COTI'JTACOBAHO
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15 WoH 2023

WHCTPVYKIINA
10 BETEPUHAPHOMY IIPUMEHEHHUIO JIEKaPCTBEHHOTO IIpernapara
Composer

(opranmzamus-paspabotunk: Cea Cante AnuMans, 10 aBerto ae na bamnacteep, 33500,
JIubypu, ®pannus/ Ceva Sante Animale 10 avenue de la Ballastiere, 33500, Libourne, France)

Howmep perucTpariorHoro yaoctoBeperus: 250-3-9.13-1386Nel IBU-3-6.7/02284

I. O6mue cBeneHus

1. HammenoBaHue JIeKapCTBEHHOTO TIpeTapara s BETEPHHAPHOTO IPUMEHEHHUSL.

ToproBoe HamMEHOBaHUE JIeKapCTBEHHOTO npenapara: CruposeT (Spirovet).

MexayHapogHOe  HENaTeHTOBAaHHOE HAMMEHOBAaHWE JIEKApPCTBEHHOIO  IIpelrapara:
CIIMPaMHUIIVH.

2. JlexapcTBeHHas (opMa: pacTBOP IS HHBEKIIUH.

Couposer comepxutr B 1,0 MiI B KadecTBe AEHWCTBYIOINErO BEIECTBA CIHMPAMHLUH -
600 000 ME, a B kauecTBe BCIIOMOT'aTeIHHBIX BEIECTB AUMETHIIAIIETAMHU]T, OSH3UIIOBEIMA CITUPT -
41,6 MT ¥ BOIY JUIS MHBEKITHIHA,

3. Tlo BHemHeMy BHUAY JEKapCTBEHHBIA INpemapaT IpeacTaBisieT co00# Mpo3padHbIi
PacTBOP KEITOTO IIBETA.

CpoK roJTHOCTH JIEKapCTBEHHOTO Ipernapara npu cOOMIOACHUN YCIOBHI XpaHeH s - 3 ro/1a
CcOo JOHA Ipom3BoACTBa. [locme mepBoro mpokoia pe3uHOBOM MPOOKH IpemapaT MOXKHO
UCIIONIb30BaTh B TeueHWe 28 MHEW. 3ampermaeTcs HCIOiIh30BaTh CIHMPOBET MOCTE OKOHYAHHS
CpOKa ero roJHOCTH.

4. CnuposeT BhITycKaroT pachacoBanHbM 1o 100 M BO (TakOHBI U3 MHOTOCIIONHOIO
IUIACTHKA, YKYIOPEHHBIE PpE3HHOBBIMH IPOOKaMH, YKPEIUICHHBIMH  AFOMHHHACBBIME
Konnadkamy. DIaKkoHBI yIAKOBHIBAIOT B HMHIMBUAyaJbHBIE KAPTOHHBIE KOPOOKH BMECTE C
HHCTPYKIHEH 110 IPHMEHEHUIO.

5. Xparar CHoupoBeT B yIaKOBKE IMPOM3BOIUTEINS, OTAEITHHO OT MPOMYKTOB ITUTAHUS H
KOPMOB, ITpH Temmepatype ot 5 °C 0 25 °C.

6. JlekapcTBEHHBIH IpernapaT ClieyeT XpaHUTh B MECTaX, HEJOCTYITHBIX IS IE€TeH.

7. Hewcnonp3oBaHHBIM JIEKAPCTBEHHBIM Ipemapar yTWIM3HPYIOT B COOTBETCTBHH C
TpeOOBaHUSAMH 3aKOHOIATEILCTRA.

8. Otmyck mo perenry.

II. ®apmaxonoruueckue CBOACTBA

9. ®apmaxoTepaneBTHUECKas I'PyIIa JICKAPCTBEHHOIO IIpemapaTra IJis BETEPHHAPHOTO
IIPUMEHEHUS: MAKPOJIUIbI U a3aJIUIbL.

10. Chompamunus, Bxomumuii B coctaB CrmmpoBera, 00iajaeT IMMPOKAM CIIEKTPOM
0aKTepHOCTATUYECKOTO, & B BEICOKHX KOHI[EHTPAITHAX OAKTEPUITUIAHOIO JEUCTBHS B OTHOIIEHHA
GoNBIMMHCTBA TPaMIONOXKHTENbHEIX (Staphylococcus spp., Streptococcus spp., Listeria
monocytogenes, Neisseria intracellularis, Clostridium spp., Corinebacterium diphteriae) wu
HEKOTOPBIX T'PaMOTPHIATENBHBIX MHKpoopraHusMoB (Bacteroides spp., Haemophilus spp.,



Brucella spp., Pasteurella spp., Treponema pallidum, Treponema microdentium, Leptospira
icterhaemorragiae, Rickettsia spp., Chlamydia spp.), a Takke MUKOILIA3M.

MexaHu3M aHTHOAKTEpPUATBPHON AKTUBHOCTH CIIMPAaMHUIMHA 3aKIIOYAETCS B IIOJABICHUN
cuHTe3a OakTepuasbHOro Oenka Ha ypoBHe S50S-cyObemuuuiel pudocoMm. CrnupamMuuH
IOJABIISIET CIIOCOOHOCTh OaKTEpPHANBHOW KIETKH (OCOOEHHO TI'PaMITOJIOKHUTEIBHEIX KOKKOB
Staphylococcus spp. u Streptococcus spp.) aiare3upoBaThCsi Ha SHUTEIHATBHBIX KIIETKaX U
CTUMYJIHpPYET (HaroruTapHyIO aKTHBHOCTH IIOJIMHYKI€apHBIX HEUTPo(uIIOoB.

[Toce BHYTPHMBIIEYHOH HHBEKIMH CIHPAMHIMH Onaromapss CBOUM JIMIOQHIBHBIM
CBOMCTBAM XOpOIIO TPOHMKAET NPAKTUYECKH BO BCE TKAHW OpraHU3Ma, IJIe OKa3hIBAET
TepaneBTUIECKOE NeUCTBHE Ha TPOTsDKeHWH 21-24 wacoB. BriBemenue aHTHOMOTHKA U3
OpraHu3Ma IPOWCXOAUT B OCHOBHOM C emublo (okoimo 80%), Omaronmaps 4eMy OH Takxke
OKa3bIBAaeT AaHTHOAKTEPUATIFHOE ISHCTRIE B KUIIEUHHKE.

[To cremenu Bo3neicTBASI Ha opranu3M CHOEPOBET OTHOCHTCS K MAJIOOMACHBIM BEIIECTBAM
(4 xmacc onmacuoctu corntacao I'OCT 12.1.007-76).

II1. TTopsimox mpuMeHEHUS

11. CoupoBeT NHPUMEHSIOT JJISI JIEYEHHS KPYIHOI'O pOraToro CKOTa M CBHUHEH TIpH
HHOEKITMOHHBIX OO0JIE3HAX JKEIyAOYHO-KUIIEYHOTO M PECIIUPATOPHOTO TPAKTOB, BHI3BIBAEMBIX
MHUKPOOPraHU3MaMHU 1y BCTBHTEIBHBIMHU K CITUPAMHUITHHY .

12. IIporuBomokazanwem Kk mnpuMeHernio CHnupoBeTa SBISETCS WHIWBHIyaIbHAS
HOBBIINIEHHAs] YyBCTBUTEIHHOCTh K KOMIIOHEHTAM IIpenapaTa U APYyTUM aHTHOMOTHKAM T'PYTIITBI
MaKpOJIHJIOB.

13. IIpu pabore ¢ JEKapCTBEHHBIM IIpEIapaToM CleAayeT coOojarh OOImHe MmpaBuiIa
JIMYHOM TUTHEHBI U TEXHUKU 0€30I1acHOCTH, IPEIyCMOTPEHHBIE IPH padoTe ¢ JIEKAPCTBEHHBIMU
cpenctBaMd. Bo BpeMs paboThI ¢ JIEKapCTBEHHBIM IIPEMapaToM 3alpernacTcsl MUTh, KYPUTh U
[IPUHUMATh MHILY, 10 OKOHYaHWH pabOThl PYKH CIEIYeT BBIMBITH TEIUIOH BOJON C MBLIOM.
Ilyctyro ymakoBKy W3-TIOJ JIEKAQpCTBEHHOI'O IIperapaTa 3alpelnacTcsl HCIOIb30BaTh UL
OBITOBBIX IleNel, OHa TOJJICKHAT YTUIM3AIMA C OBITOBBIMH OTXOmamu. JliomsM ¢
THIIEPYYBCTBUTEIHFHOCTBIO K KOMIIOHEHTaM IIpernapara clieAyeT u30erarb IpsMoro KOHTaKTa co
Crouposerom. Ilpu ciyvaiitHoM monamaHuu nperapara Ha KOXKY WM CIH3UCTBIE 00O0JOYKH €T
HEOOXOMMMO HEMEIJICHHO CMBITh CTpyed IMPOTOYHOM BOXBI. B ciiyyae MOSBIEHHMS
AUIEPIHYECKUX pPEeaKIWi WM IIPH CIIydalHOM IOIaJaHWM IIpenapaTa B OpraHH3M dYeloBeKa
ClIelyeT HEMEAJIEHHO O0OpaTUTHCS B MEIUIMHCKOE yupexkaeHue (npu cebe UMeTh WHCTPYKIIUIO
10 IPUMEHEHHUIO IIpenapara Ui 3TUKETKY ).

14. CrompoBeT MOXET IPUMEHATHCS BO BpeMs OEpPEMEHHOCTH M JIAKTAIlWH, OJHAKO
BO3MOXKHOCTH NIPHMEHEHUS IIperapaTa caMKaM B IEpUoJ]] OEpeMEHHOCTH M BCKApMIIMBAHMS, a
TAKXXe MOJIONHAKY OIpEeAeNseT Jedamuid Bpad Ha OCHOBAaHUHU OICHKM COOTHOIIEHHS ITONB3LI K
BO3MOKHOMY PHCKY €r0 IPUMEHECHHS.

15. CnmpoBeT BBOJIAIT OZHOKPATHO IIyOOKO BHYTPHMBIIIEYHO KPYITHOMY POTaTOMY CKOTY
B mo3e 5 mur/100 Kr mMaccel JXHBOTHOIO, TEIITAM M CBHHBSIM - B 1o03¢ 5 mur/40 xr mMaccel
JKHBOTHOTO. IIpy HEOOXOIMMOCTH JI€KapCTBEHHBIH IIpeIapaT BBOISAT TOBTOPHO depe3 24 Jaca.

MaxcumanbHBIH 00BeM [UIS BBEACHUS B OJHO MECTO HE JIOJDKEH IMPEBBINATH 15 M It
KPYIIHOI'O poraToro ckora u 10 MJI AJIs TeNIAT U CBHHEH.

ITpy OTCYTCTBHH 3HAUUTETHHOTO KIMHWYECKOTO YJIyUIIEHHS B TedeHue 2-3 JHEH mocie
OpPUMEHEHMs  Iperapara, pPEKOMEHIYeTCsl IOBTOPHO  OINPENENUTh  UYyBCTBUTEIHLHOCTH
BBIJIENICHHBIX OT OOJIBHEIX KUBOTHBIX MHUKPOOPTaHU3MOB K aHTHOMOTHKAM W BEIOPATh HauboIIee
3} deKkTUBHBIN Ipemapar.

16. Ilpu npumenenun CIMpoBeTa B COOTBETCTBUH ¢ MHCTPYKIUEH IMOOOYHBIX SBICHUHN U
OCJIOXXHEHHH OOBIYHO HE OTMeuaeTcs. B MecTe MHBEKIHMH MOXKET BO3HHKATh HE3HAUMTEIIbHAS
6oIe3HEHHAS IPHUITY XJIOCTb.



B ciyyae mosiBieHHS aJUTEPrHUeCKUX PeaKIii HCIOIh30BaHue Iperapara IpeKparraioT U
HA3HAYaIOT >KABOTHOMY AaHTUTUCTAMHUHHBIE IIpeHapaTthl WA Apyroe CHMIITOMaTHYECKOe
JIeYEHHe.

17. CuMOTOMBI IEPETO3UPOBKY ITpeNapaTa He YCTaHOBIEHEI.

18. He mpuMeHATH OTHOBPEMEHHO € APYTHMH aHTHOMOTHKAMHE TPYIIITHI MAKPOIIHIOB.

19. OcoGenHocTH NEHCTBHS IIpH NIEPBOM NPUMEHEHHMH IIperapara M ero OTMEHe He
BBISIBJICHBL

20. Crnexmyer usberarh IIpOIyCKa OYEPEAHON IO3BI JIEKAPCTBEHHOTO IIPENapaTa, TaK Kak
3TO MOXET MPHBECTH K CHIDKEHHMIO TepaleBTHYecKOH sddexTuBHOCTH. B ciydae mpomycka
OZTHOM J103bI IPUMEHEHHUE Ipenapara BO300OHOBIISIOT B TOH XK€ H03€ U II0 TOH JKe CXeMe.

21. Monoko JOMHBIX KOPOB 3aIpelnaeTcsl HUCIOIB30BATh B IHUINY JIIOAAM B TEYCHHE 7
CYTOK Iociie mociienHero BeeaeHus Crmposera. J[omyckaeTcsl HCIOIb30BaHUE MOJIOKA B KOPM
IUTOTOSTHBIM SKABOTHBIM ITOCTIE TEPMUUIECKON 00paboTKH.

Y6oit KIUBOTHBIX Ha MSICO pa3pelnaeTcsl He paHee, 4eM depe3 21 CyTKH Imociie MOCIeTHETO
BBeieHuss CrmpoBeTa. MsICO BBIHYXXIEHHO YOWTBIX JKHBOTHBIX PaHEe yCTAHOBJIEHHOTO CpPOKa
MOJKET OBITH MCIIOIH30BAHO B KOPM ILUIOTOSTHBIM KHUBOTHBIM.

HanmenoBanus u agpeca mpou3BOACTBEHHBIX Cesa Cante AHuMans, 10 aBeH:o 1ie 1a
ILTIOINAOK IIPOU3BOAUTENS JIEKAPCTBEHHOTO bamnacteep, 33500, JIubypu, @panrus/
Ipenapara Jjisi BETepHHAPHOTO IPUMEHEHUSL. Ceva Sante Animale 10 avenue de la

Ballastiere, 33500, Libourne, France

HaumenoBanwue, agpec opraHu3aiim, 000 «Cepa Cante AamManby, 109428,
YIIOJTHOMOYEHHOH JIepKaTeeM WK BiaienbleM  Poccus, r. MockBa, Ps3aHCKHI IPOCIIEKT, 1.
PETUCTPAIOHHOTO YIOCTOBEPCHHS 16, Ten.: (495) 729-59-90.

JEKapCTBEHHOTO IIpenapaTa Ha IPUHITHE
IIPEeTEeH3UH OT MOTPEeOUTEI.

Hpe,[[CTaBI/ITeJIB KOMITaHUH

«CeBa Canre AHUMAIBLY H.H. ComoBa




