WHCTPYKLUA
1o npuMeHeHnIo Mamugopra s Iedenust MacTUTa y KOpPOB, OBELL U KO3 B IIEPHO
JIAKTAI|H.

(opranusanus — paspabotuuk: «Laboratorios SYVA s.a.u.», Avda. Parroco Pablo Diez, 49-
57, 24010 Leon, Spain/«JIaboparoproc CMIBA c¢.a.10.», Ilp. ITappoko ITa6no duac, 49-57,
24010, Jleon, Ucnanwus)

I. OOmue crenenus

1. ToproBoe HanMeHOBaHKE JIEKAPCTBEHHOTO Mpenapara: Mamudopt (Mamifort).

MexnynapoHoe HemaTeHTOBaHHOE HAUMEHOBAHHE: AMITHIMIUIHH, KJIOKCAIMJLIHH.

2. JlexapctBennas popma: CyCIeH3Hs il HHTPALMCTEPHATEHOTO BBE/ICHHUS.

Mamudopr B 1 mmpune-go3arope (8 r) COHepKAT B KauecTBe MEHCTBYIOLIUX
BEIIECTB aMITHIMIUIHH (HATPHEBYIO COJIb) — 75 MI' M KJIOKCALWUIAH (HATPHEBYIO COJIb) —
200 mr; BecoMoOrartesIbHBIE BEIIECTBA: OYyTHIIHIPOKCHTONYON, GEbIi MSTKHiA napadus,
XKUJKUN mapapuH.

3. Ilo BHEMIHEMY BHy Npenapat npeacTaBisieT coboii CycrneH3 o 6enoro nsera.

Cpok roiHOCTH JIEKapCTBEHHOTO MpenapaTa HpH COGIONEHUH YCIOBHH XPaHEHHS B
3aKPBITOH YIIAKOBKE ITPOU3BOJMTENST — 2 IO/ia CO JIHs IPOU3BOICTBA.

3anpemaercs NpUMEHEHHUE Npernapara ocje UCTEYEHHs CPOKA FOHOCTH.

4. Bbmryckaror pacacoBaHHBIM B INNIPHIBI-J03aTOPHl MO0 8 T, YIAKOBaHHBIE B
TOJIMITUIICHOBBIE BEJIPA BMECTE C MHCTPYKIUEH 110 IPUMEHEHHIO.

5. XpaHsIT B 3aKPBITOH yNIaKoBKE MPOH3BOIUTENIS, B CYXOM, 3AIIUIEHHOM OT MPSMBIX
COJIHEYHBIX JIy4eH MeCTe, OTIEIBHO OT NMPOIYKTOB MUTAHUS U KOPMOB, TIPH TEMIIEpaType
ot 4°C no 25°C.

6. Mamudopr cie/lyer XpaHuTh B MeCTax, HeJJOCTYIHBIX JUIs IETE.

7. Hewncnosnb3oBaHHbIH JIEKAPCTBEHHBIN Npenapar yTUIM3HPYIOT B COOTBETCTBUH C
TpeOOBaHHSIMH 3aKOHOIATEILCTBA.

8. Otmyckaercs 6e3 penenTa BeTepHHAPHOIO Bpaya.

[I. ®apmakonoruueckue cBoicTBa
9. ®apmaxoTepaneBTHYECKas Tpynna: aHTHOAKTEpHAIbHble KOMOHHHPOBAHHBIE

JIEKapCTBEHHBIE MPEnaparkl.
10. Bxomsmas B cocraB Mamudopra KOMOMHAIMS — IIOJYCHHTETHYECKHX

NCHUIWUIMHOB — aMIOMIMWUIMHA M KIOKCAlMJUIMHA — aKTHBHBI B OTHOIICHHH
TPaMIIONIOKHUTENbHBIX — Staphylococcus aureus (B T.4. PE3UCTEHTHBIX K JIEHCTBHIO
OeH3WIMEHNIUIUTHHA), Streptococcus spp., Clostridium perfringens,
Cl.pseudotuberculosis, Listeria ~ monocytogenes, Bacillus  anthracis, 51

rpaMoTpuIaTebubIX Oaktepuit — Haemophilus influenza, Escherichia coli, Salmonella
spp., Shigella spp., Proteus mirabilis, P.morganni, Brucella spp., Neisseria spp.,
Bordetella pertussis.



Mexanu3mM  GakTepHIMAHOTO  JEHCTBHS AMIUIWUIAHA ©  KJIOKCALWJUIMHA
3aKJIIOYACTCS B MOJABICHUH (QYHKIMOHAIBLHOH AKTHBHOCTH OaKTepHATbHBIX (EPMEHTOB
TPaHCIENTH/a3, YYACTBYIOIMX B CBS3BIBAHMM MENTHJIOITIMKAHA, YTO MPEMSTCTBYET
CHHTE3Y KJICTOYHOM CTEHKH OaKTepHii M NPUBOJUT K HAPYIIEHUIO OCMOTHYECKOTo Gaanca
u rubenu OakTepuid.

WnTpanucrepHaibHOE BBEJICHHE Mamudopra MO3BOJISET obecneyuTs
OakTepHLUKIHBIC KOHUEHTPAUMH ACHCTBYIONMX BEIIECTB JIEKAPCTBEHHOIO CPEJCTBA B
NIOPaXXEHHOH YEeTBEPTH BBIMEHH Ha MPOTHKEHUH 12 4.

Mamudopr 1o creneHu BO3JEUCTBHS Ha OPraHM3M OTHOCHTCS K MAaJOONACHBIM
BemectBaM (4 xnacc omacHoctd o I'OCT 12.1.007-76), B PEKOMEHYEMBIX J103aX HE
OKa3bIBaCT MECTHO-PA3ApakatolIero ACUCTBHS Ha TKAHU MOJIOYHOM YKeJe3bl.

I11. TTopsitox nmpumMenenus

11. MamupopT Ha3HAa4alOT KOpPOBAaM, OBLAM H KO3aM B IEPHOJ JIAKTALMH IS
JIEYEHUS] MaCTHTa OaKTepHAILHON 3THOJIOIHH.

12. IlporuBomnOKa3aHueM K NPUMEHEHMIO IIperapara SBJIAETCS WHIMBHIyaJIbHAs
MOBBILIICHHAS YYBCTBUTEJILHOCTh JKMBOTHOTO K AQHTHOHMOTHKAM TIPYIIbl NEHUIMLIHHOB
/WK K OZTHOMY M3 KOMIIOHEHTOB IIpernapara (B TOM YHCIie B aHaMHE3e).

13. MamudopT BBOAAT TPEXKPAaTHO C MHTEPBAIOM 12 4acOB, HHTpPALMCTEPHAIBHO,
KOpOBaM B pa3oBOi Jio3¢ 8 I (CoaepiKHMOE IINpHIA-103aTopa), OBIaM M K03aM — 4 T
(comepkuMoOE %2 MINPHUITA-103aTOPa) HA YETBEPTH BEIMEHH.

Ilepen 06paGOTKOM JIEKAPCTBEHHBIM IPENapaToM MOJIOKO W3 GONBHBIX YeTBepTeit
BBIMCHH  BBIIaHBAIOT M YTHJIM3HPYIOT, COCOK 00pabaThIBAIOT aHTHCENTHYECKUM
cpeacrBoM. KaHiomo mmpuna-n03atopa BBOJAT B KaHal COCKA M OCTOPOXKHO
BBIIABJIMBAIOT COACPXKMMOE B IOPAKEHHYIO YETBEPTh BBIMCHH. BBIHMUMAIOT MIIpHII-
703aTOp U NaJbLAMU HEPEKHUMAIOT COCOK Ha 1-2 MuHyThl [IpoBomar nerkuii maccax
COCKa JyIsl JIy4lIero paclpeesieHus rnpernapara.

14. CuMnTOMBI NEPEIO3UPOBKH HE BEHISBIICHBI.

15. OcoGennocreii neiicTBus npenapara npu ero MepBOM IPHUMEHEHHH U OTMEHE He
BBISIBJIEHO.

16. OTCyTCTBYIOT NPOTHBONOKA3aHMS K MPHMEHEHMIO IIpenapara GepeMeHHBIM
’KHBOTHBIM H B IIEPUOJI JIAKTAI[MH.

17. Cnepyer usberats mpomyckoB BBEICHHS O4YEpEeHOM 03Bl Mpenapara, TaKk KaK
3TO MOXET NPUBECTH K CHHXKCHHIO TepaneBTHYecKoi sddextuBHOCTH. [lpm mpomycke
BBC/JICHHS OJIHOM WJIM HECKOJIBKMX JI03 JIEKADCTBEHHOTO IIperapara €ro MpUMEHEHHE
BO300HOBIISIIOT B T€X XK€ JIO3UPOBKAX U 10 TOMH XKE CXeMe.

18. TloGo4HbIX sBIEHMH M OCIOXHEHMH npH npuMeHenun Mamudopra B
COOTBETCTBHM C HACTOSIIEH WHCTPYKUMEH, Kak IpaBuio, He Habmomaercs. B ciyuae
TNOSBIICHUS AJUIEPIHYECKUX PEaKIWii HCIOJIb30BaHWE INperapaTa IPeKpallaloT H IpH
HEOOXO0IMMOCTH Ha3HAYAIOT IECEHCHOMIH3UPYIOLLYIO TEPAITHIO.

19.  Mamudopr He crenyer HasHAauaTh  OJHOBPEMEHHO C  JPYTHMH
aHTHOAKTEpHaIbHBIMH IIpEIapaTaMy JUlsl HHTPALUCTEPHATEHOTO BBEICHHSL.

20. B muIueBbIX LEJIAX MOJIOKO JIOMHBIX JKHBOTHBIX pa3pellaeTcsi HCIONB30BATh HE
panee, 4em d4epe3 3 CyTOK MOCIE INOCIEIHEr0 BBEJCHHS JIEKAPCTBEHHOTO Mpenapara.
Mosioko, mosy4eHHOE OT JOHHBIX XMBOTHEIX B IIEPHOX JICYCHHS U B TEYEHHE 3 CYTOK
Tocie MOCIeiHero BBeieHus: Mamu(opra, U3 3710pOBBIX YeTBEPTEH BHIMEHH Pa3peIIacTcs
HCIIONIb30BATh IIOCTIC KUIITYCHHS B KOPM JKMBOTHBIM; MOJIOKO M3 GOJIBHBIX dYeTBepTeif
BBEIMEHH I10CJIE 00€33apaKHBaHUS YTHIIH3HPYIOT.

Y0o#l KMBOTHBIX Ha MSCO pa3pellaeTcs He paHee, 4eM uepe3 7 CYTOK MoCie
TIOCJIE/IHEr0 BBEACHHUS. MsICO KUBOTHBIX, BBIHY)KICHHO YOHTBIX 10 HCTEUEHHS yKa3aHHbIX
CPOKOB, MOXET OBbITh HCIIOJIb30BAHO B KOPM ITYLIHBIM 3BEPSM.



IV. Meps! 1n4HO# TPOGHIIAKTHKH

21. Ilpu paGore ¢ Mamudoprom ciexyer cobmomats oOIIMe NpaBHiIA JHYHON
THTHEHbl U TEXHHKH 0€30MaCHOCTH, NPelyCMOTPEHHBIE NPU paboTe ¢ JeKapCTBEHHBIMH
CpE/ICTBAMHU.

22. Bo Bpemst paGoOThI C IIpenapaTtoM He pa3peliaeTcsi KypuTh, MHTh H NPUHEMATh
nuiy. [1o oxoHyanuu paboThI PYKH ClIeyeT BHIMBITH TEMJION BOMON C MBLIOM.

JIronsm ¢ runepuyBCTBUTENIBLHOCTBIO K KOMIIOHEHTaM TIpernapaTa cieayeT u3berarh
IpSAMOro KoHtakra ¢ Mamudoprom.

IIycryio ynakoBKy M3-10J1 JIEKAPCTBEHHOTIO Ipenapara 3alpelaeTcs HCIoIb30BaTh
I OBITOBBIX LiEJIEH, OHA MOUICKHUT YTHIIM3AIMH C OBITOBBIMH OTXO/IaMH.

23. Tlpu ciyyalHOM KOHTAaKT€ JIGKAPCTBEHHOIO MpemapaTta ¢ KOXell WiH
CIIU3UCTHIMH O0O0JIOUKAMH IJIa3, HEMEJJIEHHO IPOMBITH GOJIBIIMM KOJIHYECTBOM BOJLL B
Clly4ae MPOSBICHUS QUICPrHYECKUX Ppeaknuil W/WIH NpH ClydaiiHOM IONafaHuu
npenapaTa B OpPraHU3M 4YENIOBEKa CJIEYeT HEMEJICHHO OOpaTHUThCS B MEJUIIMHCKOE
ydpexzenue (npu ceGe uMEeTh HHCTPYKIMIO IO MPHMEHEHHIO NIPENapara Wil 3THKETKY).

C yTBEep)KIACHHEM HACTOSIIEH HHCTPYKIIMH YTPAYUBACT CHILY MHCTPYKIIHS MO TIPHMEHEHHIO
Mawmudopra, yrepxxnennas Poccenbxosnanzopom 29.02.2016 .

HaumeHnoBaHue 1 afpec npou3BOICTBEHHON «Laboratorios SYVA s.a.u.»,
ILTOMIAJKH IPOH3BO/MTENs Jiekapeteennoro  Avda. Parroco Pablo Diez, 49-57, 24010

nperapara Juis BETepHHAPHOTO NpHMeHenus: 60N, Spain/
«JIaboparopuoc CUBA c.a.10.»,
[Ip. [MTappoxo ITabno qusc, 49-57, 24010,
Jleon, Ucnanus.

HaI/IMeHOBaHI/IC, aapec opraHu3anuu, 000 «chyc»,
yrIOJIHOMO‘—I@HHOﬁ JiepKaresieM WIH 109428, POCCHH, MOCKBa, Psazanckuii
BJIAJENBLEM PETHCTPAIHOHHOTO IPOCIIEKT, 1. 8 A, ctp. 14, atax 13.

YAOCTOBEPEHHSI JIEKApCTBEHHOTO IIperapara
Ha [IPUHATHE IPETEH3MH OT MOTpeOUTENS.

Homep perucTpaiiioHHOr0 y10CTOBEPEHHUS:
724-3-7.14-2216 Ne [IBU-3-1.4/01587





