COT'JIACOBAH

HMHCTPYKLIA

110 BETEPHHAPHOMY HPMMEHEHHIO JIEKAPCTBEHHOT'O IIpenapara
Mus6emakc® TabeTku a1 codax

(Opranmzanus-pazpaborunk: «Elanco Europe Ltdy, Lilly House, Priestley Road,
Basingstoke, Hampshire RG24 9NL, UK / «Qnanko IOpon JItay, Jlunmu Xayc, Ilpuctiu
Poy g, r. belicunrcrok, rpagcrso I'smimup, RG24 INL, Bennkobpuranus)

HoMmep perucTpaumoHHoro yaocTopepenns: £ 46 -35/3 - 44348 478 F-5 %/35’?’

I. O6mue cBeneHus

1. ToproBoe HaMMEHOBAaHME JIEKAPCTBEHHOro Ipenapara: Muins6emakc® TabreTku
mwisa cobax (Milbemax® tablets for dogs).

MexIyHapoOHbIE HEMAaTEHTOBAHHEIE HAWUMEHOBAHUS JICHCTBYIOIIUX BEIICCTB:
MIIBOCMMIIVH, Ipa3uKBaHTEIL.

2. JlekapcTBeHHas GopMa: TabaETKH s NIEpOPATLHOrO IPUMCHCHMS.

Muis6emakc® TabneTku 1 cobak B KAYECTBE JAEHCTBYIOIMX BEIIECTB COAEPHKUT
MIIEOEMHLIMHA OKCUM M NIPa3UKBaHTE]L.

BrimyckalotT npemapar B ABYX Momudukamuax: «Muias6emakc® TabneTku it
IIEHKOB U MaJICHBKUX c00aKk» € COojep)aHueM MUIbOeMUIIMHA OKcuMa — 2,5 Mr/Tabil. u
npasukBantena — 25 mr/rabin. u «Muus6emakc® TableTKu IS KPYyMHEIX co6aK» C
collep:kaHueM MIIb0eMuIHa okcuma — 12,5 mr/tabi1. 1 npasukBanrena — 125 mr/rabun.

B KauecTBE BCIOMOTaTEIbHHIX BellecTB Muibbemakc® Tabnerku g cobak
COJEPKUT: MHUKPOKPUCTAIIMYECKYIO HEJUTI0N03y, HAaTpUs KPOCKApMEsIo3y, ITOBHIOH,
JIaKTO3bl MOHOTHJIPAT, KPEMHUI KOJUIOMIHBIA U MarHusl creapar.

3. o BuemHeMy Buay «Muns6emakc® TaGIeTKM IS IIEHKOB U MAIECHBKHUX COOAK»
npeacTasisgeT coboif TabneTku Genoro mBeTa, OBaJbHON (HOPMEBI ¢ OTTUCKOM «AA» Ha
OJHO! cTOpoHEe M OTTUCKOM «NA» Ha JApYroii CTOpoHe, C JMHHEH pazioMa ¢ obeux
cTopoH; «Mmuis6emakc® TaGlIeTKn I KPYIHBIX cO6aK» HpecTaBiIseT coboii TabieTku
6emoro npera, kpyrioit ¢gopmel ¢ ortuckoM «CCA» Ha OJHOH CTOpOHE W OTTHCKOM
«NA)» Ha Ipyroii CTOpoHE.

Cpok roxguocty Munsbemaxc® tabaeTku ana cob6ak mpu coOIIOAEHMH YCIOBHIA
XpaHEHM B 3aKpBITOH yIIaKOBKE IMPOU3BOAMTENS — 2 TOJ1a CO JHS IIPOU3BOJICTBA.

Hencnons30BaHHy0 H0JI0BUHY TabneTkn «Muis6eMakc® TaGieTKy I IEHKOB U
MaJIEHBKUX C00aK» MOXHO IIOMECTUTh B OJHCTEp M XPaHUTH JIO CJEXYIOLICiH
JEeTeIbMUHTU3AMA, HO He 60j1ee 6 MeCAIEeB ITOC/I€ BCKPHITUA YIIAKOBKH.

He npumeHaTh 10 UCTECYEHNH CPOKA TOAHOCTH.

4. Ilpemapar BEHITyCKaloT pacacoBaHHEIM II0 2 TalJeTKM B OJHACTEpH U3
IIOMUHUEBOH (oJIbrH, HOMeleHHbIe 110 1 mim 2 6iucTepa B KapTOHHYIO NMayKy.



5. Xpanatr mnpemapaT B 3aKpBITOM yNakoBKE INPOU3BOAUTENS, OTAEIBHO OT
IIPOAYKTOB IIUTaHUS ¥ KOPMOB, IIpU TeMIiepaType He Brime 25 °C.

6. XpaHUTh B HEJJOCTYITHOM JIJIf JIETE€H MecTe.

7. Heucnons3oBaHHEIHM NpenapaT YTWIM3HPYIOT B COOTBETCTBUHU C TpeOOBaHUIMU
3aKOHO/ATEIbCTBA.

8. YcioBus otiycka: oTmyckaeTcs 6e3 perenra BeTepuHapHOro Bpaya.

I1. ®apmakonoruyeckue cBOMCTBa

9. MuisGemakc® TaGieTku I coGaK OTHOCHTCH K (apMakoTepaleBTUUECKOi
IpyIIe: aHTUTEIEMUHTHEIE CPEACTBA B KOMOMHAIUAX.

10. MunpbeMuIIMHa OKCHM, BXOISIIMI B COCTaB Ipenapara — MaKpOLUKINIECKUA
JaKTOH, IOJy4YacMBEIi B pe3ysibTare (EPMEHTAaTUBHON AEATENBHOCTH Streptomyces
hygroscopicus var. Aureolacrimosus, akTUBEH B OTHOIIECHUM JIXYMHOK U ©Maro HEMaTo/,
[apa3sUTHPYIOIUX B XKEIIyJOYHO-KAIIEYHOM TpPakTe co0ak, a TaKkKe JUUMHOK HEMATOABI
Dirofilaria immitis.

MexanusMm JeiicTBus Miib0eMHIIMHa OGYCIOBJIECH IOBHIIIEHUEM NPOHUIIAEMOCTH
KJIETOYHBIX MeMOpaH a1 moHoB xiopa (Cl), 4TO NPHUBOIUT K CBEPXIOJISAPU3ALIM
MeMOpaH KIETOK HEPBHOM M MBIIEYHON TKaHW, Mapanudyy ¥ TIubenu Iapasura.
MakcumanpHas KOHLEHTpanus MWIBOEMHUIMHA OKCMMa B IDIa3Me€ KpoBH colak
JIOCTUTaeTcs B TeueHue 2-4 yacoB, OMOJOCTYIHOCTH cocTaBiser okoio 80%. U3
OpraHM3Ma COeIMHEHHE BHIBOJUTCS B OCHOBHOM B HEM3MEHEHHOM BHJIE.

IlpasuxBaHTEn SBISETCA AUWIMPOBAHHBIM IPOU3BOJHBIM IHMpa3UH-U30XMHOJINHA,
obnajacT BBIPAXCHHBIM JICHCTBMEM IPOTUB IecTtog ¥ Hemarod. IloBrimas
IPOHMIIAEMOCTh KJIETOYHEIX MeMOpaH mapasurta s HoHOB Kanbius (Ca’!), BeI3BIBaeT
JETOMAPU3ALMI0O MEMOpaH, COKpAaIleHNE MYCKYJIaTyphl M pa3pylICHHE TETyMEHTa, 4TO
IpUBOAUT K rubenum mapa3suTa M CIOCOOCTBYET €ro BBIBEICHHMIO U3 OpraHu3Ma
XHMBOTHOTO. MaKCHMaJIbHas KOHIIGHTpalus Mpa3sMKBaHTENa B ILIa3Me KpPOBU cobak
nocturaerca 4depe3 1-4 uwaca. CoenuHeHHMe MoaBepraerTcs OBICTPOH M MPaKTHYECKH
MoJaHOM OwoTpaHchopMali B MEYCHHA. YPOBEHb CBA3BIBAHHSA B ILIa3ME COCTaBILET
ok0i10 80%, BEIBOOUTCS U3 OpraHu3Ma B T€Y€HHE 2 CYyTOK B OCHOBHOM C MOYOIA.

Muis6emakc® TabieTku i co0aK IO CTENEHM BO3ACHCTBUS Ha OpPTraHU3M
OTHOCHUTCSA K YMEPEHHO omacHhIM BemectBaM (3 xiacc omacHocty mo 'OCT 12.1.007-
76), B  PpEKOMEHIYyEeMEIX  J03aX HE  OKa3hblBAaeT CEHCUOWIM3UPYIOIIETo,
SMOPHOTOKCHYECKOTO U TeparoreHHoro aerctBus. Ilpemapar TokcudyeH 11 peib M
JIpYTUX THAPOOHOHTOB.

III. I1opsitoK IpUMEHEHHA

11. Munsbemaxc® Tabmerku s cobak Ha3HAYAIOT ¢ JiedeOHOH W
NpOoUIaKTUUECKONH IEBI0 NMPHU HEMATOA03aX, LIECTOA03aX M CMCEINAaHHBIX HEMAaTol0-
I[ECTO/IO3HBIX MHBA3MAX, BEI3BAHHEIX FEIbMUHTAMU CJICYIOIINX BUJIOB:

necroasl — Dipylidium caninum, Taenia spp., Echinococcus spp., Mesocestoides
spp.

Hemaroabl — Ancylostoma caninum, Toxocara canis, Toxascaris leonina, Trichuris
vulpis, Thelazia callipaeda; Angiostrongylus vasorum (CHMWXaeT HMHTEHCUBHOCTD
3apaxeHus), Crenosoma vulpis (CHIDKaeT HMHTEHCHUBHOCTh 3apaxxeHus), Dirofilaria
immitis (mpo¢dunaxkTuka 3a6oeBanms).



12. TIpoTHBOIIOKa3aHUEM K MPUMEHEHUIO SBJIIETCS NOBBIICHHAS MHAWBHYaIbHAS
4yBCTBUTEILHOCT JXMBOTHOIO K KOMIIOHEHTaM IIpenapaTa (B TOM YKCIE B aHAMHE3E) U
BEIp@)XXCHHBIEC HAPYIIEHU (PYHKIMY [T0YEK 1 IEYCHH.

«Muip6emakc® TabaeTKy 1 MEHKOB ¥ MAJICHBKUX c00aK» He CIIeAyeT IPUMEHATh
’KMBOTHBIM Maccoii MmeHee 0,5 Kr.

«Munp6emakc® TabeTKu 1 KPYIHEIX CO0AK» HE ClieyeT IPUMEHSTh )KUBOTHBIM
Maccoii MeHee S K.

JlereIbMUHTH3a0MI0 IIEHKOB IOpOABl KoM, O000Teill M IMEITH IpH
He00XOAMMOCTH IIPOBOIAT 10/ HaOII0JCHUEM BETEpUHAPHOIO Bpaya.

He mnopnexar AereJbMUHTH3ALMH HCTONICHHBEIE W OOJBHBIE MH(EKIMOHHBIMU
00J1€3HAMHU XXKNBOTHEIE.

13. Ilpu pabore ¢ MunnGemaxc® TabneTku mid cobak HeoOXOAMMO COGIIONATh
o0Iue MpaBWia JMYHOM TMTHEHBl U TEXHUKH 0€301acHOCTH, NPEIYCMOTPEHHEIC NpH
paboTe ¢ JIeKapCTBEHHBIMH IIpenapaTaMH.

[TycTyro yrakoBKy M3-II0J] JEKapCTBEHHOTO IIpellapaTa 3alpeIiacTCs UCII0Ib30BaTh
JUIsL OBITOBEIX Ii€JIEi, OHA MOMAJICXKUT YTHIN3AIMH ¢ OBITOBEIMHM OTXO/IaMHU.

JIropsM ¢ rMnepuyBCTBUTENFHOCTHIO K KOMIIOHEHTaM IIpenapara cilefyeT u30erarh
HpAMOro KoHTakTa ¢ Muns6emakc® TaGierku s cobax.

Ilpu coy4aifHOM KOHTAaKTe JIEKAPCTBEHHOIO IpErapara ¢ KOXKEH MM CIM3HUCTHIMH
000JI0YKaMH IJ1a3, UX HEOOXOAMMO MPOMBITH OOJIBIITNM KOJIMYECTBOM IIPOTOYHOM BOJIEI.

B ciyuae mposiBjIeHHS aNIEPrUHECKUX peaklyil WiIM IpY CIydaiHOM IIONaJaHuu
Ipernapara B OpPraHM3M 4YEJIOBEKa CICAYET HEMEIJIEHHO OOpaTUTHECS B MEAMIMHCKOE
yapexacHue (Ipu ce6e UMETh HHCTPYKIIMIO [0 TPUMEHEHHUIO TIperiapaTa WiIK STUKETKY).

14. «Munsbemakc® TableTku IyId IIECHKOB W MaJ€HBKMX CO0aKk» He ClemyeT
IPUMEHATH IIEHKAaM MOJIOXE 2-HeNeIBHOro Bo3pacTa. IlpenapaT MOXHO HCIIOIB30BaTh
OepeMEHHBIM U JIAKTUPYIOINUM XUBOTHEIM.

15. Muns6emakc® Tabnerku s co0aK IPUMCHSIOT OJHOKPaTHO BO BpeMs
KOPMJICHHS ¢ HEOGOJBIIMM KOJIMYECTBOM KOpPMa MJIM BBOJAT NMPUHYAMTEILHO Ha KOPEHb
S3bIKa TI0CJIe KOPMJICHHUS B MUHIMAIBHOM TepaneBTHyecKkoi fo3e 0,5 Mr MmisOeMuimHa
OKCHMMa M 5 MI Ipa3vKBaHTeIa Ha 1 KT Macchl )KMBOTHOTO, M3 pacyeTa:

Macca Muis6emakc® TabneTku s Mwis6emakc® TabmeTku s
>KMBOTHOI'O IIIEHKOB M MaJIEHBEKMX cO0aK KPYIIHBIX cOOaK
(oBanbHEIE 6€JI0TO IBETA) (xpyrieie 6€10T0 11BETA)

0,5-1kr Y% TabsieTkn -

>]1-5kr 1 TabneTka -

>5-10xkr 2 TabJIeTKH 1 TabneTka
>10-25kr - 1 TabieTka
>25-50kr - 2 TtabieTKn
>50-75kr - 3 TabJieTK1

IIpeaBapuTeIbHOM TONOAHON AUETH U IPUMEHEHNS CIaOUTEIBHBIX CPEICTB IEPE]
JerelbMUHTU3AMEN He TpeOyeTcs.

JIns neresMuHTH3aluu co0aK npyu WHBa3WH, BEI3BaHHOU Angiostrongylus vasorum,
Muns6emakc® TabieTky g cobaK IPUMEHSIOT ¢ JedeOHON LENBI0 YETRIPEXKPATHO €
HUHTEPBAJIOM 7 CYTOK, C LEJIBI0 MPOGUIAKTUKH — KaXAbIe 4 HEJEIU B TEPAIICBTUICCKON

H03¢€.



Jlnsa pereapMUHTH3AIMK co0ak npu WMHBasuM, BeI3BaHHOM Thelazia callipaeda, B
CIy4asiX, €CJOM OJHOKPaTHOrO IPHUMEHEHUS HEJOCTaTOYHO, Ipenapar NPUMEHSIOT
IIOBTOPHO 4epe3 7 CYTOK.

C uensio NpoGUIAKTHKY TUPOGIIAPH03a B HEOJIAromoIydyHBIX IO 3a00ICBaHUIO
pETHOHaX IIperapar NPUMEHSIOT B IEPUOJ JIETa KOMapoB B BECEHHE-JICTHE-OCEHHMI
HICpHOJ], HAaUMHasd MPUMEHEHHE 3a OJUH MecsIl A0 Hadaia JIETa KOMapoB, 3aTEM KaX]bIe
30 gHeil 4O OKOHYAHMSA CE30HA, MOCIETHIOID 00pabOTKYy NpPOBOIAT OJHOKPATHO YepE3
MeCAL[ II0C/IC 3aBEpIIEHMs JieTa HAaceKOMBIX. llepex nmerenbMUHTH3aLUEH, CIEXYET
IIPOKOHCYJILTHPOBATECA C BETEPUHAPHBIM BpauyoM, 4YTOOBI HCKIIOYMTH HAIUYHE Y
UBOTHOT'O B KPOBHA MUKPOPIAPUIA.

16. T1060YHEIX SBJIEHHIA M OCIIOXHEHWI IPH NPUMEHEHWH IIperapara COrjiacHo
HACTOAIIEH HHCTPYKIMM, KaK NpaBWiIo, He Habmogaercs. Y HEKOTOPHIX >KMBOTHBIX
MOX€ET HaOIIOAAaThCA BSUIOCTh, aTAKCHs, TPEMOpP MEIIII, pBOTa W/HMIM IUapes, B JTHX
CllyyasdX IIPUMEHCHHE IIperapaTa IpeKpaljaloT U KMBOTHOMY HasHA4alOT Cpe/ICTBa
CHUMIITOMaTHYeCKO# Teparnuu.

17. Tlpu mepemo3upoBKe mpenapara y HEKOTOPHIX cobak MOryT HabIIOAaThCs
YTHETEHHOE COCTOSIHHUE, CIIFOHOTCYCHNE, IIape3 MBI, APOXb U (WIM) MIATKasd IOXOAKA.
OTH CHMITOMBI IIPOXOAAT CHOHTAHHO B TCYCHUE CYTOK M He TPeOYIOT NPUMEHEHMS
JIEKapCTBEHHBIX CPEJCTB.

18. Munn6emakc® TabneTku Uit co0aK COBMECTHM C CEIaMEKTHHOM, CBEICHHS O
COBMECTHMOCTH IIperiapara ¢ APyruMHU MaKpOLMKINYECKUMU JIAKTOHAMM OTCYTCTBYIOT.

19. OcobenHoCTEM JeiicTBHs Mpenapara Ipy ero epBOM IPUMEHEHHH U OTMEHE HE
BBIABJICHO.

20. Ilpu mpoBeaeHHMHM  JETEIBMHUHTH3aLUM  CIEIYET  IPUAEPXKUBATHCS
PEKOMEHIYEMBIX HMHCTPYKIMell CpokoB. B cilyyae mpomycka ouepejnHoil o6paboTkm
HNpUMEHEHHE NpenapaTa BO30OHOBIIAIOT B TOM JKe JO3€ 110 TOH XKe CXeMe.

21. Ilpenapat He npegHa3HAYEH UL IPUMEHEHUS IPOAYKTUBHBIM )XMBOTHEIM.

HaumenoBanus u aapeca OpraHuzanus-npou3BOAUTENS:
IIPOU3BO/ICTBEHHBIX wiomaaok «Elanco France SAS» / «Jnanko ®paHc
IIPOU3BOIUTESA nekapcrBendoro CACy», 26, rue de la Chapelle, F-68330
npemnapara JUTS BerepuHapHoro Huningue, France / 26, pro ae na Illanens,
IIPEMEHEHMUS. ©-68330, IOnunr, O@panuus.
AJpTepHaTUBHAA OpraHu3aIys,

OTBETCTBEHHAS 32 yIAaKOBKY:
Ivers-Lee AG / UBepc-JIu AT,
Kirchbergstrasse 160, 3400 Burgdorf,
Switzerland / Kupx6eprmrrpacce 160, 3400
Bbypraopd, llIBeiinapus
HaumenoBanme, aapec  oprammsamuu, OOO «Onanko Pyc», 123112, Poccus, r.
yIOJIHOMOYEHHOM  nepxareneM — winm  Mocksa, [IpecHenckas rabepexnas, 10.

BJIaJCIIBIICM PEruCTPpaliuOHHOTO
YAOCTOBECPCHU JICKapCTBCHHOI'O
IIp€napara Ha IIPHHATHUC HpeTCHSI/Iﬁ oT

moTpeoduTens.

Creumanuct 1o perucTpanny

000 «Onanko PYC» JI.W. SImMnionsckas




