MHCTPYKLINS
T
1o npumenernto Ipaten’ " TableTox
VIS KeTebMUHTH3AIHH COGAK M KOILEK

(Opranusarus-paspaborauk: «Elanco Europe Ltdy», Lilly House, Priestley Road,
Basingstoke, Hampshire RG24 9NL, UK / «3Dnauko KOpor JItay, Jlunnu Xaye,
Tpucrmu Poyp, 1. beiicunrcrok, rpadgerso [ammmmp, RG24 9NL,
BenukoGpuranms)

1.061une cenenund

1. ToproBoe HaMMEHOBAHME JIEKAPCTBEHHOTO Mpemapara: [Iparen ™ TabieTku
(Pratel™ tabulettae).

MesxryrapojiHoe HElaTeHTOBAHHOE HauMEeHOBAHHE: TIMpaHTen,
IPa3HKBAHTEL

2. JlexapcTBeHHad (opma: TabIEeTKY IS OPANBLHOTO TIPHMEHEHH.

HpaTeJITM TaONeTKH B KaueCTBE JCHCTBYIOIIHX BelecTs B 1 tabnerke
comep:katr mupanrTen »m0oHaT — 144 Mr u npazukBaHTesn — 50 Mr, a B KauecTse
BCHIOMOIaTeNIbHBIX  BEIIECTB: MHKPOKPHCTA/UIMYECKYIO LUETON03Y, JaKTo3y,
HATPHS CaxapHH, HATPMS KPAXMAJ TVIMKOMAT W KYKYPY3HBIH KPaxwmai, NOBM0H,
HATPHA KpOCKapamesosy, KPeMHHS JMOKCH/{ i MATHUS cTeapar

3. Tlo BHemwHeMy BMAY npenapar mpefctaBiserT coboH kpyrmwie Tabnerku
G71e/1HO0-)KeNITOTO 1{BETa ¢ KPecTOOOPazHOH HACCUKOH ¢ ONHON CTOPOHBI.

Cpox ropsocTu npenapata IpH cOONIONEHNH YCIOBHH XpaHeHnus — 3 rofa co
JHSI TPOU3BOACTRA.

He npuMeHATE 110 UCTEYEHHN CPOKA FOJHOCTH.

4. Bemyckaror Iparenr™ rtabnerxu, pacacosanneiM 1o 10 tabnerox B
Onuctepsl U3 (QoONErH, MOMelIeHHBIe 1o | uau mo 10 GiauctepoR B KapTOHHEIE
TIAYKH.

5. Xpansit HpﬂT&HTM TabNeTKH B 3aKpBITO YITAKOBKE NPOM3BOAHTENS B
CYXOM, 32LIMLIEHHOM OT CBETAa MECTE, OTAENBHO OT IPOAYKTOB IIHTAHUS H KOPMOB,
npu remneparype ot 0°C go 25°C.

6. XpaHHUTh B HENOCTYTTHOM IUTst IeTeil MecTe.

7.  HeucnonpzoBaHHBIT JeKapcTBEHHBIH  mpemapar  YTHIM3HPYIOT B
COOTBETCTBHH € TPEOOBAHUAMH 3aKOHOJATENBCTRA.

8. Yeiosus OTIycKa: oTHyckaercs 6e3 pelenta BeTepUHAPHOIO Bpaya.



II. dbapmakonoruueckue CBOHCTBA

9. Mpaten' " TableTKH OTHOCHTCH K KOMOHHHPOBAHHBIM AHTHUI€/IbMHUHTHBIM
NEKapCTBEHHBIM NpernapaTam.

10. KomOunamus BXOMAIIMX B COCTAB TIpeliapaTa NpasUKBaHTeNla W
nHpaHTena o0ecnevYnBacT IHPOKUL CTIEKTD ero AHTUFeTBEMHHTHOTO NeHCTBHY Ha
BCe (a3bl Pa3BHTHA KPYIVIBIX H JICHTOUHBIX TeIbMUHTOB, TAPAIMTHPYIOMIHX Y
cobak H Komek, B ToMm uucie Toxocara canis, Toxocara cati, Toxascaris leonina,
Uncinaria  stenocephala, Ancylostoma  caninum, Ancylostoma  tubaeforme,
Echinococcus granulosus, Echinococcus multilocularis, Dipylidium caninum,
Taenia spp., Mesocestoides spp. |

IlpasukBaHTen — COEJMHEHHE TPYIIIBl MHPA3MHH3OXHHONUHOB, AKTHBHO B
OTHOIIEHHH HECTO/, MOBLIIIAET IPOHHIIAEMOCT, MeMOPAaH KIETOK TeIbMHHTA JUIS
HOHOB Kalbllis, BBI3LIBAET TeHEPAINIOBAHHOE COKPALICHUWE MYCKYNaTyphl
napasuta, TIepexojiiliee B CTOHKMI napanud, 4YT0 INPUBOAAT K rubenu
r'¢JIbMUHTOB.

[Mupanren smboar (E-1,4,5,6-terparunpo-1-metnin-2-{2-[2-tuenun]yrouun}
MHPUMIHIT) AKTHUBEH B OTHOWIEHWH HEMATOM, OGNOKHpYeT HeHTpOMBILEYHYIO
nepejiauy,  HapymiaeT —NPOHMIACMOCT:  KISTOUHBIX  MeMOpaH,  yrHeraer
XOJIMHICTEPA3y, YTO BBI3BIBACT 11APAANY H THOE)b I'e/IbMUHTOB.

[Ipy mepopanbHOM BBEeJEHHH JIEKAPCTBEHHOTO MNPENapara MpasHKBAHTEN
XOPOLIO BCACHIBAETCA B KMINECYHMKE, JOCTHTas MaKCHMATBHOH KOHLEGHTPALMH B
kpoBH 4epe3 1-4 vaca, cBaspiBaeTca Genkamu miasmsl (1o 80%), mogsepraercs
OuotpanchopMalMd B nedeHd ¢ 00pa3oBaHHEM HEaKTHBHBEIX MOHO- H
TONUTHAPOKCWIIHPOBAHHBIX ~ MeTabOJIMTOB.  BEIBojMTCE W3 OpraHmHaMa
TPEHMYILECTBEHHO ¢ MOYOH, H B HE3HAYHUTENBHBIX KOJIHYECTBAX — ¢ (DeKATHIMH,
HupanTen sm60aT MI0X0 BeackiBaeTest, 4To 06eCNeUMBAET €ro NPOJOHTHPOBAHHOE
JeHCTBHE HA FEIBMUHTOB B KHIIEUHHKE; BLIBOJHTCS B OCHOBHOM B HEW3MEHEHHOI
dopMe ¢ peranusamu. _

ﬁpaTeHTM TAOJIETKH TI0 CTEeNeHH BO3AeHCTBHA HAa OPFaHW3M OTHOCHTCH K
MajoonacHeIM Bemlectsam (4 kmace onacnoctd nmo ['OCT 12.1.007-76) =
PEKOMEH{yeMBIX J03ax He OKa3BIBAIOT CEHCHOHMIIM3UPYIOLIETrD,
OMOPHOTOKCHYECKOTO M TEpaToOreHHoro medcTsus. XoOpolio  IepeHOCHTes
cobaKaMH M KOIITKAMH Pa3HBIX TIOPOJ] M BO3PACcTOB.

1. Nopsinox npuMenenns

11. Tiparen™ raGierkn HasHaualor coGAkaM M KOLIKAM ¢ JieueGHON W
NPOGUIAKTHIECKOH LE/BI0 THPH  HEMAaTONO3aX (TOKCOKApo3, TOKCACKAPHIIO3,
YHIHHAPHO3, aHKWIOCTOMO3) ¥ HECTO03aX (TeHHO3, UITHIMIHO3, SXHHOKOKKOS,
ME30LECTOH03).

12. TIporuponokazaHieM K NPUMEHEHHIO TIPENAapaTa SBISETCs MOBBIIEHHAS
HHAVBUYAIEHAS YYBCTBUTENBHOCTL JKMBOTHOIO K KOMIIOHEHTAM IIpenapara, B
TOM umcne 8 anamuese. He cnenyer npumensts Ipaten' ™ rabierku HCTOLIEHHBIM,
CONBHBIM MHQEKIHOHHLIMH GONE3HSIMU JKUBOTHBIM, & TaK JK& JKUBOTHBIM C
BBIPAKEHHBIMY HAPYIICHUAMH (DYHKITHH TTI0YEK U IEHSHH,
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13. TIparen'™ rabnerks NpUMEeHSIOT coGakaM M KOLIKAM OMHOKPATHO,
HHJMBHJIYAJILHO B pa3apoOIeHHOM BHJIE ¢ KOPMOM WJIH BBOIAT MPHHYIHTENLHO
Ha KOPEeHb A3bIKa B J03aX, YKa3aHHKIX B Tabnuie:

Tabmiua
Bujx v macca Jlo3a Hparen
YKHBOTHOTO TabNETOK (KONMYECTBO
TabJIeTOK HA JKHBOTHOE)
- Cobaku: _
O 2 Kr "
2-5kr ',
5-10 kr 1
10-20 xr o 2
20-30 kr - 3
30-40 xr 4
40-50 xr B 5
Bipocibie Komiku o 'y
Korara Y,

C neuebuoli memsto Ilparen'™ 7TaGneTKH IPAMEHAOT JKMBOTHEIM IO
NOKA3aH{AM OJHOKPATHO, ¢ MPOQMIAKTHYCCKON LEeMBI0 — OJMH pa3 B KBapTal B
TePANeBTHUECKON J103¢.

[pensaputenbHOA TONOOHON AUETH W NPUMEHEHHS CIAGUTENBHBIX CpPencTB
nepej NerelbMUHTH3aIHeH He TpebyeTcs.

14. TIpn mnepenosuposke npenapara y JKHBOTHOIO MOXeT Habmonarbes
H30BITOYHOE CHIOHOOT/ICICHHE, PBOTA M JHAPESI.

15. OcobennocTel fgelicTBUA Npenaparta MPH ero TNepBOM NPHMEHEHHH W
OTMEHE HE YCTaHOBJICHO.

16. He cremyer npumensts Ipaten ™ TabaeTKH UIEHKAM H KOTSTAM MOJIOKE
6-HeeNBPHOT0 BO3PACTA, CAMKAM B [IEPBYIO MOJIOBAHY GepeMeHHOCTH,

bepemennpiM  caMKaM TIpenapaT OpHMEHSIOT B HOCIEOHIO  TPETh
OepeMEHHOCTH, NAKTHPYIOUMM — d4epe3 2-3 Helesnw 1ocae pPONoOB  NOX
HaOJIOCHHeM BETEPHHAPHOIO Bpaya,

17. Tipu npumenennn Ilpatena™ TaGnerok CIIEyeT TNPHIEPKUBATEHCS
PEKOMEHAYEMBIX CPOKOB JeTeNBMHHTH3ALNK. B ciydae nponycka odepenHoii
MPOGUIAKTAYECKOH ICTeIbMUHTH3AINHA ¢e ClIefyeT IPOBECTH Kak MOKHO CKopee
B TOH XKe f03e. -

18. TIpn npumenennu Ipaten'™ TabneTok B COOTBETCTBAM C HacTosIeH
HHCTPYKIIHeH NOOOYHBIX ABIEHHH U OCIMKHEHHH, KaK IPaBuiIo, He HabmonaeTcs,
Ilpps  nOBBILEHHOH HHIMBHAYAILHOH  YyBCTBHTENLHOCTH = JKHBOTHOrO K
KOMIIOHEHTAM  Tpenapata ©  PasBUTHH  ANNEPrHYecKUX  peaxkuui  ero
HCTIONB30BAHNE TIPEKPAILAIOT H IPOBOAAT AECEHCHOUIUBHPYIOLIYIO TEPAIHIO.

19. Ilpatren’™ rTabnerknm He ciemyer TNPUMEHATL  OHHOBPEMEHHO ¢
AHTHIEbMUHTHBLIMU CPEACTBAMM, COACPIKALIMMH TUIEPA3UH,
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20. TIpaten'™ TaGneTkH He NpeAHASHAUEHbB] IS TIPHMEHEHHS IPOXYKTHBHEIM
JKUBOTHBIM.

IV. Mepsrl nuunol npodmnakTaku

21. Tlpu npumenenus Ilpaten'™ Tabrerox cnegyer cobmonate obime
Npapuia JHYHOH THIMEHBl H TeXHUKU O€30MacHOCTH, MpPeIyCMOTPEHHEIE NpH
paborte ¢ IeKapcTBeHHBIMH IpenapaTtamMu. [Ipu pabore ¢ npenapaToM sarpenaercs
MUTH, KYPUTh U HIPUHUMATE TTHIILY.

3anpemiaercss HCIONL30BAHUE IIYCTOH YIMAKOBKH W3-TION Mpelapara s
OBITOBBIX LeNeH, OHA TIONNEKUT YTHIN3AIUH ¢ OLITOBLIMH OTXOJaMH.

22. TIo okoHYaHUM paBoTHl PYKH CJIEYET BbIMBITH TEILTOH BOLOH ¢ MBLIOM.

Joasm ¢ mnepqyncmmenhﬁocm}o K KOMIIOHEHTaM Ipernapara cleiyer
u30€eraTh MPAMOre KOHTAKTa C Iparesiom™ TaGneTKamu.

23. [lpn cnyyallHOM KOHTAKTe JIEKAPCTBEHHOIO MpEIapaTa ¢ KOxeH uiu
CITM3HCTEIMH O0ONOMKAMH TJia3 UX HeoOX0AUMO TIPOMEITH 60JIE>IHHM KOJIMYECTBOM
TIPOTOYHOH BOJIBI.

B cimyyae nogpiaeHus aNleprH4ecKHMX PEaKIMd MM IOPH  CiydaiHoM
MONAMAHHHN TIPeTapaTa B OPTaHu3M YeNOBeKa CIEAyeT HeMeIEHHO oOpaTHTECA B
MeJHUMHCKOE yupekaeHue (npu ced¢ UMeTh HHCTPYKUMIO 110 TIPHMEHEHHIO
npenapara Wi STHKETKY ).

C yTBepKAeHHEM HACTOAIIEH MHCTPYKIMH YTPauUBAET CHITY MHCTPYKLHA 110
NIPAMEHEHHUIO LISl HpaTeJITM TabNETOK I JAereNbMHHTH3AIMHE co0aK M Kollek,
yIBepskaenHas PoccenbxosHanzopom 20 mas 2014 roaa.

HaumeHoBanust H anpeca «Lek Pharmaceuticals, d. d.» / «Jlex
[TPOU3BOJCTBEHHBIX miomanok  PapMmacelOTHKAIC, 1. A%,
POU3BOAUTEIIS nekapctBeHHoro Vetovskova 57, Ljubljana, 1526,
penapara s serepunaproro  Slovenia / Beposckona 57, JroGmsina,
TIPUMEHEHHS. 1526, Cnosenns.

Haumenosanue, azpec oprammsanun, OO0  «Dmanko Pyew, 123317,
YyHOOITHOMOUYEHHOH — jgepwxarenem  unu Poccms, 1. Mocksa, Ilpecnenckas

BIaIeNIbLEM peructpatnonsoro Habepexwag, 10,
yAocToBepenya JEKApPCTBEHHOTO

npenapata Ha TIPHHATHE TIPETEH3MH OT

notpeburens.

Howmep peructpanuostoro YAOCTOBEPCHUS £4f" T~ # /%2 ggg@”/x/zﬁzx 23 s 3






