UHCTPYKLMA
no npuMerenno baffoknokea DC ans npodunaktaku
M JICUEHHS MACTUTA Y KOPOB B CYXOCTOHHBIA epUOI

(opraruzanus-paspadotaux pupMa «Norbrook Laboratories Limited»,
BenuxobpuTtanus)

I. OBIIVUE CBEJEHUS

1. ToproBoe HauMEHOBAHHE NEKAPCTBEHHOrO npenapata: baitoxknoxe DC
(Bayoclox DC)

MekyHapOIHOE HeNATeHTOBAHHOS HAHMEHOBAHHE: KIIOKCALIMITIIHAH.

2. Jlekapcrrennas QopMa: CyCreH3ust sl MHTPANUCTEPHANLHOIO BBee-
HHUS.

Baitoxmoke DC B ogHOM WINpHIe-A03aTOPe B KauecTBe AeHCTBYIOLIErO
BEIIECTBA COACPKUT KJIOKCAILTHH (B GopMe coNTi OSH3aTHHOBOH KHCIOTEI) -
500 Mr, a B KadecTBe BCIIOMOTaTeNbHbIX BELLECTB: ATOMUHUA cTeapart - 135 Mr

¥ kajgkui mapadun - o 4,5 T '

3. Batioxnoke DC BoinyckaioT B hopme CTepI/I}IBHOH cycneHsuu, pacdaco-
BaHHOH 1O 4,5 I B 0OJHOPA30BLIC TUIACTHKOBEIC MIMTPHITBI-T03aTOPEL, YIIAKOBAH-
HBEIE 110 24 LITYKU B KAPTOHHBLIC KOPOOKM ¢ MHCTPYKIMEH MO NPUMEHEHHIO.
IMo BHemHEeMY BHAY Ipenapar NpejcTaBaseT cobol OTHOPOIHYIO CYCIEH3HK)
cepoBaTo-0enoro HBeTA.

4, Xpaust balioxnoke DC B 3axpeIToil yHIaKOBKE NPOU3BOJAUTENS, B CYXOM,
3AIIMIIEHHOM OT IMPAMBIX COMHEUHBIX Jyded MecTe, OTASABHO OT MPOAYKTOB
NUTAHUS B KOPMOB, IipH Temmepartype ot 5°C no 25° C.

CpoK TOIHOCTH mpenapata npu codMoAcHUM YCA0BUH XpaHeHHus — 2 roja
CO JIHA TIPOU3BOJCTBA.
baitoxsioxe DC no HeTeueHHH cpoKa FOTHOCTY He TOMKEeH NPUMEHSITHCS,

5. baiioknoke DC ciiegyer xpaHuTh B MECTax, HEIOCTYIHDIX A1 AeTei.



6. Hencrions30BaHHEIH TIperapaT YTUIHZUPYIOT B COOTBETCTBHH ¢ TPeDO-
BAHUWSMH 3aKOHOAATENbCTBA. '

II. ®DAPMAKOJOTMUECKHME CBOMCTBA

7. Baitokimoke DC OTHOCKTCS K MPOTHBOMACTHTHBIM AHTHOAKTEPUAIIBHBIM
npenaparaM TPyTbl MeHULIDIHHOB, KUIOKCALMIIMH, BXOASIUMA B COCTaB
nperiapara, o0iafaeT MHPOKUM CIICKTPOM OaKTepHUIMIHOTO IeHCTBHS, aKTH-
BEH B OTHOUIEHHH TPAMIIOIOKHUTENBHBIX OaKTepHil, Kak NpParuiio, BLyese-
MEIX H3 CEKpeTa MOJIOYHOH KeJle3bl KOPOB BO BPEMA CYXOCTOHHOIO NepHoa:
CTPENTOKOKKOB (B TOM umcse Streptococcus agalactiae), cradunoxoxkon
(BKJTFOUAst [LITAMMBI, YCTOMYHBEIC K TIEHULMIIIMHY ) W KOpHHebaKTepui.

battoxnoxe DC, Grarogaps MCHONb30BAHUIO B €0 COCTABE MAIOPACTBO-
PUMOM COJIM KIIOKCAIWLUTHHA ¥ CIICHHAABHOH OCHOBBI, 0014/1a€T JUIHTENbHBIM
OaKTepUIMIHBIM JEHCTBUEM; ero HHTPALUCTepHAIbHOE BBEICHHE 03BONAET
o0eCneynTh TepareBTHIeCKoe AeHCTBHE IIpeHapaTa npu JieueHHH KOpoB B cy-
XOCTOMHBIH TIEPUOJL HA ITPOTSHKEHHH 3-4 Henenb. BRIBOAHTCS KIOKCALUIIIAH
W3 OPraHi3Ma ¢ MOUOM M (QeKwMsMH, ¥ JAKTHPYIOIUX JKHBOTHBIX TAKKe ¢
MOJIOKOM. .

Bajioknoxe DC 1o cTeNeHd BO3ACHCTBUS HA OPIraHW3M OTHOCHTCH K Ma-
noonacHbIM BeinecTsaM (4 kmace onacHoctu mo ['OCT 12.1.007-76), B pexo-
MEHIYEMBIX 033X HE OKa3biBaeT MECTHO-pa3ipakarollero NeHCTBHA Ha TKa-
HH MOJIOYHOH XKeTe3bl.

I1. TOPAJOK IMPUMEHENM A

8. Baiioxnoke DC HazHa4valoT 14 NPoQUIAKTUKY M JICYCHHS MACTHTA
HaKTepHANTBHON DYTHOIOTHN Y KOPOB B CYXOCTOHHBIN IIEPHOA.

9. TIpotHBonOKa3aKHKeM K npumeHennro balokiokca DC ssisercs vH-
TUBHAYANbHAS TOBBILIEHHAN YyBCTBUTEILHOCTL KHUBOTHOO K B-nakramubiv
aHTHOMOTUKAM.

battoxnoxe DC 3anpeuiaercs IpHMeHATh KOPOBaM B TIepHO JIaKTALMH, a
TAKKE MeHee 4eM 3a 28 CYTOK epeji OTEIIOM.

10. Baitoxsioke DC BBOZAT OTHOKPATHO, MHTPALMCTEPHAIBHO BO BCE YeT-
BEPTH BBIMEHH CPA3y JKe [10 3aBepIICHHH JTAKTALHOHHOIO epHoja, B PasoBOl
go3e 4,5 r (1 umpui-1o3aTop) B KQXIYIO YeTBEPTh BLIMEHHU.

11. Tlepen npumenenuem baioknokca DC 13 Bcex ueTBepTeH BBIMEHH
BBIIAMBAIOT MOJIOKO, COCKH 00pabaThiBatOT AC3HHOHUIMPYIOLINM PacTBOPOM,
3aTeM B KaHaJI COCKA BBOJST KAHIONMIO IIMIPHHA-NO3ATOPA U OCTOPOKHO BbI-
AaBiuBaroT cogepikumMoe. [locite 3Toro KaHOMo H3BNEKAIOT, BEPXYIIKY COCKa



MepeKUMAIoT naabiaMil Ha -2 MMHYTBHI H Ccllerka MacCHPYIOT COCOK CHU3Y
BREPX JUIS MYHIIEro pacipeAelicHs JEKapCeTBEHHOTO CPeJICTRA.

12. CHMIITOME! IIEPEAOIHPOBKH Y HUBOTHBIX HE BEIIBIEHBI.

13. JlekapCTBEHHDLIA NPETApaT IPUMEHSETCS OIHOKPATHO.

14. TIpu npumenenun baifoxsiokca DC B coOTBeTCTBHU ¢ HacTosiel HH-
CTPYKLHEH, NMOOOUHBIX SIBICHUH M OCIOKHEHHI y KOpOB, KaKk TIPaBUIIO, HE
HabmogaeTca. B cilydae MOABIEHMA ALIEPIHUECKMX PEaKUMi MCIONb3OBAHHE
npenapaTa NpexpallaT d IPH HEOOXOUMOCTH HA3HAYAIOT AHTUIMCTAMUHHEIE
npenaparsl MITH Ipyroe CHMOTOMaTHYECKOE JIeUeHHE.

15, Ilpumenenne baitokmoxca DC He ucKiI0O4aeT UCNIONB30BAHUE JPYTHX
NEKAPCTBEHHBIX CPE/CTB JUISL JKMBOTHBIX, KPOME MIperapaToB Ul WHTEpLM-
CTepHAILHOTO BREACHMS.

16. Y60t )HBOTHEIX Ha MSICO pa3peliaeTcs He paHee, yem uepes 28 CyTok
nocne seegenus baliokmoxca DC. Msico )KMBOTHBIX, BBIHYXKJICHHO YOHTBIX 10
UCTEUEHUS YKA3AHHOTO CPOKa, MOXKeT OBITh HCIIONL30BAHO B KOPM ITYIIHBEIM
3BEPAM.

Mosoko B IHINEBBIX LE/SIX MOMKHO MCIIONB30BATEH HE paHee, deM uepes 252
gaca nocne oresna kopos. MooKo, NOMyUYeHHOE [TOCe 0Te1da KOPOB 10 HeTede-
HUSl YCTAHOBICHHOIO CPOKa, MOYKeT OBITh HCHOMB30RAHO IIOCTIE KHIITYEHHS B
KOPM YKMBOTHBIM.

V. MEPBI JIMYHOM ITPOGUTTAKTUKH

17. Ipu pabore ¢ baitokimokcom DC cnenyer cobmonats obLiue npasuiia
MUYHOR M'ATHEHBI H TEXHMKU 0€30MacHOCTH, NIPEIyCMOTPEHHBIE TIpH padoTte ¢
ACKAPCTBEHHBIMU IPeTIapaTaMy Il KU BOTHBIX.

Bo Bpemst paboTil ¢ npenapatoM He pasperiaercss KypHTh, TUTh U IIPHHU-
MaTs iy, 1o okondyanun paboThl CE/yeT TINATENBHO BBIMBITL PYKH TEIJION
BOLOH ¢ MBIJIOM.

18. IIpu cnaydaliHOM KOHTAKTe JEKapCTBEHHOTO IPerapara ¢ Koxel uiu
CIIM3UCTRIME O0OIOUKAMM [JIa3, UX HEOOXOIMMO HPOMBITH OONBLIIMM KOJu4e-
¢TBOM BOABL. JIFOJSM C THIIEPUYBCTBUTENBLHOCTLIO K KOMIIOHEHTaM Tiperapara
creayeT u30erarh NpsiMoro KOHTAKTA ¢ JIEKApCTBEHHBIM TIpertaparoM. B ciyuae
MOABICHYS AINEPrHYSCKHX PEAKIUE MITH NIPH Cliy4aliHOM MOIajaHuy IIpenapa-
Ta B OpPraHM3M uejlOBeKA CJielyeT HeMeIUIeHHO OOpATHUTLCS B MEIHUHHCKOEe
yapexaenue (npu cebe UMeTh MHCTPYKLHIO 110 IPUMEHEeHHIO Iperapara Hilu
TUKETKY ). '

19, Tlyctele UOTPHITBI-TO3ATOPEL U3-IO JICKAPCTBEHUOIO CPeacTBa 3arpe-
[MIAETCH UCHONB30BATh U OBITOBRIX Melell. X YTUIH3UPYIOT ¢ GBITOBBIME OT-
XOJAMH.



20. Oprausanus-tponssoaurels: Gpupma «Norbrook Laboratories Lim-
ited»; 105 Armagh Road, Newry BT35 6PU, Country Down, Northen Ireland.

HMucrpyknus pazpadotana 3A0 «baiiepy» (123022, Mocksa, b. Tpexrop-
HBIH nep., 1.1, ¢rp.1) coBMecTHO ¢ hupmoii «Norbrook Laboratories Limited»
(BenukobpuTanus).

C yTBepKJICHHEM HacTOSAIIEeH HHCTPYKIUH CUMTATh YTPATHBLIEH CHILy
HHCTPYKIIHIO, yTBepxkaennyto Poccensxosnamsopom 31.10. 2011 roaa.

PexoMenposano x perucrpauu B Poccuiickoit ®epepauun OIBY
«BI'HKI»

HowMmep perucTpatlHOHHOrO yA0CTOBEPEHUA





