HHcTpyKknus no npuMeHeHN 10 Tad1eTok MUJINPa3oH 1151 KOUIEK
U151 JIeYeHUs M MPO(PMIAKTHKY HEMATO/1030B 1 IeCTO030B
(opranmzarusi-pazpabotank «KRKA, d.d., Novomesto», CiroBenus)
VYrBepxaeHa 22 oxtsaops 2014 roxa.

I. O61mue cBeneHus

ToproBoe HaMEHOBaHUE JICKAPCTBEHHOTO Mpenapara: Muanpa3oH TadjaeTku 1Jis

kxomek (Milprazon® tabletsforcats).

MGXHYHapOIIHOG HCIIaTCHTOBAHHOC HAMMCHOBAHUC: MI/IJIbﬁeMI/IlII/IHaOKCHM, NMpasuKBaHTEJI.

JlexapcTBeHHas popma: TabIETKU ISl OPAILHOTO IPUMEHEHHUSL.
Munmnpa3on TabJeTKH 17151 KOIIEK B KAUeCTBE JICUCTBYIOIIMX BEIIECTB COJIEPKAT
MI/IJ'[I)6€MI/IHI/IH30KCI/IM W MPa3suKBaHTCIL.

BrimyckaroT npemnapar B 1ByX MOAUDUKAIUAX: ISl KOTST U KOIIEK BECOM JI0 2 KT C
coJiepsKkaHneM MuIbOeMuIIMHaoKcuMa - 4 Mr/Tabm. u npasukBanrena - 10 mr/tabn. u
BCIIOMOTATEIBHBIX BEIIECTB: MUKPOKPUCTAITMYECKON 1IEIITI0036I - 32,98 MT, MOHOTHIpaTa
JIaKTO3bI - 75,37 mr, nmoBuaoHa - 0,75 Mr, KpockapMeI103bl HaTpus - 5,50 Mr, KpeMHHUS
KOJUUIOMTHOTO 0e3BoiHOTO - 0,90 Mr, maraus cteapata - 2,50 mr, Onazapaii 6enoro - 3,20 mr,
MsIcHOTO apomatusaropa - 0,40 mr, cyxux apoxxen - 0,20 mr, xene3a okcuaa xxenroro E172 -
0,20 mr; 1 U1 KoleK BecoM Ooiee 2 KT ¢ cofiepKaHHeM MUIIbOeMHUIIMHaoKcuMma - 16 Mr/tabi. u
npasukBanTena - 40 Mr/Tali. ¥ BCIOMOTaTeIbHBIX BEIIECTB: MUKPOKPHUCTATUINYECKOM
nesutronossl - 20,80 Mr, MoHOruApara JakTo3sl - 41,50 Mr, moBHUI0HA - 3 MTI', KPOCKAPMEILIO3BI
HaTpus - 7 MT, KpEMHUS KOJUIOUIHOTO O6e3BoHOTO - 1,20 Mr, Mmaraus creapara - 2,50 mr,
Omnanpaii 6esoro - 3,20 Mr, msicHoro apomarusaTtopa (AromaMeatFlavour 10022) - 0,40 mr,
cyxux apoxokent - 0,20 mr, xxene3a okcuga kpacaoro E172 - 0,20 mr.

[To BHemHeMy Buy MunnpazoH TabaeTKu AJis KOIIEK B MOAU(PHUKAIIUY JJIs1 KOTST U KOIIEK
BECOM /10 2 KT IPEJCTABIISAIOT COO0M KOPUYHEBO-KENIThIE OBaJIbHbIE ABOSKOBBIMYKIIbIE TAOIETKU
CO BKYCOM MsiCa, MOKPBITHIE MIJICHOYHON 000JIOUKOM, C PUCKOM Ha OJTHOM CTOPOHE; a B
MOAU(UKAIIUH JUTsI KOLLIEK BecoM 0oJiee 2 KI' - KOpUYHEBO-KpACHbIE OBAJIbHBIE TBOSIKOBBITYKJIbIE
TabJIETKU CO BKYCOM MsCa, OKPBITHIE MJICHOYHOM 000JI0UKOM, ¢ pUCKOM Ha OHON CTOPOHE.

[Ipenapat BeimyckaroT pacacoBaHHbIM 110 2 U 4 TabJIETKU B OJIIMCTEPHI, YITAKOBAaHHBIC B
KapTOHHbIE KOPOOKH B KOMILJIEKTE C HHCTPYKLIUEH 110 IPUMEHEHHUIO.

XpaHsT npenapar B 3aKphITON yIaKOBKE MPOU3BOIUTEINS B CYXOM, 3AIIUIIEHHOM OT MPSMBIX
COJIHEYHBIX JTy4eil MecTe, OTAENbHO OT MPOAYKTOB MUTAHUS U KOPMOB, Ipu TemrepaType oT 5°C
o 25°C.

CpOK TOAHOCTH JICKAPCTBCHHOT'O IIpCIiapaTa Ipu CO6J'IIO,Z[€HI/II/I YCHOBI/Iﬁ XpaHCHUA B 3aKpBITOI71
YIIAKOBKEC ITPOU3BOAUTCIIA - 2 roga € JaThbl IIPOU3BOACTBA.

HeI/ICHOJ'IBSOBaHHYIO INOJIOBUHY Ta0JIETKH MOKHO IIOMECTHUTD B 6J'II/ICTep " XpaHUTb 10
CJ'ICI[YIOH_Ieﬁ JACTCJIbMUHTHU3allii, HO HE Ooiee 6 MCCAIICB ITOCJIC BCKPBITUSA YITAKOBKH.

3anpemaeTcs[ HCIIOJIB30BAHHUC JICKAPCTBCHHOI'O ITpeTiapaTa 1o UCTCYCHHUU CpOKa ITOJHOCTH.
MI/IJ'IHpa3OH Ta0bJeTKH JJIL KOMICK CJICAYCT XPAHUTDh B MECTAX, HECAOCTYITHBIX JJIA JIETEH.

Hewncnons30BaHHBIN J'ICI(apCTBCHHHﬁ npenapar yruim3upyroT B COOTBETCTBHUU C Tpe6OBaHI/I$IMI/I
3aKOHOJAaTCJIbCTBA.

II. ®apmakoJiornyeckue CBOMCTBA
Munnpa3oH TabJIeTKH IS KOIIeK OTHOCSATCS K TPYIe KOMOMHUPOBAHHBIX aHTUT€IIEMUHTHBIX
MPENapaToB HEMATOIOLUIHOTO U LIECTOJAOLMIHOTO AEHCTBUS.



BXO[[HHIHC B COCTaB Mpcriapara aKTUBHBIC KOMIIOHCHTBI 00ecIeunBaioT €ro IHHpOKI/Iﬁ CIICKTP
AHTUI'CIIBMHUHTHOI'O IICI\/JICTBI/ISI.

Munib0eMHIIMHAOKCHM - MaKPOLMKINYECKUH JIAKTOH, II0JIy4aeMbIii B pE3yJIbTaTe
(dbepMeHTaTUBHOM esTenbHOCTH Streptomyceshygroscopicusvar. Aureolacrimosus, aKTUBEH B
OTHOIIEHUH JIMUYMHOK U UMaro HEMaTo/l, Mapa3UTUPYIOIIHUX B KEJIYI0UHO-KUILIEYHOM TPAKTE
KOILIEK, a TaKKe JIMYMHOK HeMaToabl Dirofilariaimmitis.

MexaHu3Mm efcTBUS MUIbOEMULIMHA 00YCIIOBIIEH MOBBIIIEHUEM IIPOHUIIAEMOCTH KIETOYHbBIX
MeMOpaH it noHOB xJstopa (CI'), 9T0 MPUBOIUT K CBEPXITOISIPU3AIIE MEMOpaH KJIETOK HEPBHOM
U MBILLIEYHOM TKaHH, apainyy 1 rudenu napasura. [locne nepopanbHOro BBeieHuUs Ipernapara
MaKCHMaJIbHasi KOHIIEHTpALMs MUJIbOEMUIIMHA0OKCHMA B IJIa3M€ KPOBU KOIIEK JIOCTUTaeTCs
yepes 2 yaca, U3 OpraHn3Ma Coe/IMHEHNE BBIBOJUTCS B OCHOBHOM B HEU3MEHEHHOM BH/IE,
MEPHO/I MOTYBBIBEICHUS COCTABIISET OKOJIO 13 yacos.

IIpasuxBaHTeJ ABJIAETCS AMIIMPOBAHHBIM MPOU3BOIHBIM MUPA3UHU30XUHOINHA, 00Ia1aeT
BBIPAKEHHBIM JIECTBUEM MPOTUB LIECTO]l U HEMaTo . [ToBbIlas MpoOHUIIAEMOCTh KJIETOUYHBIX
MeMOpaH mapasuTa s HOHOB Kasbius (Ca®"), BEI3BIBAET JAEMOIAPU3AIKIIO MEMOpaH,
COKpAIllEHUE MYCKYJIaTyphl U pa3pylIeHHe TEryMeHTa, YTO MIPUBOIUT K THOeNN napasura u
CIIOCOOCTBYET €ro BBIBEJICHUIO U3 OpraHu3Ma >kuBOoTHOro. [locne nepopaabHOro BBeIeHUS
npernapaTa MaKCUMallbHas KOHIEHTpalus IPa3uKBaHTENa B I1a3Me KPOBU KOIIEK JOCTUTaeTCs
yepe3 1 yac, U3 opraHu3Ma coeIMHEHNE BBIBOJIUTCSI B OCHOBHOM B BHJI€ HEAKTUBHBIX
MeTab0JIUTOB ¢ MOYOM, EPUOJ TOJTYBBIBEIEHUS COCTABIISET OKOJIO 3 4acoB.

MHanaon Ta0JIETKHA JUIA KOLIEK ITO CTCIICHU BOS)IGﬁCTBI/ISI Ha OpraHu3M OTHOCATCA K
BemecTBamM ymepeHHo omacHbIM (3 kimace onacHoctd o 'OCT 12.1.007-76), B pekoMeH1yeMbIX
7103aX HE OKa3bIBAIOT CEHCUOMIM3UPYIOIIEr0, SMOPHOTOKCHUYECKOTO U TEPATOr€HHOTO AEUCTBHUS,
XOPOIIO MEPEHOCATCS KOIKaMH pa3HbIX MOPOJI U BO3pacTa.

[IpenapaT TOKCHUEH A7 Y€, a TAaKXKe pbl0 U APYTruX rUAPOONOHTOB.

III. ITopsaioxk mpuMeHeHU st

Munmnpa3oHn TabJeTKH 7151 KOIIEK Ha3HAYAIOT C JICUCOHOM M MPOUIAKTUUECKOH TETBI0 TIPU
HEMAaTo0/103aX, LECTO03aX U aCCOLMATUBHBIX HEMATO0-11ECTOI03HBIX MHBA3UAX, BEI3BAHHBIX
KaK JIMYMHOYHBIMU (DOpMaMH, TaK U MOJIOBO3PENIBIMU LIECTOIAMU M HEMATOIaMU CJIETYIOLIUX
BH/JIOB:

uecrosl - Dipylidiumcaninum, Taenia spp., Echinococcusmultilocularis;
nemarozbl - Ancylostomatubaeforme, Toxocaracati, Dirofilariaimmitis
(mpodunaxkTrkazaboieBaHus).

HpOTI/IBOHOKaSaHI/ICM K IPUMCHCHUIO MI/IHHpaSOHa ABJIICTC MHAWBUAYaJIbHAA ITOBBIICHHAA
YYBCTBUTCIIbHOCTD JKUBOTHOT'O K KOMIIOHCHTAaM IIperiapaTa (B TOM 4HUCJIC B aHaMHGSG),
BbIPA’KCHHBIC HAPYIICHUA (1)YHKI_II/II/I IIOYCK U IICUYCHU.

He CJICAYCT IMPUMCHATH IIPCIIapaT KOTATAM MOJIOKC 6'H€,I[€J'IBHOI‘O BO3pacTa u Maccou MeHee 0,5
kr. He moanexart aerelbMUHTH3ALMH UCTOIICHHBIE 1 OOJIbHBIC I/IH(i)eKI_II/IOHHBIMI/I 00JIe3HIMH
JKHUBOTHBEIC.

Z[el"eJ'ILMI/IHTI/I?»aLII/II-O 6epeMeHHHX " KOPMAIIHUX KOIICK ITPpU HCO6XOI[I/IMOCTI/I IMPOBOJAT IO
Ha6J'IIO,[[eHI/ICM BETCPUHAPHOT'O Bpayda.

HpenapaT MPUMCHAIOT KOIKaM OJHOKPATHO BO BPEMA KOPMJICHUS C HEOOJIBIITUM KOJIHYECTBOM
KOpMa WA BBOJAT NPUHYAUTCIIBHO HAa KOPCHDb A3bIKaA ITOCJIC KOPMJICHHUSA B MUHHUMAaJIbHON
TepaHeBTH‘{CCKOﬁ J03¢€ 2 Mr MI/IHBGCMI/II_II/IHaOKCI/IMa U5 Mr Mpa3suKBaHTCIIA Ha 1 xr mMaccel
JKUBOTHOTO, U3 pacucTa:



MHunmpazoH TabIeTKH O14 KOSk

Bec komkwH, kT 1A KOTAT H KOIIEK BECOM J0 2 KT 714 KOIIeK BecoM Dolee 2 KT
(KOpHYHEBO-KeNThIe TA0IeTKH C (KOopHIHERO-KpAacHbIe TalIeTKH C
COIep KaHHeM MHTEOSeMHIIHHA OKCHMA | COIEep:RAHHEM MHILOEMHITHHA
4 MT H npa3sHkBaHTena 10 Mr), mT. OKCHMaA 16 MT H ImpasHKBaHTena 40

MT ), TIIT.

0.5-1 1/2

1-2 1

2-4 1/2

4-8 1

8-12 112

[IpenBapuTenbHOM TOJIOAHON AUETHI U TPUMEHEHHUS CIIa0UTENbHBIX CPEJCTB MEPEs]
JereIbMUHTH3AIMeNH He TpeOyeTcsl.

C ne4yeOHOM 11ETBI0 KOIIEK JIeTeIbMUHTU3UPYIOT IO MOKa3aHUsIM, ¢ MPOPUIAKTUIECKOU HEIbIO -
€XKEKBapTaJIbHO, a TAKKE Nepe]] KaKI0M BaKIIMHAIIMEN U CITYYKOM B TEPANEBTUYECKOMN J03€.

OpHOKpaTHBIN MpHUEM IpernapaTa ¢ Uelblo AereIbMUHTU3ALNN 3al[UIIAeT KOIIEK OT 3apaKEeHUs
Dirofilariaimmitis B Teuenue ogHoro Mecsua. Jius nocnenyromen npoQuiakTUKH
IUPOPUIIIPHO3a 11€7I€CO00Pa3HO MPUMEHATH NIPENapar ¢ COAEP>KaHUEM OJIHOTO JEHCTBYIOLIETO
BEIECTBA MIJIbOEMUIITHAOKCHMA.

[Ipu nepeno3upoBke mpenapara y Kouek MOryT Habi0JaThCsl BSJIOCTh, aTAKCHsI, TPEMOP MBbIIIII,
pBoTa u/unu auapesi. CUMITOMBI CAaMOTIPOU3BOJIBHO HCUE3aI0T B T€YEHUE CYTOK, IIPU
HE0OX0IMMOCTH KUBOTHOMY Ha3HA4YalOT CPEACTBA CUMIITOMAaTUYECKOM Teparnui.

OcobOeHHoCTel IeHCTBHS MperapaTa Py €ro MepBOM IMTPUMEHEHUN U OTMEHE HE BBISIBJICHO.

[Ipu mpoBeACHUM IETEIPMUHTHU3AINH CIICYeT MPUIACPKUBATHCS PEKOMEHYEMbIX HHCTPYKIIUEH
CpokoB. B ciydae npormycka odepeHoit 00pabOTKH MPpUMEHEHHE MperapaTa BO30OHOBIISIOT B
TOM K€ JO3€ U IO TOU JKE CXEME.

I[T000YHBIX SIBJICHUN M OCJIOKHEHUHN IIpHu IPUMCHCHUM IIpCIIapaTa COrjiiaCHO HaCTOHH_Ieﬁ
HUHCTPYKIUHU, KaK IIPpaBHJIO, HE Ha6moz[aeTc>1.

B PCAKUX ClIydadaXx, 4all€ y KOTAT, MOT'YT Ha6J'II-O,I[aTBC$I BAJIOCTb, aTaKCHs, TPEMOP MbILIL, pBOTA
H/Uau auapes. B stom cJIydac J)KUBOTHOMY HasHa4darOT CPpCIACTBA CHMITOMAaTHYCCKON TCpaIum.

MI/IHHpaSOH TaOJIETKH JJIAA KOIEK COBMECTHUMBI C CCIIAMCKTHMHOM, CBEACHHUA O COBMCCTHUMOCTHU
npenapara ¢ ApYruMmu MakpOUUKINYCCKUMU JIAKTOHAMH OTCYTCTBYIOT.

HpenapaT HC IMPEAHA3HAYCH JII IPUMCHCHU S MTPOAYKTUBHBIM JKUBOTHbBIM.

IV. Mepbl JIn4HOH NPOPHIAKTUKH
[Ipu pabore ¢ Munmnpa3zoHoM HEOOX0AUMO COOIIIOIATh OOIIHE MPaBUIA TUYHON TUTHEHBI U
TEXHUKH 0€30MaCHOCTH, MPEIYyCMOTPEHHBIE TP paboTe ¢ TeKapCTBEHHBIMU MpenapaTami.

ITpu ciyyaiiHOM KOHTaKTe JIEKapCTBEHHOI'O Ipenapara ¢ KoKeil Ui CIU3UCTBIMUA 000JI0YKaMH
IJ1a3, UX HEOOXOIMMO POMBITH OOJIBIIUM KOJIMYECTBOM MPOTOYHOM BOJBI. JIro1s1M ¢
THIIEPUyBCTBUTENIBHOCTBIO K KOMIIOHEHTaM Tpenapara cieyeT u30eratb npsMoro KOHTaKTa ¢
Munnpa3oHoM TabiaeTkaMu AJs Koulek. B ciaydae nposiBiieHus ajyiepruuecKux peakiui min
IIPU CITy4aifHOM TOMAJaHUU Mperapara B OpraHu3M YesloBeKa ciielyeT HeMEJIEHHO 00paTUThCS
B MEIMLIMHCKOE yUpexJIeHHe (Tpu cede MMETh MHCTPYKIIMIO 110 MPUMEHEHUIO Npenapara uin
ITHUKETKY).

HYCTyIO YIIAKOBKY U3-TIO/J JICKAPCTBCHHOTO IIpeIiapara 3alpCiiacTCs UCII0JIb30BaTh I
OBITOBBIX ueneﬁ, OHa NMOJIC)KUT YyTUJIM3allhuU C OBITOBBIMH OTXOJaMH.






