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WHCTPYKLMA

no npumeHeHmo CepeHny B KAUECTBE NPOTMBOPBOTHOIO CPeAcTBa y cobak v Koek

(opranusauma-paspaboTunk: «Zoetis Inc», 100 Campus Drive, Florham Park; Néw Jersey, 07932 USA)

[. Oblume ceepeHuA

1. Toproeoe HaumeHoBaHWe nekapcTBeHHoro npenaparta: Cepenua (Cerenia).

MexxayHapoaHoe HenaTeHToBaHHOE HaMMeHOBaHMe: MapOoNUTaHT.

2. llekapcTBeHHaA (hopma: pacTBOp AfA UHBEKLMA.

CepeHua conepxuT B-1 MN B KQ4ECTBE AEHCTBYIOLLETO BELECTBA MapOnuTaHT (B dopme
MaponuTaHTa yutpara) — 10 Mr u BcromoraterbHble BewecTBa — MEeTaKpeson, cynbcbOGyTwnoabM
athup B-LMKIIONEKCUTPUHA HATPUA W BOAY ANA UHBLEKLIWIA

3.Tlo BHewHemy B1AY npenapaT NpeLCTaBnAeT coboii NPO3paHyIo XXMAKOCTL CBETNO:
XeNTOro UseTa.

CpOK roAHOCT! NIEKapCTBEHHOTO Npenapara npy cobniogeHnn YCnosuin xpaHeHmn coctasnaeT
3 roaa ¢ garsl npoussopicTea. MNocne oT6opa n3 hnakoHa YacTy Npenapara, npy ycnosun
cOBMOAEHMA NPaBUN ACENTUKYU W YKa3aHHBIX YCIOBUI XPaHEHWUA, ero MOXHO UCTIONB30BATL

MHOFOKPATHO, B TeueHne 90 AHeit. 3anpellaeTcA NPUMeHATL Npenapat CepeHyA Nocie UCTeueHA

CpOKa FORHOCTM.

4. llekapcTBeHHbINA npenapar pactacosan no 20 M B CTEKITAHHbBIE (HIAKOHbI, YKYNOPEeHHbIe
Pe3MHOBbLIMM MPOBKaMU, YKPENNEHHbIMY artoMUHUEBLIMA KOMMauKamu. OakoHst ynakosaHb!

B UHAMBUAYaNbHbIE KAPTOHHBIE KOPOOKW. B Kaxayto KOPOOKyY ¢ npenapaTom BKNaabisaioT
MHCTPYKLMIO NO €0 NPUMEHEHNIO.

5. CepeHuto XpaHAT B 3aKPLITON YNIaKOBKE NPOU3BOAUTENA, B CYXOM, 3aLUMILIEHHOM OT MPAMBIX
COMHEYHBIX NIyuei MecTe, OTASNBHO OT NMPOLYKTOB NWTaHWS W KOPMOB Npu Temneparype ot 3 °C ao
25 °C.

6. JlekapCTBEHHbIN NPENapat XpaHAT B MECTaX, HEOCTYHLX ANA AeTeN.

7. Hevcrnonb3oBaHHbIiA EKApPCTBEHHbIA Npenapar yTUNM3npyloT B COOTBETCTBUAN C
TpeboBaHMAMY 3aKOHOAATENLCTBA.

MycThie YNakoBKI U3-MoJ NeKapCTBEHHOrO Npenapara 3anpeLaeTca uenorb3oBarthb AN
GLITOBLIX LIGNEH, OHWU NOANEXAT YTUIN3auum ¢ BITOBLIMM OTXOAaMN.

8. llekapcTBeHHbIN NpenapaT oTnyckaeTca 6e3 peLiernTa BETEPUHAPHOMO Bpaya.

Il. dapmakonornyeckue cBOACTBA

9. CepeHua 0THOCUTCA K Tpynre NpoTUBOPBOTHBIX CPEACTB.

10. feiicTyiowlee BelecTBO CepeHun — MapomuTaHT — ABIASTCA aHTArOHUCTOM
HEPOKMHUHOBbIX peLienTopos (NK1) u uHrMbupyeT ceAsbiBatne cybcTanuwn P, HelTponenTuaa
TaxukmHuHoBol rpynnisl B LIHC. MaponutadT sihipexTruaeH npu PBOTE KaK LEHTPabHOro, Tak 1
neputheprHEcKoro reHesa.

MaponuTaHT GbICTPO BCACLIBAETCA NOCNE NOAKOKHOIO BBEAEHNA 11 Yepes 45 MuHYT
[OCTUraeT MakcUManbHON KOHUEHTPaLMK B KPOBMW. BOAOCTYNHOCTD Npenapara cocTasfAeT
90 %. MaportaHT 6onee uem Ha 99 % CBA3bIBAETCA ¢ Benkami rnnasmbi Kposu. MaponuTant
MeTaBoNMaKUpyeTCs B NeueHn LMTOXPOMOM P450, BbiAENAETCA MaBHbIM 06pa3oM C theKannamiA.

Mo cTeneHu BO3AGNCTBMA HA OPraHU3M MAPOMUTAHT OTHOCUTCA K YMEPEHHO OnacHbIM
BeLjectBam (3 knacc onackoctu no FOCT 12.1.007-76).

IIl. Mopraok npumeneHuA

11, CepeHuto NPUMEHAIOT ANA NPeACTBPALLEHNA Y COBAK 1 KOLIEK PBOTEI PASIMHHOIO reHe3a.

12. 3anpeluaeTcA NpuMeHeHne npenapata cobakam Mosoxe 8-HeiensHoro Bo3pacTa,
KOLLKaM MOroxe 16-THeAeNLHOTO BO3PACTA ¥ XXMBOTHBIM C NOBBILEHHOA MHAMBUEYabHOA
YYBCTBUTENBHOCTBIO K KOMNOHEHTaM npenapara, & Takke 6epemMeHHbIM 1 NaKTUPYIoLIMM CaMKam.

13. llekapCTBEHHbIN Npenapar BBOAAT:

coBakam — NORKOXHO B f03e 1 MI/KI MaCChl XXMBOTHOIO, UTO 9KBWBANEHTHO 1 Mn fipenapata
Ha 10 Kr Macchl XXUBOTHOrO, OAIUH Pa3 B CYTKN B TeYEHME He Bonee Yem 5 CyToK.

KOLLIKaM — MOAKOXHO B 403e 1 MI/Kr MacChl XXMBOTHOMQ, YTO 8KBMBAIeHTHO 1 Mn npenapata
Ha 10 KI Macchl XXMBOTHOTO, OAWH Pa3 B CYTKM B TeueHue He Gonee yem 5 CyToK.

14. CUMNTOMbI NEPELO3UPOBKI HE YCTaHOBIEHbI.

15. OcoBeHHOCTel AeCTBIA NPU Havane BBEAEHWA N OTMEHE NIeKapCTBEHHOTO pernapara He
BbIABMNEHO.

16. flekapCTBeHHbII Npenapar He npefHasHa4eH AnA NpuMeHeHUA GepemeHHbIM 1
NaKTUPYIOWUM CamKam.

17. Cnepyet wuaGerarb NponyckoB Npu BBEAEHUM 04ePeaHON [03bl ipenapara, Tak Kak
3TO MOXET NPUBECTM K CHIKEHNIO athchexTrBHOCTY. B criyyae npomnycka oHoii fosbl cneayeT
BO306HOBMTH KYPC feYeHA B NPEAYCMOTPEHHBIX MHCTPYKLUNER [O3MPOBKAX U CXeMe MPUMEHEHWA.

18. Mpy npumeHeHrn Cepernm B COOTBETCTBIM C UHCTPYKLnE! NOBOHHLIX ABMEHWIA U
OCTIONHEHYIA, KaK NPABUIO, He OTMEYaETCA. B Cyyae NOABNEHUA annepraieckinx peaxLmni
UCMONL30BaHMe NpenapaTa NPeKPaatoT U HASHAYAIOT aHTUTMCTaMUHHBIe CPEACTBA U
CUMMTOMATUYECKOE NIeYeHme. -

19. CBeaeHuA 0 B3anmogelicTay CepeHnn ¢ ApYruMu neKapcTBeHHbIMY npenaparamu
OTCYTCTBYIOT.

20. JlekapCTBEHHbI/A Npenapar He NpegHasHayeH AnA NpuMeHeHUA NPOSYKTUBHbIM
XXUBOTHBIM.



Gy IV. Mepbl nNYHON npoq:)vmaKTMKM
21, pr pa60Te ¢ npenapaTOM Cepenun cnepyet cobniofarh o6iUMe NpaBUna NIMYHOM rmreHs! U
TEXHVKM 6830MaCHOCTH, NPEAYCMOTPEHHbIE NP1 padoTe ¢ nekapcTaeHHbIMK npenapatamu. Mpu paboTe ¢
npenapaToM 3anpeLaeTca NuThb, KypuTb, I'IpVIHMMaTb y Mo OKOHHaHVIM paboThl YK CnegyeT BbiMbITh
Tennow BoAoi ¢ MbLIOM.
22. MpuenyyaitHom KoHTaKTe: neKapCTBeHHOFO npenapara:C. KoyKel Ui CAUSMCTEIMI-060MoYKamMm mas,
MX HeOBX0AMMO MPOMBITEL BONBLLIM KOMMYECTBOM BOAb!. JilofAM ¢ rmnepquCTBmeanOCTbro K KOMnOHeHTaM 4
CepeHidit- clieflyes naberams:npAMOro KOHTAaKTa: C TiekapeTeekHbIM NperapaTom, B
23. B cnyyae MoABEHWA annepriyeckux peaxLui unv npu cnyyaittom nOI'IaAaHVIVI npenapara B
OpraH13M YenoBeka credyeT HeMeAneHHo 0BPaTUTLCA B MEANLIMHCKOE YYpeXaeHue (rpn cebe meTsb
MHCTPYKLUMIO 1O npmmeHeHvuo npenapaTa nnm STMKeTKy) SN

HaumeHoBaHue 1 anpeca npOM3B0ﬂCTBeHHbI

LA BETEPMHAPHOMO NPUMEHEHUA, o
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