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(Opranmnsanus-paspaborunk: «Elanco Europe Ltd.»; Form 2 Bartley Way, Bartley Wood
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Homep perucrpanmonnoro yaocrosepenus: 826-3-4.17-3663Nel IBU-3-3.0/03353

I. O6mmue cBenenns

1. Hanmenosanue ekapcreHHoro npenapara s BETCPHHAPHOTO IPUMEHEHHS ;

Toprosoe HaumenoBanme: @oprexop® (Fortekor®):;

MEKIYHApOIHOC HENATEHTOBAHHOE HAUMEHOBAHWE JEHCTBYIOIIEro0 BEINECTBA:
OeHazernpur.

2. JlexapcTBeHHas Gopma: TabIeTKH.

BelimmyckaloT npenapar B AByX JJ03UpOBKax:

TA0JEeTKH 5 mr CoJlepiKaT JEHCTBYIOIIEE BEIIECTRO OeHazenpui rugpoXIopu —
5 Mr B TabJleTKe W BCIIOMOTATENIbHBIE BEIIECTBA: MHKPOKPUCTAITHYECKYIO IECIUTION03Y,
KpOCIIOBH/IOH, KPEMHHSI KOJIIOMIHBIH aHTUIPUI, CTEAPHHOBYIO KUCIIOTY, CyXHe APOOIKH
M 106aBKY CO BKYCOM TOBSAHMHEI;

. TabJjerku 20 Mr cozepkar JeHCTBYIOIIEE BEIECTRBO OeHazenpun ruipoxJIopuI —
20 mr B TabeTKe M BCIOMOTATENIBHBIC BEIECTRA: MUKPOKPHCTAJIJIMYECKYIO LIEIUTI0JI03Y,
KpOCTIOBMIOH, KPEMHUs KOJIOMIHBIH aHIHIAPHUJI, CTEAPHHOBYIO KUCIIOTY, CyXHE IPOIIKH
1 100aBKy CO BKYCOM I'OBS/THHBI.

3. Ilo BHewIHEMY BHJIy Npemnapar mpejcTaBisieT co60i TabieTKH 0T GeXEBOro 10
CBETJIO-KOPUYHEBOTO 1BETA OBANIBHON (OPMBI, JEITHMBIC, HMEIOUINE PUCKH (HACCUKH) ¢
00enx CTOpOH.

CpoK ronHoCTH JIeKapCTBEHHOTO MpenapaTa Ipy oG AeHHH YCIIOBUI XpaHEHUs
— 3 roja ¢ 1aTel MPOM3BOCTBA, IIOCIE BCKPBITHS YIIAKOBKU (TOJOBHHKH TabIeTOK) — He
Oomee 48 yacos. He npuMeHATh 110 HCTEYEHHH CPOKA TOAHOCTH.

4. BeimyckaroT mnpenapatr B J103MpoBKax 5 wmr u 20 wr, pac(hacoBaHHBIM 10
14 Tabnerok B Gummcrepe. Bimcrep B konmuecTse 1 HITYKH ITOMEIIEH B KApTOHHYIO
KOPOOKY BMeCTe ¢ MHCTPYKIHEH 10 IPUMEHEHHIO Ipenapara.

5. Xpamar ®optexop® B 3aKpHITOH yMaKOBKE MPOM3BOJMTENS, OTHCIBHO OT
[IPOJIYKTOB MUTAHHUs U KOPMOB, IIPH TeEMIIepaType He Boime 25°C.




6. ITpenapar crneayer XpaHuTh B MECTaX, HEAOCTYITHBIX U1 JeTeH.

7. Hencnons30BaHHbIH JTEKAPCTBEHHBIL Npenapar YTUIH3UPYOT B COOTBETCTBUH C
tpeboBaHHAMH 3aKOHOAATENHCTRA.

8. Ycnoeus otnycka: 6e3 pelenra BeTepHHapHOro Bpaya.

II. ®apmaxosioruiyeckHe cBoiicTBa

9, ®opTekop® OTHOCHTCA K TPYINEe HHMHOHTOPOB AHTHOTEH3UH MPEBPAIIAIOLIETO
tdhepmenta (AIID).

10. Benasenpua TMAPOXIOpMA, BXoZamuit B cocras Poprexkop®, B pesymnprare
THApOIN3a oOpasyeT akTHBHBI Metabornur Oenasenpunar, koTopsid HHrubupyer AlID.
benazenpunar gBageTcs YacThl0 PEHUH-AHTMOTEH3WMHOBOH KacKaJHOH CHCTEMBI H
[PEeNOTBpALIAET IPEBPAlCHIE HEaKTHRBHOI0 aHIMOTeH3MHa | B 0HOIOTHYECKH aKTHBHBIH
AHTHOTEH3HH 2-TOPMOH, KOHTPOIHPYIOMHUI BA30KOHCTPUKLIMIO U BBIGPOC anbIoCTepoHa,
YTO NpEeNOTBpallaeT CYKEHHUE KPOBEHOCHBIX COCYIOB, CHHIKAN apTepHali-HOE JaBlIeHHE U
obneryas KkpopooOpamenne y cofak. Y KomeK CcrocoOCTBYeT HOPMaNM3allud
TIOBBIIIEHHOI 0 JaBIeHUA B KaIUIApax KIIyOouKoB M CHIDKAET CHCTEMHOE apTepHAIBHOE
JIaBJICHHE.

ITocne nepopankHOro NpUMEHEeHH npenapara SeHazenpuil r’HIpoXIopH] X0poHmo
BCACBIBAETCA B IKEJIYIOYHO-KMIUCYHOM TpakTe M MeTabonu3upyercss A0 aKTHBHOIO
Mmeraboaura OeHasenpmiara. MaxkcuMaibHas — KOHUEGHTpanus  OeHaselnpuia A
Genazenpuiara B IuiasMe KpoBu cobak HabJIFogaeTcs COOTBETCTREHHO Yepe3 30 MUHYT H
75 MHHYT, B ILTa3Me KpOBH KOILIEK — yepes 2 yaca.

Habmozxaercs nsyx(daznoe cHyKeHHe KOHUeHTpauni OeHazenpunaTa: HadaibHas
ObicTpas (asa (mepuo) [OJNYBBIBEACHUA cocTamRmieT 1,7 uaca y cobak u 2,4 yaca y
KOLIEK) TipencTaBiiseT coboif BeIBemeHue cBOOOAHOIO JIEKAPCTBEHHOIO CPEACTBA, B TO
BpeMa Kak KoHeuHas (aza (mepwoj TONYBBIBEZEHHA cocTasisieT 19 wacoB y cobak H
29 wyacoB y KOWIEK) OTpakaeT BHICBOOOKIcHMEe OeHazenpunara m3 cBasu ¢ Al
NpEeHMYIIECTBEHHO B TKaHW. benasenpui M OcHaseNnpHIaT aKTHBHO CBS3BIBAOTCH C
benxamu 1asmel (85-90 %), u B TKaHAX 0OHAPYKUBACTCS MPEUMYHIECTBEHHO B [I€YCHH
W TOYKaX.

MHorokpaTHoe TpaMenenve nperapata @opTekop® CONPOBOKAACTC HEKOTOPOit
OHoakKyMyJIupel OGeHazenpunaTa; paBHOBECHOE COCTOSHME JOCTUIAETCd B TEYECHHE
HECKOIbKHEX fuelt (4-x mHeilt y cobak).

Denasenpwi B 3HauuTeNnbHOM  cremeHM — MetaboaMsupyercs — NyTeM
(hepMEHTATHBHOTO TCHAPOJN3A, FIIABHBIM 00pa30M B MICYEHH, BBIBOJAMTCH U3 OpraHu3Ma ¢
MOUOH M xenupio. Y cobak OeHazempuiiaT BbIASIIETCS B KonuuecTBe 34 % ¢ HKEMUbIO U
46 % 4vepe3 MOYEBHLIBOMAILYIO CHCTEMY, a ¥ Komuek — 85 % c¢ »kemupio U 15 % yepes
MOYEBBIBOAALIYIO cucTeMy. Hapymenne (yHKIMK IoYeK y cobak M KOMEK He BIHICT Ha
Kupenc OeHazempmiaTa, M IIO3TOMY IIPH HalM4YMH TOYEYHOH HEROCTATOMHOCTH
KOPPEKIMH T03hl IIpernapara He Tpedyercs.

doprexop® no crenedM BO3AEHCTBHS HA OPraHM3M OTHOCHTCH K «YMEPEHHO
omacHEIM» BeiecTBaM (3 wiace onacnocrd o FOCT 12.1.007-76).
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IT1. Mopsigox NpUMEHEHHUS

11. ®oprexop® npuMensOT cobakaM NpH cepAeUHOi HEAOCTATOUHOCTH U KOLIKaM
NpH XPOHUYECKOH TOUEeUHOH HEJOCTATOYHOCTH.

12. IporuBomnokasanuem K mnpumeHeHdio Poprexop® sBiseTcs MOBHIUEHHAS
YYBCTBHTEIBHOCTE JKHBOTHOTO K KOMIIOHEHTaM IIpenapara, CTEHO3 a0PTHI WM JIEFOYHOH
apTepHM,  TUNOHATPWEMHS,  THUOOTEH3HA,  TMIOBOJIeMHsA,  OcTpad  MMOYEYHasd
HEROCTATOYHOCTB.

13. Ilpu pabore ¢ @oprexop® cnepyer cobmonaTe obmue NpaBuia JIMYHOK
TUTMEHBI i TEXHHKH 0€30IMacHOCTH, MPELyCMOTPEHHbIE IIpY paboTe ¢ NEeKapCTBEHHBIMK
cpencteam. ITocse paBoTel pyKH cileyeT BEIMBITE TEMIOH BOLOH ¢ MBUIOM.

TTycTylo yHaKOBKY M3-TIOJ TIpenapara 3alpeljacTcs HCIoNb30BaTh Uil ObITOBBIX
1enel, oHa OMIEKUT Y THIH3AIMM ¢ OBITOBBIMU OTXOJAMH.

JrogaM ¢ TUNEPYYBCTBHTENBHOCTBIO K KOMIIOHEHTaM Ipenapara CHERyeT
paberats npsamMoro konraxra ¢ ®oprexop®.

B cryuae MOABJIEHMS ANTCPrHYEcKUX PEeakUWi WM NpH CiIy4adHOM NonafaHuy
npernapara B OPraHH3M 4YeJOBEKAa CIEAYeT HEMEWICHHO 00paTUThCS B MCHHIHHCKOE
yupexienne (npd cebe MMeTh HHCTPYKIHMIO [O MPUMEHEHMIO Mpernapara H/umu
STHKETKY ).

14. TlpuMmeHenue mnpenapara OcpeMEHHBIM M JIAKTHPYIOWMM >KHBOTHBIM IpH
HeoOX0AMMOCTH HOJDKHO IPOBOJUTHCS 110]] KOHTPOJIEM JIEYaliero BeTepUHapHOro Bpaya.

15. JlexapcTBeHHBIA Mpenapar NPUMEHAIOT MHAMBHIYANTpHO HEPOPaibHO, OMUH
pas B CYTKM HE3aBHUCHMO OT KopmiieHus B no3e 0,25-0,5 mr Genasenpuia ruapoXIopHaa
Ha | Kr Macchl KMBOTHOIO. TepameBTHUECKY:0 H03Y U IPOLOJUKMTENBHOCTE Kypca
NeYeHust B 33BUCHMOCTH OT (PM3HYECKOTO COCTOAHHS )KHBOTHOTO 1 TEYEHHA 3a00/1eBaHus
olpenenser Jiedarmui BeTepuHapHbBIi Bpau. IIpu TaKeNoOM TeueHWH 3a00JeBaHMs
pa3oBas 103a Ipenapara MoXeT OBITh yBenHyeHa BaBoe. JIMTeNBHOCTE Kypea JIEUCHHs
HE OrpaHHJeHa.

PasoBpie O3Bl IIpemnapara B 3aBUCHMOCTH OT MacChl JXKHBOTHOINO H BHIA
MCIIOIB3YeMbIX TAONETOK MPENCTABICHE] B Tabmne:

Macca TabJIETKH 5 MI Tabaerk 20 Mr
JKABOTHOTOQ, KT CrangapTHas IlosrlmeHkEas CranpapTHas TTorbnueHHas
no3a, TabneTok | J1o3a, TabJeToK | no3a, TabIeToK | 103, TabneToK

KOIIKH 2,5-5 ¥ 1 - -

xomxu 5-10 1 2 - -

cobaku 5-10 lo* 1 - -
cobaxu 11-20 1 2 - -
cobaxu 21-40 - - 1o¥ 1
cobaxm 41-80 - - 1 2

*QcTaBHIMECH TIONOBHHKH TaONETOK CIENyeT TIOMECTUTh
HCIONB30BaTh B TeYeHue 48 JacoB.

B Omucrep H

16. Ilpn mpuMeHeHHH ®oprexop® B COOTBETCTBHM C HACTOAIIEH HHCTPYKIMEH
TOGOYHEIX SBICHHI M OCIOKHEHMI, KaK TpaBmio, He Habnogaercs. [Ipy noBbIUeHHOR

HHIUBU Y ATEHON

JYBCTBUTCIILHOCTH H

pPazBUTHH

aATIEPTUYECKHX

peaxiui

MCIOJb30BaHME TIpeNapaTa IPEKPALIaoT U IPOBOLAT AECCHCHONMN3HPYIOULYTO TEPATHIO.




17. Tlpun mepenozupoBke AEKAPCTBEHHOTrO NpENapara y MXHBOTHOTO BO3MOXKHO
Ype3sMepHOe CHIDKCHHE apTePHabHOrO JaBlIeHHs, B 9TOM CIIydae IIPOBOJAT IPOMBIBAHHE
Kenylika, HMHOYLUMPYIOT DPBOTY M HAa3HAYAKOT BHYTPUBEHHOE BBEACHHE TEILIOTO
(PU3HONIOrHUECKOTO PacTBOPa M CPENCTBA CHMIITOMATHYECKOH Tepanuu,

18. @oprexop® He ciefyer NPUMEHATH OJHOBPEMEHHO C KanMiicOeperaroluMu
AHYPETUUCCKHMH  CpefcTBaMy, OjloKaTopaMu KanbLMEBEIX KaHAJIOB, MperaparaMH,
COOEPIKAIIMME KallHi, HECTEPOHAHBIMH IIPOTHBOBOCIIATHTENLHEIMY, CEHATHBHBIMH MU
JpPYTHME JICKAPCTBEHHBIMH CPeacTBaMH, OONamaloUMH THIIOTSH3MBHBIM JACHCTBHEM.
IIpu HEOOXOAUMOCTH OJHOBPEMEHHOIO PUMEHEHUA JAHHBIX IPYIII MPENapaToB HyXKHO
CJACANTE 32 (PYHKUMOHAJILHBIM COCTOSHHEM ITOYEK, YPOBHEM Kajus B KPOBH, 00pallaTh
BHUMAaHHE Ha NPU3HAKK TMIIOTeH3UH (C7a00CTh, IeTaprusd | T.4.).

Paspeieno npuMmenenne Goprexop® oJHOBpeMEHHO ¢ THMOGEHIAHOM.

19. Ocobennocrelf JAeHcTBUA IPH TEPBOM NPHUMEHEHHH JIEKAPCTBEHHOIO
Ipenapata U ero OTMEHe He YCTAHOBIICHO,

20. Cnenyer usberaTh HapylIeHHI CXEMbl NPUMEHEHHS IIPErIapaTa, Tak KaK 3TO
MOXKET NPHUBECTH K CHMKeHHIO ero addexturHocTH. B cmyuae mponycka onHo# #0351
Heo0Xx0AMMO BO30OHOBUTH IIPUMEHEHHE NIPENApaTa B TOH ke J03€ H 110 TOMH XKe CXeMe.

21. Ilpenapat He NpeAHA3HAYEH NI MPUMEHEHMS IIPOAYKTHBHEIM XKHBOTHBIM.

HaumenoBanus ®  azdpeca Opranmzanus, OCYLIECTBIISIOLIAL
TIPOH3BOJCTBEHHBIX THTOINA 0K IPOU3BOACTBO IIPOMEIKYTOUHOT O
MIPOMU3BOAHTEIN JIEKapCTBEHHOTO nponyxkra - rpagyax 10% u  20%
npenapata  AA8  BETSPUHAPHOIO HeHazenpuia rTHAPOXJIOpHAa:
[[PUMEHEHUS: «Glatt  Pharmaceutical  Services

GmbH & Co. KG», Werner-Glatt-Strasse
1, Binzen, Baden-Wuerttemberg, 79589,
Germany / «Imarr @apMachlOTHKAI
Cepsucec I'mM6X & Ko. KI'», Bepnep-
I'marr-Iltp. 1, r. bunnen, 3emns banen-
Broprembepr, 79589, I'epmanns.

Opranuzanus, OCYLIECTBIISIOLIAS
IPOH3BOACTBO,  YHAKOBKY,  KOHTPOJE
Ka4YEeCTBA U BBIMYCK I'OTOBOI POy KIIHH:

«Elanco France SAS», 26 Rue de la
Chapelle, F-68330 Huningue, France /
«2nauko ®panc CAC», 26 Pro ne na
[Hanes, @-68330, FOuunr, @panrus.

AJbTepHATHBHAA OpraHu3aLms,
OCYILIECTBIIAIOMIAs  YNAaKOBKY  T'OTOBOH
TIPOTYKITHHU:

«Ivers — Lee AG», Kirchbergstrasse
160, 3400 Burgdorf, Switzerland /
«MBepc — JIm AD», Kupx6eprmrpacce
160, 3400 Bypraoopd, Lseituapus.



