NHCTPYKINA
o npuMeHeHuo Muinb0emakca™ jxeBaTenbHbIX TaOJETOK sl cobak
JUIsl JIeYeHUs] U MPO(PUIAKTUKA HEMATOA030B U LIECTOI030B

(Opranuzanus-paspaboruuk: «Elanco Europe Ltd», Lilly House, Priestley Road,
Basingstoke, Hampshire RG24 9NL, UK / «2nanko Opon JItay, Jlunnu Xayc, [Ipuctiu
Poyn, r. belicunrctok, rpadgctBo I'smnmup, RG24 9ONL, BeaukoOputanus)

[. OGmue cBenenus

1. ToproBoe HaumMeHOBaHHUE JIEKapCTBEHHOTo Tmpemapara: Munboemakc™
xKeBaTenbHbIe TabneTku ans cobak (Milbemax™ chewable tablets for dogs).

MexayHapoqHOE HENAaTeHTOBAHHOE HAMMEHOBAaHHE: MHUJIbOEMHUIMHA OKCHUM,
Mpa3uKBaHTEII.

2. JlekapcTBeHHast ¢popMa: TabIETKU AJIsI OPAIIbHOTO MPUMEHEHHUS.

Munsbemakc™  jkeBaTenbHBIE TaOJeTKH sl CcO0aK BBINYCKAOT B  JABYX
MonudUKanuAxX: s MaJeHbKUX co0ak W MIeHKOB, Maccod or 1 mo 5 «kr, ¢
COJEpKaHUEM B KadecTBE JEHUCTBYIOIMX BEIIECTB MHJIbOEMHIIMHA OKCUM - 2,5 MI U
npas3ukBaHTed - 25 Mr B 1 Tabnetke, u Ay cobak Maccoii 6osiee 5 Kr ¢ cojJepKaHUEM B
Ka4yecTBE JCHUCTBYIOUIMX BEHIECTB MUIbOEMHUIIMHA OKCUM - 12,5 Mr W mpas3ukBaHTelNl -
125 mr B 1 TabmeTke, a B KauyecTBE BCIIOMOTATEIbHBIX BEIIECTB: TJHUIIEPOII,
MPONUJIEHTIUKOIIb, OKCHUJ xKelnesa KOPUYHEBBIH, Oy TUIATUAPOKCUAHUBO,
NpoNuraiiar, MpeXKeIaTUHU3UPOBAHHBIA Kpaxmal, HaTypalbHBIII apoMaTHU3aToOp
KypHIIbl, CaXapHYyI MYApPY, BOJIY OUUILIEHHYIO, HATPUA XJOPHUT, MOHOTUAPAT JIUMOHHOMN
KHUCJIOTHI.

3. Ilo BHemHeMy Buay Munp0emakc™ keBaTeabHBIE TaOJdeTKU s coOak
NPEACTABISIIOT CO00N OBalbHBIE TaOJIETKH TEMHO-KOPUUYHEBOTO I[BETA.

Cpok TrOJHOCTH JIEKaPCTBEHHOIO MpernapaTta Mpu COOJIOJEHUHU YCIOBHU XpaHEHUS
B 3aKPBITOM YNAaKOBKE MPOU3BOJIMUTEINS - 2 ToAa C IaThl IPOU3BOJICTBA.

3anpemaeTcss MCHOJIb30BAHUE JIEKAPCTBEHHOTO Mpemnapara MO HCTEYEHUH CpOKa
TOJHOCTH.

4. Tlpemapat BbIIYCKalOT pacdacoBaHHBIM 1o 2 uiau 4 TabneTku B OJHUCTEPHI,
ylmakoBaHHbIE B KapTOHHbIe KOpoOku mo 1 Onucrtepy. Kaxnmas kopoOka cHabxkaeTcs
UHCTPYKIUEN MO MPUMEHEHUIO.

5. XpaHAT mpemnapaT B 3aKpbITOM YMaKOBKE MNPOU3BOIMTENS B 3aUUIIEHHOM OT
NpsIMBIX COJHEYHBIX JIydeld MecTe, OTIAEJIbHO OT MPOAYKTOB MHUTAHUS U KOPMOB, IPHU
temnepatype ot 0°C go 25°C.

6. [Ipenapar cinegyer XpaHUTh B Me€CTaX, HEAOCTYIHBIX AJs JETEl.



7. Heucnonp30BaHHBINA TpemnapaTr YTUIH3UPYIOT B COOTBETCTBHHU C TPEeOOBAHUIMHU
3aKOHOJIaTENbCTBA.
8. OTnmyckaercsi 6e3 pelenrta BeTepUHAPHOTO Bpaua.

II. ®apmakosoruyeckue CBOMCTBA

9. Munpbemakc™ xeBaTenbHble TaOJNEeTKU MJsi co0AaK OTHOCATCS K TpyIIe
KOMOWHHPOBaHHBIX AHTUTEIbMUHTHBIX JEKapCTBEHHBIX npenapaToB
HEMaTOONUIHOTO U IECTONOUMIHOTO ACHCTBHS.

10. Bxoasuiue B cocTaB IpermapaTa aKTUBHbIE KOMIIOHEHTBHI OOCCIEYMBAIOT €TO
IMIUPOKHUH CHEKTP aHTUTCIBbMUHTHOI'O JACHCTBHS.

Muns0eMHUIIHA OKCUM - MAaKpPOUMKIWUYECKUI JTaKTOH, MOJy4aeMblii B pe3yjbTaTe
dbepMeHTaTUBHOW JesATeNbHOCTH Streptomyces hygroscopicus var. aureolacrimosus,
AKTUBCH B OTHOIICHWUM YECOTOYHBIX KJICIICH, JIMYMHOK M MMaro HeMaToJ, a TaKxke
nuunHok Dirofilaria immitis.

MexaHu3M JelcTBHS MUIbOEMHIIMHA OOYCIIOBJIEH IMOBBIIICHHEM MPOHUIIAEMOCTH
KJIETOYHBIX MeMmOpaH s umoHoB xyopa (Cl~), 4TO NPUBOIUT K CBEPXIOJSIpPU3ALUU
MeMOpaH KJIETOK HEPBHOW U MBIIMIEYHOW TKaHU, Napanudyy U rubdend mapasura.
MakcumanbHas KOHIEHTpalus MWIbOeMUIIMHA OKCHMMa B IJJa3Me KpOBH co0ak
JIOCTUTACTCAd B TeueHUe 2-4 YacoB, NMEPUOJ IOJYBBIBEACHHUS COCTaBisier 1-4 CyTOK,
O6uonocTynHOCTh cocTaBisieT okoio 80%. W3 opranusma coequHEHUE BHIBOJAUTCA B
OCHOBHOM B HEHU3MCHEHHOM BHJIC.

[Ipa3zukBaHTeN SABJISETCS AlUJIMPOBAHHBIM MPOU3BOJAHBIM MUPA3UHO-U30XHHOJIUHA,
oOmamaeT BBIPAXCHHBIM JEMCTBUEM TPOTUB IlecTOox W  Tpemarton. IloBwimas
MPOHMIIAEMOCTb KICTOYHBIX MeMOpaH mapasuTa 1us HoHOB Kambius (Ca’’), BbI3bIBaET
JIemnoysipu3anio MeMOpaH, COKpallleHue MYCKYJaTypbl U pa3pyllieHHE TeryMeHTa, 4TO
OPUBOAMT K TUOENM Tmapasuta W CHOCOOCTBYET €ro BBIBEJACHHIO K3 OpraHu3Ma
KUBOTHOTO. MakcumanbHas KOHIEHTpalus Npa3sMKBaHTENa B IUIa3Me KPOBH Co00Oak
nocturaerca uepe3d 0,5-4 waca, mepuoa TMONyBbIBEJEeHHUs cocTaBiseT 1,5 wuyaca.
CoenuHeHue mnojaBepraeTcss OBICTPOM M MPAKTUUECKU MOJHOW OuoTpaHcPopManuu B
ne4yeHu. YPOBEHb CBA3bIBaHHUS B IJIa3Me cocTaBiseT okoiao 80%, BBIBOAUTCS U3
OpraHu3Ma B TEUYCHHUE 2 CYTOK B OCHOBHOM C MOYOM.

Munsbemakc™ xeBatenbHble TaOJleTKU I coOak MO CTENEHH BO3JEHCTBUS Ha
OpraHu3M OTHOCATCS K BelecTBaM MmanoonacHbelM (3 kiacc omacHoctu no ['OCT
12.1.007-76). [IpenapaT TOKCUYEH IJI MYeJ, a TaKXKe PbI0 U JPYrUX ruJApOOHOHTOB.

III. TTopsimox mpumMeHEHHSA

11. Munp6emakc™ s>xeBaTeabHBIC TAaOJETKH IS cOOAK Ha3HAYAlOT C Je4yeOHOH U
npoHIAKTUYECKONW IEJbI0 TpU HEMaToj03aX, IeCTOA03aX M  acCOIMaTHUBHBIX
HEMAaTOJ0-1€CTOJO3HbIX HWHBA3UAX, BBI3BAHHBIX TCIBMUHTAMH CJICAYIOMHUX BUIOB:
nectonsl - Dipylidium caninum, Taenia spp., Echinococcus spp., Mesocestoides spp.;
HemaTonbpl - Ancylostoma caninum, Toxocara canis, Toxascaris leonina, Trichuris
vulpis, Thelazia callipaeda; Angiostrongylus vasorum (jeueHue u npoduIaKTHKA
3aboneBanus), Crenosoma vulpis, Dirofilaria immitis (nmpodunaktuka 3adoyieBaHus).

12. HpOTI/IBOHOKaBaHI/IeM K IPUMCHCHHUIO ABJIACTCA HMHAUBUAYAJIbHASA IMOBBLIIICHHAA
YYBCTBHUTCIBHOCTDb X XHUBOTHOI'O K KOMIIOHCHTAM IIpCIiapara (B TOM YHCJIIC B aHaMHCSC),
BBIPA’KCHHBIC HAPYIICHUA (byHKI_II/II/I Mmo4YeK W InedeHu. He momiiexar aereJbMUHTHU3ALUHU
HCTOILICHHBIC U OOJILHEIE I/IH(beKI_II/IOHHBIMI/I 00JIC3HSIMH JKUBOTHEIE.



[Ipemapar B Moaudukanuu s MaJeHbKUX co0ak MW IIEHKOB HE CIeAyeT
MpUMEHATH co0akaM maccoit meHee 1 kr. [IpemapaTt B Mmogudukanuu s co0aKk Maccoi
Ooyiee 5 Kr HE cienyeT NPUMEHAITh co0aKkaM Maccoil MEHee 5 K.

JlereIbMUHTH3AMIO  IIEHKOB  IMOPOJ  KOJUIM, ©OO0O0TeHJ W  MIeJTH TMpH
HEO0OXOJMMOCTH TPOBOIAT MOJ HAOJIIOJCHUEM BETCPUHAPHOTO Bpauya.

13. Munsbemakc™ jkeBaTelbHBIC TAOJETKH I COOAK MPUMEHSIOT OJHOKPATHO
BO BpeMs KOpMJICHHS ¢ HEOOJbIIMM KOJIHWYECTBOM KOpMa HJIM TIOCIE KOPMJICHHS B
MHUHHMAaJIbHOW TepamneBTUUYecKod gmo3e 0,5 Mr MuiapOeMuIuHa OKCMMa U 5 Mr
npa3ukBaHTeNa HA 1 KT Macchl )KUBOTHOTO, U3 pacyeTa:

Macca TabneTku s MadeHbKUX cobak u| TabmeTku mis cobak maccoit 6oiee 5 Kr,
cobaku IICHKOB, C COJepKaHueM 2,5 Mr | ¢ cojepxkanueM 12,5 Mr MuiibOeMuLnHA
MHJILOEMHUIIMHA OKCUMA U 25 MT okcuMma u 125 Mr mpaswkBaHTeNa
Mpa3uKBaHTeNa (Konm4ecTBO TabJIETOK)
(konmuuecTBO TabIETOK)

1 -5«kr 1 Tabierka :

>5-25kr 1 TabmeTka

>25-50 kr 2 TabIeTKH

>50-75 kr 3 TabneTkH

[IpeaBapuTeabHON TOJMOAHOW AUETHl M MPUMEHEHHUS CIAOUTEIbHBIX CPEJACTB IMepe]
neTeJbMHUHTHU3AIUEH HE TpeOyeTcs.

Jlns nerenpMHHTH3allMKM co0ak TMpW  HWHBAa3WM, BBI3BaHHOW Angiostrongylus
vasorum, Muns6emakc™ jxeBaTeiabHBIC TA0JCTKH 1 coOaK MPUMEHSIOT C JiedeOHOMU
eI YETBIPEXKPATHO C HMHTEpPBAJIOM 7 CYTOK, C IEJIbI0 NPOPUIAKTHKH - Kaxaple 4
HeJIeJIM B TEpPamneBTUUCCKON J103€e.

Jlns pereapbMHUHTH3AIMM cobak Tpu HWHBa3uM, BbI3BaHHOW Thelazia callipaeda,
npenapaTr NPUMEHSIOT IBYKPATHO C MHTEPBAJIOM 7 CYTOK.

C uenpto mpodumakTuku aupoduisipro3a B HEOJAromoJy4YHBIX MO 3a00JICBAaHHUIO
permoHax mnpemnapat NPUMEHSIOT B IEPUOJ JieTa KOMapoOB B BECEHHE-JICTHE-OCCHHHI
MepuoJ, HauMHas MPUMEHEHHE 3a OJUH MecAIl 70 Hadaia JIETa KOMapoB, 3aTe€M KaKIble
30 mHE M0 OKOHYAaHHUS CE30HAa, MOCJCHHI0I 00pabOTKYy HMPOBOAAT OJHOKPATHO uepe3
MeCsII TTOCIe 3aBepIIeHUs JIETa HACCKOMBIX.

Ilepen nmerenbMUHTH3AIMEH, CIeAyeT HPOKOHCYJIbTHPOBATHCS C BETEPUHAPHBIM
Bpa4yoM, 4YTOOBI MCKJIIOYUTH HAJIUYHUEC y JXMUBOTHOTO B KpOBU MuKpoduispuii. Ilpu
HaJIMYUA Y OKHBOTHOTO  OOJBIIOTO0  KOJWYECTBA UHMPKYJIUPYIOIHMX B  KPOBHU
MHKPOPHISPUH mocJje npruema npemapara  MOXET  pPa3BUThCSA peaxmus
TUIICPYYBCTBUTECIBHOCTH, CBS3aHHAs C HaJUYHUEM B KPOBU MPOJYKTOB pacmaja
MMOTHUOIINX TE€IbMHHTOB.

14. Ilpm mnepeno3WpoBKE Tmpemapara y HEKOTOPhIX cob0ak MOTyT HaOmoaaThes
YITHETEHHOE COCTOSHHE, TPEMOP MBIIII, KOHBYJbCHH, CIIOHOTCYCHHE, PBOTA, JHapes,
QHOpEKCHsA. OTH CHUMITOMBI MPOXOJAT CIOHTAaHHO B TEYEHHUE CYTOK, TpH
HEOOXOJAMMOCTH XMBOTHOMY Ha3HAyalT CPEJACTBA CUMITOMATHYECKON TEpamuu.

15. OcobenHoCTEel AEHCTBHUSA Tpernapara MpU €ro NepBOM NMPUMEHEHHUH U OTMEHE
HE BBISBJIEHO.

16. IlpenapaT MOXXHO HCHIOJb30BaTh OCPEMEHHBIM M JAKTHPYIOIIHUM >XHBOTHBIM.

[Ipemapatr He pexkoMeHAyeTCS A NMPUMEHEHHsS IIEHKaM 10 4-HEeIeJIbHOro BO3pacTa M
BecoM MeHee | Kr.



17. Ilpm  nOpoBeAEeHUM  JNEreJbMHHTH3ALMU  CIEAyeT  INPUAEPKUBATHCS
pPEKOMEHAYEMBIX HHCTPYKLIHMEH CpokoB. B ciydae mpomycka odepenHoil o6paboTku
IpUMEHEHHE Ipenapara BO30OHOBISIIOT B TOH ke J103€ U IO TOHl Xe cxeme.

18. [ToOOYHBIX SIBICHUNH W OCIOXHEHUN NpH NPUMEHEHUH IpenapaTta COTrJIacHO
HAcTOsIIeHd HHCTPYKIMHU, KaK MpaBuio, He HaOmogaercs. Y HEKOTOPBIX >XUBOTHBIX
MOXET HaOJI0MaThCs BSUIOCTh, aTaKCHs, TPEMOP MBILII, PBOTAa W/WIM IHapes, B 3THUX
cilyd4asx IpPUMEHEHHE Ipernapara INPEeKpamarwT W KUBOTHOMY HAa3HA4alT CpPEACTBA
CHUMIITOMAaTUYECKOU TEpaluu.

19. Munrbemakc™ xkeBaTelbHbIE TaOJIeTKH JJIs1 CO0AK COBMECTHMEBI C
CEJIaMEKTHHOM, CBEJICHUSA 0 COBMECTUMOCTH npemnapara v JpyTrUMHU
MaKpPOLUMUKINYECKUMU JTaKTOHAMHU OTCYTCTBYIOT.

20. [Ipenapat He nmpegHa3HAauY€H AJs NPUMEHEHHUS NPOLYKTHUBHBIM >KMBOTHBIM.

IV. Mepsl nuuHOM npoduIaKTUKU

21. Ilpu pabore ¢ MunnbemakcoM™ skeBaTelbHBIMU TabneTKaMu sl cobak
HeoOX0oAMMO coOMI0AaTh O0MKe MpaBuiia JUYHOW TUTHEHBI M TEXHUKH O€30MacHOCTH,
NpeIyCMOTPEHHbIE TIPH paboTe ¢ JIeKapCTBEHHBIMH IpenapaTamu.

22. JlionsiM C THUNEPUYYBCTBUTEIBHOCTHIO K KOMIIOHEHTaM IIpemnapara cleayer
u3berarb MpsMOro KoHTakTa ¢ MuubOemakcomM™ sxkeBaTeNbHBIMH TaOJETKAMH IS
cobax.

23. Ilpm caydyallHOM KOHTAaKT€ JEKapCTBEHHOrO IIpemapara C KOXeW Huiun
CIM3UCTBIMU O000JOYKAaMU TIja3, X HEOOXOAUMO MPOMBITH OOJIBIIUM KOJIHMYECTBOM
IIPOTOYHOU BOJABI. B ciydae nmposiBiIeHUS aNIEPIrUUECKUX PEAKUUHN WU IPU CIydalHOM
nomajaHuy Mpernapata B OpPraHU3M YeJIOBEKa CJEAyeT HEeMEIJIEHHO O0O0paTUThCsA B
MEIMIIMHCKOE yupexaeHue (mpu cebe MMeTh MHCTPYKIHUIO MO MPUMEHEHHUIO Mpernapara
WA 3TUKETKY).

HaunmenoBaHnus u agpeca 1. Opranu3auus, OTBETCTBEHHAs 3a
POU3BOJICTBEHHBIX IJI0IIA0K TMPOU3BOJACTBO JEKAPCTBEHHOIO Mpernapara:
npousBogutenss  ngekapctBeHHoro EX-LAX. Inc., Catano Industrial Park Road 3,
npenapara i BerepuHapHoro Km 82 Humacao, 00791 Puerto Rico / DKC-

NPUMEHEHHUS. JIAKC WHnk., Karano Ungactpuan Ilapk Poan 3,
82-it km Xymakao, 00791 Ilyspto Puxo
Uu

EX-LAX. Inc., Mariana Ward, Route 909, KM 1.3
HC-01 Box 16629, Humacao, 00791-9731,
Puerto-Rico, USA / DKC-JIAKC Huk., Mapuana
Yopa, Pyt 909, km 1,3 HC-01, 16629, Ymakao,
00791-9731, Ilyapto-Puko, CIIA

2. Opranu3zanus, OTBETCTBEHHAs 33 NEPBUYHYIO U
BTOPUYHYIO YHAKOBKY JIEKapCTBEHHOTO
npermnapara:

1) Elanco France SAS, 26 Rue de la Chapelle, F-
68330 Huningue, France / Dnanko ®panc CAC,
26 pro ne na lanenns, ®-68330, FOuuHr,
OpaHuus;

2) Allpack Group AG, Kaegenstrasse 17, CH-
4153 Reinach, Switzerland / Onnnak Tpyn AT,



HaunmenoBaHue, anpec
OpraHU3aluH, YIOJHOMOYEHHOU
BJIAJICIIBLIEM WIIH JEprKaTeiieM
PETUCTPALIMOHHOIO yJOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipenapara Ha
IPUHATUE NPETEH3UU OT
noTpeOuTeN .

Ksrenmrpacce 17, CH-4153 Paiinax,
[IIBennapus

3) Allpack Group AG, Pfeffingerstrasse 45, CH-
4153 Reinach, Switzerland / Onnmmnak I'pyn AT,
[Ipedunrepmrpacce 45, CH-4153 Paiinax,
[IIBennapus.

3. Opranuzanus, OTBETCTBEHHass 3a BBIIYCK
OPOAYKIUU:

Elanco France SAS, 26 Rue de la Chapelle, F-
68330 Huningue, France / Dnanko ®panc CAC,
26 pro ne na lanemns, ®-68330, FOuuHr,
Opannus;

00O «Dnanko Pyc», 123112, Poccus, r.
Mocksa, IIpecnenckas nabepexnas, 10.

Homep peructpaninoOHHOTO yIOCTOBEPEHUS 826-3-9.17-3810NelIBH-3-9.17/05040




