BIBAeT JEMOIAPH3AIHIO
MEMOpAH, COKPALEHHE MYCKYNIaTyphl H pa3pyllcHHE TeryMEHTa, YTO HPUBOIHT K rudemu
napasyrTa ¥ CrocoOCTBYET €ro BRIBEACHUIO U3 OpraHisMa XKUROTHOro. llocne nepopansHOro
BRCIICHHA TIpenapaTa MakCHMailbHas KOHLEHTpaLus NPa3HKBAaHTENA B IUIA3ME KPOBH KOIIEK
JOcTHraercd 4depes 1 vac, W3 OpPraHH3Ma COCAMHEHHE BBIBOJMTCS B OCHOBHOM B RUJC
HEAKTHBHEBIX MeTaﬁ()IEHIOB ¢ MOYOIA, IEPHO MOTYBLIBEACHHS COCTABISIET OKOIO 3 4acoB.

Munnpazon® TaGNeTKH A4 KOMIEK MO CTeNeHH BO3AeHCTRUS Ha OPrafu3sM OTHOCATCA K
BEIIECTBAM  YMepeHHO onacHeM (3 knace omacroctw 1o ['OCT  12.1.007-76), B
PEKOMEHIYEMBIX JI03aX HE OKasblBAIOT CeHCHOMTHBHPYIOUIEro, 3MOPHOTOKCHYECKOrO H
TEPATOTEHHOro JeHCTBHA, XOPOUIO TIEPEHOCHATCH KOLIKAMH Pa3sHBIX {IOPOJ M BO3PacTa.
[penapar TokCHYEH 1A MTHEN, 4 TAKKE PHLO U JAPYrux rugpoGHOHTOR,

1. opapok npuMeHeHUs

8. Mumnpazon™ Ta6NeTKM IS KOIIEK HASHAYAIOT ¢ NeueGHOH n rpodunakTHIeCKOH
LENBIO NIPH HEMATO0328X, LECTOJ03aX W ACCOLMATHRHBIX HEMATO0-TICCTONO3HBX HHBAZHAX,
BEI3BAHHBIX KaK MMYHHOYHBIMH (POPMAMH, TAK W TTONORO3PEIIHIMH LECTONAMH W HEMATOLAMHE
CHEeAYIOmMX  BHAOB: 1ectodnl — Dipylidium  caninum, Taenia spp., Echinococcus
multilocularis; Hemaroasl — Ancvlostoma tubaeforme, Toxocara cati, Dirofilaria immitis
(npodunaxTuxa 3alboneBaHusN).

9. IlporusonokasaHsgeM K TIPHMCHCHUE) ABIAETCS MHANBUOYAIBGHAS [IOBLINCHHAS

4YBCTBHTENBHOCTE JKHBOTHOIO K KOMIIOHEHTaM TIpenapara (B TOM YHCIE B aHaMHese),
| BRIPAXKCHHBIC HApyHieHus (YHKIMH NOYeK M nedend. He crenyer npHMeHSTEH npemnapar
KOTATAM MONOXKe 6-HENeqbHOrOo Bo3pacra M Maccoit wMenee 0,5 kr. He mommexar
JEre/IbMUHTH3AIMY UCTOLEHHEBIE H GONTEHEIE HI(DEKIHMOHEBIME BONE3HAMM JKHBOTHBIE.

JlerenbMuHTH3AIMIO OEPEMEHHEIX ¥ KOPMAHNIHX KOIUEK IPH HeOOXOAUMOCTH NPOBOIIT
1o HabIIOJEHHEM BETEPUHAPHOrO Bpauva.

10. Ilperiapar NPUMEHSIOT KOIIKAM OJHOKPATHO BO BPEMS KOPMIEHUS ¢ HEOOIBLIIM
KOTHYCCTBOM KOPMa WM BBOJAT TPUHYIMTEIBHO HA KOPEHEL A3BIKA TI0CHE KOPMJICHHA B



MHHHMAaJIBHOH Tepanesmqecmﬁ o3¢ 2 MI' MIIBOEMUIMHA OKCHMA K 5 MI NPasHKBaAHTCHA HA
I KI Macchl JKUBOTHOIO, U3 pacyeTa:

MiinpazoH TabneTKu 11 Kolek

Macca JUT4 KOTAT ¥ KOIIEK BECOM IO 2 KT I KOIEEK BecoM Oomee 2 kr

FKHUBOTHOTO (KOPUYHEBO-KEITHE TABICTKH C (KOpHYHEBO-KpacHBIE TAGTETKH ¢
copepKaneM MIILOEMUIMHA OKCHMA | COZIEPKaHueM MIUIEOSMHIMHA OKCUMA
4 mr u npasuksanTena 10 mMr) 16 mMr 1 pasukeaniena 40 mr)

0,5-1kr Vo Tabaerkn - '
>1l-2xr | 1 Tabnerka -
>2 ~4 Kr - Vo Trabnerxku
>4 — 8 kr - 1 TabneTKa
>8—12 kr - 1 Y5 tabneTku

IpenpapuressHOd TOMOJHOM AMETHl M NPUMEHEHMS CIAOHTENLHEIX CPCICTB LEpe
nereJpMUHTH3ANHCH He TpedyeTes.

C neyebHoil Nenplo KoleK JIEreIbMUHTH3UPYIOT TIO TIOKA3AHUAM, C NTPOPUIAKTHYCCKOH
HENBI0  —  EXKEKBAPTANBHO, 4 TaKkKe nepe] KaxJod BaknuHamumell W coyukod B
TepaneRTHYCCKOoN o3¢, ONHOKpaTHBIM npueM npenapata ¢ TEHABIO JerejbMHUHTHIALMHA
3aIMINaeT Komek oT s3apaxkenns Dirofilaria immitis B TedeHuwe opnoro mecgua. Jns
nocaeayomell npoduIakTHkE  AUpodUBpHo3a LeaecoodpasHo NPUMEHATH HpPenapar ¢
COZep/KaHUEM OJHOTO ACHCTBYIOUIETO BEIIECTBA MHILOEMHULIMHA OKCHMA.

11. Tlpu nepemo3mporKke mpemapara v KOMIEK MOFYT HaOMOAATLCS  BSJIOCTh, ATAKCHS,
TPEMOP MEBUII, pBOTa WHAM Anapes. CHMIITOMB CaAMOHPOU3BOIBHO HCYEIAIOT B TEUCHHE
CYTOK, IIPH HEOOXOAMMOCTH KHBOTHOMY HA3HAYAOT CPEACTRA CHMITTOMATHYECKOM TePATIHN,

12. Ocobennocted fieHcTBHA mpelapaTa OpHU €ro HepBOM MPUMCHCHHH H OTMEHE He
BLUABJIEHO.

13. Ilpu nposeaeHun EreNbMHHTH3ALUMH CACAYET TPHJICPKHBATBECA PEKOMEHIYEMBIX
HHCTPYKIMEH cpokor. B ciydae mpomycka odepesHoll oOpaboTkM TIpUMEHEHHE Npenapara
BO300OHOBIAIOT B TOH XKe 103€ ¥ 110 TOH XKe cXeme.

14. TloOGounsrx. sBACHUH H OCIOKHEHMI [IPM NPHMCHEHUM NPENApATa COTIACHO
HacTOAIEH HHCTPYKLAH, KaK TIPABHIO, HC HabIoIacTod.

B penxkux ciywasx, waile y KOTAT, MOTYT HaONIOAATRCA  BAIOCTH, ATAKCHS, TPEMOp
MBI, PBOTA W/HIW auapes. B aToM  crydae JKMBOTHOMY HA3HAYAIOT CPeACTRA
CHMITTOMATHYECKOM TepaLu.

15. Mumpason® TaGneTKd ANf KOMEK COBMECTMMBI C CENAMEKTHHOM, CBEJEHHS O
COBMECTUMOCTH Openapara ¢ ApyruMH MAKPOLIMKIHICCKHMHE JIAKTOHAMH OTCYTCTBYION.

16. IIpenapat He npeaHa3HAUCH U5l IPHMEHEHUS IPOAYKTHBHLIM AKWUBOTHEIM.

IV. Mepsl miuHO# npoduiakTHKe

17. Tipn pabote ¢ MuanpasoHoM® TabieIxaMiH Ansl KOUIEK HeoGXOIHMO coBMONaTh
o0IIHe NPABHIA JIMIHOH IUIMHEHbl i TEXHAKH 6e30TIaCHOCTH, IIPeyCMOTPeHHEIE IpH paboTe ¢
JCKapCTBCHHBIMH IIperiapaTaMu.

18. TIpn cnmyualfHOM KOHTaKTe JEKAPCTBEHHOrO npenaparta ¢ KOKeH Wil ClTM3MCTRIMU
000I0YKAMI TJ1a3, MX HEeOOXOAMMO TIPOMBITE OOJIBHIUM KOAWYCCTBOM IIPOTOYHON BOJEL.
Jhomsm ¢ THICPYYBCTBUTENILHOCTHIO K KOMITOHCHTAM IIperapata ciesyer N30ETaTh MPIMOTO
kouTakta ¢ Munnpazonom® TabmeTkaMu Ul Kowex. B ciydae TPOSBICHHS ATePTHUCCKHX
peakuit WIH TMpH CIyyaiHOM MOHAJaHHM MNPETapara B OPTaHU3M UYENOBCKA CEAyeT

HEMC/UIEHHO O0OpaTHTRCA B MEMHIUHCKOE YUpewacHue (npH cebe MMETh HHCTPYKIMIO IO
HPUMEHEHHIO TIPENAPATA HITH STHKETKY ).



19. TlycTyio ymakoBRKy H3-TIO[ JEKapCTBEHHOIO Tperapara 3anpeiasTes HCIONb30BaAThH
218 OBITOBEIX LICCH, OHE. TIOANIEKAT YTHIW3AINH ¢ ORITOBBIMU OTX0aMH.

20. Oprasmzalma-npoM3ROIMTENs H ampec MecTa npomssoacrea: «KRKA, d.d., Novo
mesto», Smarjeska cesta 6, 8501 Novo mesto, Slovenija. Anpec IpeacTaRuTeNbCTBa GUPMEL
«KRKA, d.d., Novo mesto»: 123022, . Mockea, yi1. 2-5 3seHuropoackas, j. 13/43, 6 stax.

Huctpyxims pazpaborana pupmoit «<KRKA, d.d., Novo mesto», Crnosenus

PexoMenaoBado K perucrpanui B PO OI'LY « BIHKM».





