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. O0wume cBeneHus

1. ToproBoe Ha¥MMEHOBaHME JIEKAPCTBEHHOrO Ipemapara: Mummpa3on®

Tabnerku s codak (Milprazon® tablets for dogs).

MesxnyHapoJHbIE HETIATEHTOBAaHHBIC HAMMEHOBAHUS JCHCTBYIOIINX BEIIECTB:
MUIBOEMHUIIMHA OKCHM, TTPa3UKBAHTEN.

2. JlexapcTBeHHast (hopMma: TabJIETKH JI OPATbLHOTO IPUMEHEHUSI.

Munnpa3oH TabieTku sl co0aK B KaueCTBE IEUCTBYIOIIMX BEILIECTB COACPKUT
MUJIBOEMUIIMHA OKCHMM U Tpa3WKBaHTEJd. BBIycKalOT Tmpenapar B JBYX
MOU(MUKAIIHASIX: JUIS IEHKOB M MaJICHBKHUX cO0akK BECOM 10 5 Kr, cojepxkariei B 1
TabJIETKE B KauecTBE JEHCTBYIOIIMX BELIECTB: MUIbOEMHIIMHA OKCUM — 2,5 MI U
npas3uKBaHTeN — 25 Mr; U 11 cobak BecoM Oouiee 5 Kr, conepskaiieid B 1 TabieTke B
KaueCTBE JCUCTBYIOIINX BEIIECTB: MIUIbOEMUIIMHA OKCUM — 12,5 MT U IPa3UKBAHTEN
— 125 wmr. B KkauecTBe BCIOMOTAaTENbHBIX BEHIECTB TMpemapar COICPIKUT
MUKPOKPHUCTAJUIMYECKYIO IIEJITFOI03Y, MOHOTHUIPAT JIAKTO3bl, TOBHUIOH, HATPHM
KPOCKapMeJuio3y, KPEeMHHUI JUOKCHJ KOJUIOMJIHBIA O€3BOJIHBIN, MarHusi creapar,
MSICHOW apoMaTH3aTop, CYXHE IPOXOKU, TUIIPOMEIIO3Y, TallbK, MPOMMICHIJINKOIb
u apomaruzarop «IleueHby.

3. Ilo BHemHeMy Buay Muinpa3oH TaOJaeTKH Jj1si co0aK B MOAUUKAIIUN JJIs
IICHKOB M MaJIeHBKUX COOaK BECOM J0 5 KI' MPEACTABIAIOT COOON OBajbHbIE,
JIBOSIKOBBINTYKJIbIE TAOJETKH, TMOKPBITHIE TIJICHOYHOW O0OO0JI0OUKOM, OT CBETJIO-
KEJIITOBATO-KOPUYHEBOTO JI0 JKEJITO-KOPUYHEBOTO I[BETA, C BKPAIUICHUSIMHU, C PUCKOH
Ha OJTHOM CTOpOHE; a B MOAM(HUKAIMYU Al cOOaK BecoM Ooiiee 5 KI — OBajbHbIE,
JIBOSIKOBBIITYKJIbIE TAOJETKH, MOKPBITHIE TIJIEHOYHOW OOO0JOYKOM, OT CBETJIO-
KEJITOBATO-KOPHUYHEBOTO JI0 JKEIATO-KOPUYHEBOTO 1IBETA, C BKPATJICHUSIMHU.

Cpok TOZHOCTH JIEKapCTBEHHOIO IIpermapaTa MpH COONIOIEHUU YCIOBUMN
XpaHEHHUsI B 3aKPBITON YIIAaKOBKE MPOU3BOJUTENS — 3 TOJa C IaThl MPOU3BO/ICTBA.



Heucnonp30BaHHyI0 TMOJOBUHY TaOJeTKH MoAu(UKALUKA TpernapaTta Jis
IICHKOB U MAJICHBKHX CO0aK BECOM JI0 5 KT MOXXHO IOMECTUTH B OJIUCTEP U XPAHUTh
70 CIIEIyIOUIel AereIbMUHTH3AlUU, HO HE Oosee 6 MECSlEB IMOCIE BCKPBITHS
YIAKOBKH.

3anpemaeTcst UCOJIb30BaHUE JIEKAPCTBEHHOTO MTpenapara o UCTEYEHUH CPOKa
TOJHOCTH.

4. JlexapcTBeHHBIN npenapaT pacacoBbIBAIOT 10 2 U 4 TaOJETKU B OIMCTEPHI.
baucteppl mo 2 TabneTkuM ymnakoBBIBAIOT MO | IITyKe B MayKy KapTOHHYIO, a
onucTepsl 10 4 TaOJIETKH YNAKOBBIBAIOT B MaYKK KapTOHHBIE 1O 1 unu 12 mTyk B
KOMIUIEKTE C MHCTPYKLUEH 0 TPUMEHEHHUIO.

5. XpaHsAT npenapar B 3aKpbITON YIIAKOBKE MPOU3BOAUTEINS B 3AIIUILEHHOM OT
IPSIMBIX COJIHEYHBIX JIyYEH MECTE, OTAEIBHO OT IIPOYKTOB ITUTAHUS U KOPMOB, IIPH
temneparype ot 5°C no 25°C.

6. Munnpason® TabaeTKu 1 cobaK ClIeayeT XpaHUTh B MECTAX, HEJOCTYIHBIX
JUIS IETEU.

7. Heucnons3oBaHHBIM Npenapar YTWIM3UPYIOT B  COOTBETCTBUH C
TpeOOBAHUSIMU 3aKOHOIATEIIHCTRA.

8. OTnyckaercs 6e3 perienTa BETEpUHAPHOTO Bpaya.

I. dapmakonornueckue CBOMCTBA

9. Muimpa3on® TabneTku Ui co0aK OTHOCATCSA K TpyIe KOMOMHUPOBAHHBIX
AHTUTEJIbMUHTHBIX  JIGKAPCTBEHHBIX  MPEMApaTOB  HEMATOJOUUIHOTO  H
LECTONOLIUAHOTO ACHCTBHUS.

10. Bxopsiue B cocTaB mpenapara akTUBHbIE KOMIIOHEHThI 00€CTIEUNBAIOT €T0
IIMPOKUM CIIEKTP aHTUTEJIbMUHTHOIO JIEUCTBUSI.

MunpOeMHuITMHa OKCHMM — MAaKPOIMKIWYECKUH JIaKTOH, IOJIydaeMbId B
pe3yabTare (epMEHTATHBHOWM JesTeabHOCTH Streptomyces hygroscopicus var.
Aureolacrimosus, akTuBeH B OTHOIICHWHM JIMYMHOK M HMaro HEMAaTo[,
Mapa3sUTUPYIOIINX B JKEIYJOYHO-KUIIIEYHOM TpakTe co0aK, a TakKe JIMYUHOK
Dirofilaria immitis.

Mexanu3sm  JeWCTBUS ~ MWIBOEMHUIIMHA  OOYCJOBJEH  IOBBIIIEHHUEM
NPOHMIIAEMOCTH KJIETOYHBIX MeMOpaH st noHoB xyopa (Cl), uto mpuBomut K
CBEpXIOJISIpU3alMK MEMOpaH KJIETOK HEPBHOW M MBIIICYHOW TKaHU, Mapajndy U
rubenu napasuta. MakcuMalibHasi KOHIIEHTpaIMsl MIJILOEMUITMHA OKCMMA B TIJIa3Me
KpPOBU COOAK JOCTUTAETCS B TeUCHUE 2-4 4acoB, OMOJOCTYITHOCTh COCTABIISIET OKOJIO
80%. 13 opraausma coeIMHEHNE BEIBOJUTCS B OCHOBHOM B HCM3MEHECHHOM BHUJIC.

[IpazukBaHTEN SIBJISIETCSA AU POBAHHBIM MIPOU3BOIHBIM
MUPA3UHU30XMWHOJIMHA, O0JIAJaeT BBIPAKEHHBIM JEHUCTBHEM NIPOTHUB IECTOJ H
HeMartoa. [loBbImas MpOHUITAEMOCTh KJIETOYHBIX MEMOpaH mapa3uTa Jisi WOHOB
kanbius (Ca"), BRI3BIBAET JAEMOIAPU3AIIUIO MEMOPaH, COKPAIIEHHE MYCKYJIaTyPhl K
pa3pyllieHre TeryMeHTa, YTO MPUBOJUT K TMOENr Mmapa3uTa U CIHOCOOCTBYET €ro
BBIBEJICHUIO U3  OpraHu3Ma JKMBOTHOTO. MakcumainbHasi  KOHIIEHTpALUs
npa3uKBaHTENa B IJIa3Me KPOBH colak jaocturaercs yepes3 1-4 yaca. CoequHenue
MOJIBEpraeTcss OBICTPOM M MPAKTUYECKH TMOJHON OuoTpaHcpopManvyd B TEUYECHH.



YpoBeHB CBSA3BIBAHUS B TUTa3Me COCTABIISIET 0KOJI0 80%, BEIBOAUTCS U3 OpraHu3Ma B
TE€YEHHE 2 CYTOK B OCHOBHOM C MOYOM.

Munnpa3on® TabneTku A1 co0ak IO CTENEHH BO3ACHCTBHMSA HA OPraHU3M
OTHOCSTCS K BEleCTBaM MajioonacHbIM (4 kiacc omacHocty o I'OCT 12.1.007-76),
B PEKOMEHIyEeMBIX  J03aX  HE OKa3bIBAIOT CEHCUOMIIM3UPYIOIIETO,
AMOPHOTOKCHYECKOTO U TEPATOTEHHOTO JICUCTBHUS, XOPOIIIO MEPEHOCATCS coOaKaMu
pa3HBIX MOPOJ U Bo3pacTta. [Ipenapar TOKCHUEH IS ITYEI, a TaKKe PhI0 U JAPYTrux
TUAPOOHOHTOB.

I11. [Topsimox npuMeHEeHUs

11. Mummpazon® Tabnerkn Uit CcOOaK HA3HAYAOT C JIe4eOHOM M
HpO(l)PIJIaKTI/I‘{eCKOﬁ OCJIBIO IIPpHM HCMATOOAO03adX, HCCTOHO03aX M aCCOLUATHBHBIX
HCMATOJO-ICCTOAO3HbIX MHBA3UAX, BBI3BAHHBLIX I'CJIBMUHTAMU CICAYIOIINX BHIOB!:
necroasl — Dipylidium caninum, Taenia spp., Echinococcus spp., Mesocestoides
spp.; memaroael — Ancylostoma caninum, Toxocara canis, Toxascaris leonina,
Trichuris wvulpis, Thelazia callipaeda; Angiostrongylus vasorum (cHmkaet
WHTCHCHBHOCTh 3apaxkeHus), Crenosoma vulpis (cHukaeT HWHTCHCHBHOCTH
3apakenus ), Dirofilaria immitis (mpodunakTrka 3a00aeBaHuUN ).

12. TIpoTMBOMOKa3aHHEM K MPUMEHEHUIO ABIAETCS HMHAVMBUIYaJIbHAS
MOBBIIIIEHHAs YYBCTBUTEJIBHOCTh KMBOTHOTO K KOMIIOHEHTaM Mpemnapara (B TOM
yucje B aHaMHE3¢), BBIp@KCHHBIC HapylIeHHs (PYHKIMM TOoYeK M TedeHu. He
MOJUIeKAT  JIETSIbMUHTH3AIMM  HMCTOIICHHBIE U OOJIbHbIE HMH(PEKITMOHHBIMHU
00JIC3HAMU KMBOTHEIC.

JlereNbMUHTH3AIIMI0  I[IEHKOB IIOPOJLI KOJUIM, OOOTEHNI M IIeNTH IIPH
HEO0OXOIMMOCTH MPOBOIAT O] HAOIMIOJCHUEM BETESPUHAPHOTO Bpada.

13. IIpu pabore ¢ Mummnpazonom® TabneTkamu mIs co0aKk HEOOXOIUMO
coOnoaTh O00INMe TMpaBWiia JIMYHOM TUTHEHBI M TEXHUKH OE€30MMacHOCTH,
MpeayCMOTPEHHBIE TTPU Pa0dOTE C JIEKapCTBEHHBIMHU TIpenapaTtaMu. Bo BpeMst paboThl
C JICKapCTBEHHBIM IIpenapaToM 3ampeiiaeTcsl MuTh, KYpUTh U MPUHUMATH IMHIILY;
nocJje paboThl ClIeNyeT BIMBITh PYKH C MBLIOM.

JronsiM ¢ TUNEPUYYBCTBUTEIBHOCTHIO K MPAa3UKBAHTENy WM MUILOECMULIMHY
OKCHUMY ClieSTyeT n30eraTh MpsMOro KOHTaKTa C pernapaTom.

[lycrast ymakoBka W3-TIOJ Tperapara MOMJICKHUT YTUIU3AIUU C OBITOBBIMU
OTXOJIaMH.

[Ipu cnyuaiiHoM momajaHWM Mpernapara Ha KOXY WM CIM3UCThIE 000JIOYKH
€ro HeoOXOIMMO TOTYAC CMBITh MPOTOYHOM BOJION ¢ MBIJIOM. B ciydae mosiBneHus
AUIEPTUYECKUX PEaKIMil W/WUIW TPU CIyd4alHOM TOMNAaJaHUuU JIEKApCTBEHHOTO
mpernapara B OpraHU3M YeJIOBEKa CJIeIyeT HEMEJICHHO OOPAaTUThCS B MEIUIIMHCKOE
yupexJieHre (mpu cede HMMETh WHCTPYKIMIO [0 MNPUMEHEHUIO IMpernapara Wid
ITUKETKY).

14. TTpenapaT MOXXHO MPUMEHSATH OEPEMEHHBIM U JIAKTUPYIOIIUM KHUBOTHBIM.
He cnemyer mpumeHsTh mpemapaT IIEHKaM MOJIOKE 2-HeIeIbHOro BO3pacra M
maccou meHee 0,5 K.



15. Munmnpason® TabneTku i co0aK NPUMEHSIOT OJHOKPATHO BO BPEMs
KOpPMJICHUSI ¢ HEOOJBIINM KOJIMYECTBOM KOpMa WM BBOJST MPHUHYIUTEIHRHO Ha
KOPEHb S3bIKA IIOCJIE€ KOPMJICHHS B MUHHMAJIBHOW TeparneBTudeckon nose 0,5 mr
MUJIBOEMUIIMHA OKCHMMa W 5 MI' Ipa3uWKBaHTENa Ha 1 Kr Macchl KMBOTHOIO, U3
pacuera:

Muimpaszon® TabneTku s codak
Macca JUIA IIIEHKOB M MaJIEHBKUX co0ak | 171 co0ak BecoM Oojee 5 Kr
YKABOTHOTO BECOM J10 5 KT (OBaJIbHBIC (KpyTJible TaOJNETKHU C
TaOJIETKH C COJIEpKAHUEM COJIep’)KaHUEM MUJILOEMUITMHA
MHILOEMHUIIMHA OKCUMA - 2,5 MT U okcuma - 12,5 Mr u
pa3uKBaHTeNa - 25 Mr) npasukBaHTena - 125 mr)

05-1«kr Y5 TabneTku -

>1-5«kr 1 TabneTka -

>5—-10xr 2 TabJIeTKH 1 TabneTka
> 10— 25 kr - 1 TabneTka
> 25— 50 kr - 2 Ta0JIeTKH
>50-75kr - 3 TabneTKHn

[IpeaBapuTenbHON TOJOAHONW TUETH M MPUMEHEHHS CIaOUTETBHBIX CPEICTB
nepe JereIbMUHTH3aeN He TpeOyeTcs.

Jlns perenbMuHTH3aMKM coOaKk MPH HMHBa3HWM, BbI3BaHHON Angiostrongylus
vasorum, Munmpason® TabmeTkm s co0ak NPUMEHSIOT C JI€YEOHOM LENbIO
YETHIPEXKPATHO C UHTEPBAJIOM 7 CYTOK, C IEJIbI0 MPOPUIAKTUKN — KaXK]Ible 4 HeleNn
B TEPAIEBTUYECKON J103€.

Jliis nerenbMHHTH3AIMKA coOak NpH MHBa3uH, BeI3BaHHOW Thelazia callipaeda,
npenapaTr IpUMEHSIIOT JBYKPATHO C UHTEPBAJIIOM 7 CYTOK.

C nuenbto mnpodwrakTuku aupoduispuo3a B HEOJAromoJy4yHBIX — TIO
3a00JIEBaHUIO PErMOHaX Mpernapar MPUMEHSIOT B BECEHHE-JIETHEe-OCEHHUM MEepUo;
nepe;i HauaaoM J1€Ta KOMapoB U MOCKUTOB (ITEPEHOCYMKOB BO30yauTe st D. immitis)
OJIHOKPATHO, 3aT€M OJIMH pa3 B MECAI] U MOCIEIHUNA pa3 B ce30HE uepe3 | mecs
nocje 3aBeplleHusi J€Tta HacekombiX. llepex nereapMUHTH3ALME, CIETyET
MPOKOHCYJILTUPOBATHCS ¢ BETEPUHAPHBIM BPA4OM, YTOOBI MCKIIIOUUTHh HAJTUYHE Y
YKUBOTHOTO B KPOBU MUKPODHUIISPHIA.

16. [ToGOYHBIX SABJICHU U OCIIOKHEHHH MPY TPUMEHEHUU TIpernapara CorJiacHO
HACTOSIIECH MHCTPYKIIUM, KaK MPABUIIO, HE HAOII0aeTCsl. Y HEKOTOPBIX KUBOTHBIX
MOXET HaOJIFOAaThCs BSUIOCTh, aTAKCHSI, TPEMOP MBIIIIL, PBOTA W/UIIUA AUApPEs], B ITUX
Cllydasx MpUMEHEHHE TpernapaTa npeKkpamaroT U )KUBOTHOMY Ha3HAYalOT CPeICTBA
CUMIITOMATHYECKOM TEPAIUU.

17. Tlpu nepenao3upoBKe Mpenapara y HEKOTOPBIX cO0aK MOTyT HaOMI0aThCs
YTHETEHHOE COCTOSIHUE, CIIIOHOTEUEHHE, Mape3 MbIUII, APOXb W (WIM) IIaTKas
MOXOJIKa. OTWU CHUMITOMBI MPOXOJAT CIIOHTAHHO B TEUYEHHUE CYTOK, IIpH
HEO0OXOMMOCTH KUBOTHOMY HAa3HAYAIOT CPEJICTBA CUMIITOMATUYECKON TEPATTHH.



18. Munnpa3zon® TabneTKu i CO0aK COBMECTHMBI C CEJTAMEKTUHOM, CBEICHHUS
O COBMECTUMOCTU TIpenapara ¢ JAPYTUMHA MaKpOIMKINYECKUMHU JIAKTOHAMHU

OTCYTCTBYIOT.

19. Ocobennocreit AeicTBUS TpemapaTa MpU €ro NepBOM MPUMEHEHHH H

OTMCHC HE€ BBIABJICHO.

20.

HpI/I IMPpOBCACHUN  ACTCIIbMHUHTHU3AIN

CJICayCeT IPUACPKUBATHCA

PEKOMEHTyEeMbIX MHCTPYKIMEH CPoKoB. B ciyuae mpomycka ouepenHoi 00paboTKu
pUMEHEHUE TIpernapaTa BO3OOHOBIISIIOT B TOM K€ JI03€ U 110 TOM JKe CXEME.
21. Tlpenapat He npeIHa3HAuEH ISl IPUMEHEHUS MPOAYKTUBHBIM >KUBOTHBIM.

HaumenoBanue u aapec
MPOM3BOJICTBEHHBIX IIOMIAI0K
MPOW3BOIUTEIS JIEKAPCTBEHHOTO
npemnapara Jjsi BETEpUHAPHOTO
MIPUMEHCHUS

HaumenoBanue, anpec opranuzaiuu,
YIIOJTHOMOYEHHOM BIIAIECIBLIEM WUIIH
nepyKaTesieM PerucTPaliMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO
rpernapara Ha MPUHITHE TPETEH3UI
OT MOTpeOUTEIS

AO «KPKA, n.1., HoBo Mmectoy,
[[Imapeemika necra 6, 8501 HoBo mecro,
Cnosenus/ «kKRKA, d.d., Novo mestoy,
Smarjeska cesta 6, 8501 Novo mesto,
Slovenija.

AO «KPKA, n.1., HoBo mecto», IloBxoBa
ynuia 5, 8501 HoBo mecto, CiioBeHus1/
«KRKA, d.d., Novo mesto», Povhova ulica 5,
8501 Novo mesto, Slovenija.

«KPKA-®APMA n.0.0», B. Xonbesna 20/E
10450 Slctpebapcko, XopBatwsi./
«KRKA-FARMA d.0.0.», V. Holjevca, 20/E,
10450, Jastrebarsko, Croatia

000 «KPKA-PYCx», 125212, r. Mockaa,
I'osmoBuHCKOE mI0CCE, 1TOM 5, KOpmyc 1
Ten.: (495) 981-10-95, daxc: (495) 981-10-
91.



