E.A.HENOKJAOHOB

13-0EK 2013

MHCTPYKIINSA
1o npuMeneHnio Jlakrobas s JIedeHUsI MacTUTa Y KOPOB
B [IEPUOA JIAKTALUK

(opranusaums-paspadorunk «Norbrook Laboratories Limitedy,
BennkoGpuranus)

I. Obmue cBenenHus

1.ToproBoe HaNMEHOBaHHUE 1IEKAPCTBEHHOTO npenapara: Jlakro6ait (Lactobay).

MesxnyHapo/Hble HenaTeHTOBaHHbIE HAUMEHOBAHMS: AMINIINE U KIOKCALII-
JIUH.

2. JIekapcTBeHHas GopMa: CyCIeH3Us [T HHTPALECTEPHAIBHONO BBEICHIIL.

JlakTo6ail B 0JHOM HINpUlle-103aTOPE B KAYECTBE ACHCTBYIOIUX BEIIECTB COMIEP-
KAT aMIMUAINE B pOpMe HATPUEBOH COMM — 75 MI U KIOKCALMILTHH B (opMe HaTpue-
Bo# conn — 200 Mr, a B Ka4ecTBe BCIIOMOTATENIbHBIX BEIIECTB XKHIKHIL napagus — 3,291 r
1 Oesiplit Msrkuit mapagusg — go 5,0 r. Ilo BHEIIHEMY BUJY IIPEJICTaBIsIET COOOM ONHO-
POIHYIO CYCIEH3UIO CBET10-3KEITOTO LIBETA.

3. JlakToGail BEIMyCcKaOT pacacoBaHHBIM 110 5 I' B OJTHOPA30BBIX IJJACTUKOBBIX
WIpANAx-103aTopax (WHbEKTOpaxX), yNaKOBaHHBIX 1O 24 WITYKH B KapTOHHBIE KOPOOKHU
¢ MHCTPYKIIHEHN 10 NPUMEHEHHIO.

4. XpaHAT Tpenapar B 3aKpbITON yNakoBKe NPOW3BOAMTENS, B CYXOM, 3alUIICH-
HOM OT HpSAMBIX COIHEYHBIX JIy4eH MECTe, OTAEIbHO OT IPOAYKTOB NTUTAHUS U KOPMOB,
npu Temreparype ot 5°C no 25° C.

CpoK rofHoCTH npenapara mpu cobTIOAeHHH YCIOBHil XpaHeHus — 2 rojga co JHs
IIPOM3BO/ICTRA.

JlaxTobaii no McTeueHNH CPoKa rOAHOCTH HE JOIKEH NPUMEHSATHC.

5. Jlakrobail ciieyer XpaHHTb B MECTaX, HEOCTYIIHBIX 715 JIeTeii.

6. Heucrions3osanHublil mpenapar yruiM3upyIoT B COOTBETCTBHH C TpeGOBaHUAMU
3aKOHOIaTeIhCTBA.

II. ®apmako:ioruyeckue cBoifcTBa

7. JlakroGait oTHOCHTCS K KOMOUHMPOBAHHBIM NPOTUBOMACTUTHBIM  aHTHOaKTe-
PUATBHBIM JICKAPCTBEHHBIM IIperapaTraM CPyIbl HeHUIULIHHOB.

KomOunaums BXoasumx B cocTaB npenapara mosiyCHHTETHUECKHX TEHULALTHHOB
— AMIMUIALIMHA W KIOKCAUW/LTHHA OO€CTeYuBaeT WHUPOKUIL CIIEKTP ero MpOTHBOMHK-
pOOHOrO JIeHCTBUA B OTHONIEHUM HAanOOJIee YacTo BhIAEISEMBIX IpH MacTUTE MHKPOOp-
TaHU3MOB: CTAQUIIOKOKKOB (S. aureus), BKIOYas YCTOHYMBBIX K HNEHULUUIMHY, CTpPEI-
TOKOKKOB (S. agalactiae, S. uberis, S. dysagalactiae), KopuHebakTepuii (Corynebacterium
pyogenes), suepuxuit (E. coli).



Mexannsm JeHCTBYS aHTHOMOTUKOB 3aKITIOYACTCS B MHTMOMPOBAHMM TPaHCIIEI-
THIA3bl ¥ KapOOKCHIIEIITU/IA3E], YTO IPEHATCTBYET CHHTE3Y KJIETOYHOM CTEHKU Gakre-
PHUH, IPUBOJAUT K OCMOTHUYECKOMY AUCOAIAHCY M rHOENM MUKPOOPraHM3MOB.

JlaxToGait mo crerneHu BO3neHCTBHS HAa OPraHU3M OTHOCUTCS K MAJIOONACHBIM Be-
mecrBaM (4 kinace onacHoctd no 'OCT 12.1.007-76), B pekoMeHIyeMBIX [03aX HE OKa-
3BIBACT MECTHO-pa3Apakalomero AeUCTBUS Ha TKaHU MOJIOYHOM JKees3hl.

I1. Tlopstmox npuMeHeHuUs

8. JlakToGalf Ha3HAyarOT I JEUSHHs MAcTUTa OAKTEPUATHHOM 3THOJIOIMM Y
KOpPOB B IIEPUOJ JIaKTallu K.

9. [lpoTuBonokasaHueM K NPUMEHEHHIO SIBISIETCS WHAWBUIYAIbHAS MOBEILIEHHAS
YyBCTBUTEJIBHOCTD JKMBOTHOrO K KOMIIOHEHTaM IIpernapara v ApPYTuM B-JakTaMHBIM
AHTUOMOTHKAM.

10. Jlakro6aii BBOZAT MHTPAIUCTEPHAIBHO B KAKIYK MOPAKEHHYIO YETBEPThH
BBIMEHU B PAa30BOM [103€ 3 I (COMEPIKUMOE OJIHOTO HINPULIA-103aTOPA), TPEXKPATHO C UH-
TepBajiom 12 gacos.

[lepen npumenenneM npenapara u3 60IbHBIX YETBEPTEH BEIMEHU MOIOKO (CEKpeT)
BBIIANBAIOT U YTWIM3UPYIOT, COCKU 00pabaThiBatoT AE3MHPUIUPYIOLUIUM PAaCTBOPOM, 3a-
TEM B KaHAJI COCKa BBOMSAT KAHIOMO MHBEKTOPA U OCTOPOKHO BHIJIABIMBAIOT COAEPHKHU-
moe. ITocie 3Toro KaHro0 U3BIEKAIOT, BEPXYIIKY COCKA MEPEKUMAIOT NanblaMy Ha -2
MUHYTBL M CIIETKa MacCHPYIOT COCOK CHHM3Y BBEPX JUISl JIy4ILIETO pacrpe/ie/ieHus! JeKap-
CTBEHHOI'O Mpernapara.

11. CuMnTOMBI TIEPENO3MPOBKY IperapaTa y *KMBOTHBIX HE BbIIBJICHBI.

12. OcoGennocreli neiicTBUs Tpemnapara MpH ero IepBOM NPUMEHEHUHU U OTMEHE
HE BBISIBIEHO.

13. Crenyer usberats nporycka BBEJACHUS OYEpEAHON 03B Iperapara, Tak Kak
3TO MOXKET IIPUBECTH K CHIDKCHUIO TEpaneBTUYECKONH sddexrtuBHocTH. B ciyuae
TIPOTTyCKa OIHOM /103bI MPUMEHEHHE NPETapaTa cileIyeT BO30OHOBUTh KaK MOMKHO CKOpee
B TOM e Jj03€ U 110 TOH kKe CXeMe,

14. Ilpu npuvenenun JlakTobas B COOTBETICTBUM ¢ HACTOALIEH WHCTPYKLMEH
N0OOYHBIX SIBJIEHUH U OCIIONHEHHH) ¥ KOPOB, KaK IPAaBUIIO, HE HAOJIIOqaeTCs.

I1py noBeimeHHON MHANBHIYATLHOM YYBCTBUTEIBHOCTH KUBOTHOIO U MOSBICHHH
AJUIEPrUYeCcKUX peakuuit ucnoiap3osanue Jlaktobas npekpamaT U 0pd He0OXO UMOCTH
Ha3HA4aIOT )XUBOTHOMY AHTUIMCTaMUHHBIC MIPENapaThl U CPECTBA CUMITTOMAaTUYECKON
Tepanuu.

15. [lpumenenue JlaxToOas He MCKIIOYAET UCTIONB30BAHUE JAPYTIUX JIEKAPCTBEHHBIX
CPEICTB /15 JKMBOTHBIX, KpPOME TIpENapaToB A UHTEPLUCTEPHATLHOTO BBEACHNUA.

16. MoJioKO B MMIIEBBIX LENAX MOXKET OBITH MCIONG30BAHO HE PAHEE YEM yepes
72 4aca nocie nocieHero BeeieHus JlakTobas.

Moiioko, nosrygyeHHoe OT KOpOB B MEPHOJ JICUEHHE U B TEUEHHE 72 YacoB IOcCjIe
nocienHero BpeaeHus Jlakrobas u3 370poBBIX YeTBepTeil BBIMEHH, IMOCHE KHUIITYCHUS
paspemacTcs UCTONb30BaTh B KOPM JKMBOTHBIM; MOJIOKO M3 OOJIbHBIX YeTBEpTEH BhIME-
HU 00€3BPEKUBAIOT U YTHIA3UPYIOT.

YGoil KMBOTHBIX Ha MACO pa3pellaeTcs He paHee 4eM uepe3 7 CYTOK IoC-
e nocnenHero npuMeHenus Jlakrobas. Msco KUBOTHBIX, BEIHYKISHHO YOUTBIX 10 UC-
TCYCHHA YKa3aHHOIO CPOKa, MOXKET OBITh NCIIOIb30BAHO B KOPM ITYIIHBIM 3BEPSIM.



IV. Mepsl 1u4HO#M nipoduIaKTHKH

17. TIpu paGore ¢ JlakroGaem HeoGXoanMo cob:m0aaTh 06UIME TIPABMIA JTHUHOMN
THUI'MEHBl U TEXHUKH 6€30MaCHOCTH, MIPEAyCMOTPEHHBIEC NIPU paboTe ¢ JIeKapCTBEHHBIMK
TpenapaTamu.

18. Tlpy ciyyaliHOM KOHTaKTe JIEKApPCTBEHHOIO MpemapaTta ¢ KOXKeH MM Clu3M-
CTBIMU 000JI0UKAMHU T71a3, UX HEOOXOAMMO [POMBITE GOIBIIMM KOJHYIECTBOM TIPOTOYHOMN
BOJIBL. JIYO/19M € THIIEPUYBCTBUTELHOCTRIO K KOMIIOHEHTAM NpenapaTa cIeAyeT u3berars
npsAMOro KoHtakra ¢ JlakroGaem. B ciyuae mposiBieHus aluieprudeckux peaxiuii WM
Mpy CIy4alHOM MONAJaHUK NpenapaTa B OPraHu3M YeIOBEKa CIIENYET HEMeIEHHO 06-
PaTUThCS B MEAULMHCKOE yUpekIeHne (IIpu cebe MMEeTh MHCTPYKUMIO 110 PUMEHEHHIO
npernapara Wik STUKETKY ).

19. TTycThie WIIPHIBI-103aTOPBI W3-NI0 JIGKAPCTBEHHOTO TpeNapara 3arperaercs
UCTIONB30BATH [ ObITOBBIX LI€NIeH, OHHU MOJIEKAT YTHIU3ALMHN ¢ OBITOBBIMYI OTXOIAMH.

20. Opranusanus-npoussoautens: Gupma «Norbrook Laboratories Limited»; 105
Armagh Road, Newry BT35 6PU, Country Down, Northen Ireland.

Uucrpykims paspaborana 3A0 «Baitepy» (123022, Mocksa, B. Tpexropustii rep.,
a.1, crp.1) coBmectHO ¢ pupmoit «Norbrook Laboratories Limited» (BeamxoGpuranus).

C yTBepikeHHeM HACTOALIEH HHCTPYKLUMH CYUTATh YTPATUBILEH CUITY HHCTPYKIIMIO,
o npuMenenuto Jlakrobas, yreepixaeHHyto Poccenbxosnamsopom 09.06.2011 roma

Pexomennosano k peructpaunu B Poccuiickoit ®enepauuu GI'BY « BTHKU»

HoMmep peructpariioHHOro y10CcTOBEpEeHNs



