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MHCTPYKIUA
110 IIPUMEHEHHMIO JTeKapCTBEHHOTO Hpemnapara MeTtakam®, npeHAa3HAYEHHOTO VTS
TIeYeHHS BOCIAJIEHUHA Pa3IMUYHON 3THOJIOTHH Y KUBOTHBIX
(Opranuzanus-paspaboruank: Gupma “bépunrep Murenbxaiim Betmenuka I'M6X”,
bunrep lrpacce 173, [I-55216 Wnrenbxaiim/Peiin, ['epmanmus / “Boehringer
Ingelheim Vetmedica GmbH”, Binger Strasse 173, D-55216 Ingelheim/Rhein,
Germany)

I. OO0mue cBenenus

L Toprosoe HasBaHme JeKapCTBEHHOTO Tpenapara: Merakam®
(Metacam®).

MexayHapoZHOe HEelTaTeHTOBaHHOE HA3BaHKe: MEIIOKCHKAM.

2. JlexapcTBeHHas GopMa: pacTBOP I HHBEKIIHIA.

B 1 mn pactBopa nns wHbeKumit Metakam® B KkadecTBe neifCTBYIOLIEro
BelecTBa comepxurcs 20 MI MeJOKCHKaMa, a B KadecTBe BCIIOMOIAaTelbHBIX
BEIIECTB: 3TaHOI, IoJiokcamep-188, makporoas 300 (momuatuiaenrimkons 300),
TIHLHH, 9IeTaT HATPHs, THIPOKCH]] HATPUSA, CONSHYIO KHCIOTY, METTIYMHUH U BOLY
LIS UHBEKIIHIA.

3. [To BHemHeMy BMAy Ipemapar HpeICTaBiIsieT CO0OM MPO3payHyro
’KHJIKOCTB JKEJITOrO I1BeTa.

Cpoxk rogHocTy npenapara Metakam® npu coGMFOIEHAN YCIOBHI XpaHEHHUS
— 3 rojia co IHs IPOM3BOJICTBA, MOCJIe BCKPHITHS (uiakoHa — He Goee 28 CyTOK.
JlekapcTBEHHBIM MpeTapar 3ampelaeTcs MPHMEHSTh [0 MCTEYeHHH CpoKa
TOHOCTH.

4. JlekapcTBeHHEIH ITpemnapaT BBIMYCKalOT pachacoBaHHEIM 1o 20 M, 50
M, 100 ma 1 250 Ma B cTeKIAHHBIE (IIAKOHBI COOTBETCTBYIOIIEH BMECTUMOCTH,
YKYNOpPCHHbIE  PE3HHOBBIMH  IIpOOKaMM, YKPEIUICHHBIMH  aJIOMHHUEBEIMU
Konnadkamu. @akonsl ¢ npenaparom 1o 20 mi, 50 mu, 100 M yIaKOBBIBAIOT I10
| wnu 12 wryk B KapTOHHEIE KOPOOKH, (aakoHs! 1o 250 M — o 1 umm 6 mTyk. B
Kax Iyl KOpOOKy C JIEKapCTBEHHBIM IIperapaToM BKJIAJBIBAIOT WHCTPYKIHIO II0
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NpUMEHEHHI0. KOPOOKH ¢ JIeKapCTBEHHBIM [PENapaToM YIIAKOBAHBI B AIUKH (nmu
APYTYIO TPAHCIIOPTHYIO YIIaKOBKY).

5. MerakaM® XpaHSAT B 3aKpBITOM YIIaKOBKE TPOM3BOIUTENS OTHAEILHO OT
[IPOAYKTOB IMUTAHHA A KOPMOB B 3alIUINEHHOM OT CBeTa MeCTe IIPH TeMIepaType
ot 10 °C mo 25 °C.

6. JlekapCTBEHHEBIH Npemnapar cliefyeT XpaHHTb B MECTax, HEJOCTYIHBIX IS
JeTe.

7. Hencrnomb3oBaHHEIM  JIeKapcTBeHHEIH — mpernapar YTHIM3UPYIOT B
COOTBETCTBHHM C TPEOOBaHUSIMU 3aKOHONATENLCTRA.

8. OTmyck nekapcTBEHHOrO IIpenaparta 6e3 penenTa BETEPHUHAPHOIO Bpaya.

II. ®apmaxkonoruyeckue cBOHCTBA

9. DapmaxoTepaneBTHYECKAS rpymnmna: HECTEepOUIHBIE
IPOTHBOBOCTIANIUTENIBHBIEC JIEKAPCTBEHHBIE CPEICTBA.

10. Menokcukam, BXOIANIME B COCTaB JIEKapCTBEHHOI'O IIperapara,
obnafaer  BRIDaXEHHOM  IPOTHBOBOCIIANMTENBHON M aHAIBreTHYECKOM
aKTHBHOCTBIO.

Mexanusm  neHCTBHS — MelNOKCHKaMa  3aKiiodaerci B pesynbTare
U30UPaTeTEHOIO IIOAABIICHUS BBIPaOOTKM IHKI00KCHreHassl (L[0T ) B IHKIE
apaxuIOHOBOM KHCIOTHL, TIPH 3TOM IOZaBisieTcs BEIpabotka L[OI-2, mox
IEHCTBHEM KOTOPOH IIPOUCXOOMT CHHTE3 BOCHATHTEIBHBIX IIPOCTAarIaHIHHOB
(IITE; u [1I'E;), BEI3BIBAIOMIUX BOCHANEHHE, OTEK U GOJIb.

®apmMakoIMHaAMUKA ¥ hapMaKOKHHETHKA
Menokcikam — 3T0 HECTEPOHMAHOE INPOTHBOBOCIIATHTENLHOE JIEKapCTBEHHOE
cpenctso (HIIBC), koTopoe yrueTraer CHHTE3 IIPOCTAIJIaHAMHOB, H, TAKUM
obpazom, OKa3bIBaeT [IPOTHBOBOCIATUTEILHBIH, AHTHUIKCCYIaTHBHEI,
aHAIIBIETUYECKUA M NPOTHBOBOCTIANUTENBHBIA 3ddexts.. OHO yMeHbLIaeT
MHQWIBTPAIIMIO JICHKOLMTOB B MeCTe BOCHAJICHHS, YyTHETaeT arperaimro
TPOMOOLIMTOB, a TakKe GIOKHpYeT MPOAYKIMIO TpoMBokcaHa B, Yy KUBOTHEIX,
BBI3BIBAEMOT'O SHAOTOKCHHOM E. coli.

AOcopbrus
Ilocne ODHOKPAaTHOrO IOIKOXKHOTO BBEJICHHA KopoBamM B g03e 0.5 wMr

MEeNOKCUKaMa/KI Crax MOCTHraeT 3Havenuit 2.7 pr/mi u 2.1 ur/mn mocine 4 u 7,7

4acoB, COOTBETCTBEHHO. Ilocie ABYX BHYTPHMEIIICYHBIX BBEIEHHH CBUHBIM B

nose 0.4 mMr menokcuxama/kr, 3Hayenue C,. mocTuraercs 1.9 ur/mi uepes 1 uac

nocne mpuMeHeHHs. bonee yem 98% Mesnokcrkama CBA3aHO ¢ GeIKaMH IIIA3MEL

Hauboree BbICOKHEe KOHLEHTpalMM HalIEHbl B NIeYeHH M 0uKaX. Bolee HU3KHe

KOHLICHTPAIlU¥ OOHAPY/KEHbI B CKENIETHBIX MBIIIIAX 1 KUPOBBIX TKAHAX.
Metabou3m

Menokcukam paspymaeTrca 10 CoupTa, KUCJIOTHOTO ITPOU3BOTHOTO U HECKOJBKHX
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ITOJIAPHBIX MGTH60J’[HTOB, (bapMaKOJIOFH‘IeCKI/I HCaKTHBHBbIX.

BriBesieHne
MeokcHKaM BBIBOJMTCS C IIEPHOAOM TIONYBHIBENEHHS 26 4acoB U 17.5 dacoB
nocne  IOAKOXHOW  WHBEKUMHM HETeIAM W JIaKTHPYIOIIHM  KOPOBaM,
COOTBETCTBEHHO. Y CBHHEH I0C/Ie BHYTPUMBIIIEYHOIO BBEJEHUS CPEIHEH TEPHOJ
TIOJTYBBIBEJICHHSI COCTABIISIET OKOJIO 2.5 4acoB, a y JIomael I1ociie BHYTPUBEHHOM
HHBEKIUH - 8.5 yacos. [Ipubausurensro 50% BBeOeHHOI 10361 BEIBOAUTCS Yepes3
MO4y, a OCTaBIIIeecs] KOIUUECTBO - Yepe3 (eKaliu.

Merakam® mo cTerneHH BO3JEHCTBHS HA OPTaHM3M OTHOCHTCS K YMEPEHHO
omacHeIM BemiecTBaM (3 knacce omacHoctt mo I'OCT 12.1.007-76), He obnagaer
Q/UIEPrU3UPYIOIIUAM, 3MOPHOTOKCHYECKHM, TEpaTOTeHHBIM W MYyTareHHBIM
JICUCTBHEM.

III. Tlopsnox npuMeHeHUS

11. Merakam® HCIIONB3YIOT B KadecTBe IIPOTHBOBOCIAIUTENBHOTO U
aHAJBIeTHYECKOr0 JICKAPCTBEHHOI'O CPENCTBA KPYIHOMY pPOTaTOMY CKOTY TMpH
Japee B COYCTAHHM C PETHAPALMOHHOM Tepamnuel, pH OCTPBIX PECHHPATOPHBIX
MH(EKIUAX, THOHHO-KaTapaTbHOM MACTUTE B KOMIUIEKCE C COOTBETCTBYIOIIEH
aHTHOAKTepHabHON Tepanuei, a TakKe P BOCTIATHTEbHBIX IIPOLIECCAX OMOPHO-
auratenbHoro ammapara. CBHHBSIM IpH HapylmleHHH (YHKIHHA OIOpHO-
JABUTaTeIBbHOTO ammapara, CBS3aHHOTO C BOCHAJIHMTEIBHBEIME IIPOIECCAMU
HEUH(DEKIIMOHHOM 3THOJIOrMH, TIPH TePaNHH IIOCIEPOAOBOTO CETICHCa H CHHIPOMA
MaCTUT-METPUT-araIaKTHs B KOMILJIEKCe c COOTBETCTBYIOLINMHU
aHTHOAKTEpHaNbHEIMU TpenapartaMu. JIomansM Ipu XPOHMYECKHX H OCTPBIX
0one3HAX  ONOPHO-IBHUTATENFHOrO — ammapara M KOIMKAX B  KauecTBe
IIPOTHBOBOCIIATUTEIEHOTO U aHAIBI€TUMECKOT0 CPeICTBA.

12. TIpoTuBonOKa3aHueM K IpiMeHeHu0 MetakaM® SBIs€TCs OBBILICHHAS
UHIVBUIyallbHAsT YyBCTBUTEJILHOCTH JKMBOTHOTO K KOMIIOHEHTaM Iperapara.
3anpeiaercss NPHMEHATh JEKApCTBEHHBIM Mpemapar TensTaM, He AOCTUTIIMM
HEJIENIbHOr0  BO3pacTa, XepebdraM, He IOCTHUTIINM O6-HeAEeNIbHOrO BO3PacTa,
KepEOBIM WM JTAKTUPYIOLUIMM KOOBLTAM, KMBOTHEIM C HOPaKEHUAMHU IEYECHH U
CepIEeYHO-COCYAUCTON CHCTEMBI, HApYILICHUAMH (QYHKIHMH IIOYEK, IPOSBIEHHH
reMOpparu4eckoro CHHIpOMa.

13. Merakam® NPUMEHSIOT KpyIHOMY poraToMy CKOTY OIHOKPAaTHO
NIOJIKOXXHO MJIK BHYTPHBEHHO B o3¢ 2,5 mur Ha 100 K Maccel XHBOTHOrO, 4YTO
cooTBeTcTBYeT 0,5 MI MeJOKCHKamMa Ha | KI' MacChl >KMBOTHOI'O, CBUHBSM
OIHOKpPaTHO BHYTpHUMBILIEYHO B no3e 2,0 mia Ha 100 Kr Maccel KMBOTHOT'O, YTO
cootBeTcTBYeT 0,4 MI MeIIOKCHKaMa Ha | KT MacChl JKHBOTHOTO.

ITo moka3aHusiM BO3MOXXHO NOBTOPHOE BBEIEHHWE CBHUHBSM JIEKAPCTBEHHOTO
npermapata uepe3 24 w4aca. JlomaasM NPHMEHSIOT TpemapaT OXHOKPATHO



BHYTPMBEHHO B 103€e 3,0 mi Ha 100 KT Macchl )KUBOTHOrO, 4TO cootBeTcTBYET 0,6
MI MEJIOKCHKaMa Ha | KT Macchl )KMBOTHOTO.

14, CuUMOTOMBI Tepeo3UPOBKA NpH  NPUMEHEHHH JIEKapCTBEHHOTO
Tperapara He BBISBIICHBI.

15. Ocobennocrett nefictBust pu Hauase mpuéma npenapata Merakam® u
IIPH €r0 OTMEHE He BEIABJIEHO.

16.  Ilpumenenwe mnpemapata »epé6bIM M JaKTHPYIOIIUM KOOBLIAM
samperieno. llpemapar uHCmonB3yeTcs U CYNOPOCHBIX M JIAKTHPYIOIIUX
CBUHOMATOK, a TaKXKe JUIS CTEJIbHBIX M JIAKTHPYIOIIHX KOPOB.

17. Tlpu mpormycke cpoka IIOBTOPHOTO IpHMeHeHus MeTakamM® CBUHBAM
HeOOXOAMMO BBECTH €r'0 B IIPELYCMOTPEHHON 03€ KaK MOKHO CKopee.

18. Ilpu mpuMeHeHHMM IpenapaTa B COOTBETCTBHH C HACTOSIIEH
VHCTPYKIMEH II0O0OYHBIX SIBIECHUH U OCIOXHEHHUH, KaK IPaBHIIO, He OTMevaeTcs, Y
HEKOTOPBIX BAKIWHUPOBAHHBIX JKHBOTHBIX Ha MeCTe€ BBelNEHHS IIpernapaTa
BO3MOXHO 00pa3oBaHHMe NpUITYXJIOCTH, KOTOpas CaMOIpPOU3BOIBHO IIPOXOMUT.
Ilpy BOSHHKHOBEHWH, B EIMHHMYHBIX CIy4asX, aHaMUIAKTHYECKHX peaxuuii
PEKOMEHIYETCS CHUMITOMATHYECKOE JIeUeHHe JKMBOTHBIX AHTHTHCTAMHHEBIMA
IpernapaTaMu, aIpeHo- U CUMITaTOMUMETHKAMH.

19. 3ampemaercs  oXHOBpeMeHHOe  IPHMEHEHHE JIEKapCTBEHHOTO
lpelrapata ¢ TUIFOKOKOPTUKOCTEPOUIAMH,  JAPYTHMH  HECTEPOUIHBIMH
NPOTHBOBOCIIAIUTENIBHBIMH [IPETIapaTaMH, a TaKXKe aHTUKOAryISHTAMH.

20.  VGoii KpymHOTO POraToro cKoTa Ha MCO pa3pellaeTcs He paHee, ueM
depes 15 CyTOK, cBUHeH u nomamedl — depes 5 CyTOK MOCHE MOCIEIHErO
IpUMeHeHHs TpenapaTta Merakam®., MoIoko MOXKHO HCIIONB30BaTh B IHILY Yyepes
5 JiHel I[ociie MOCIeHeTo NpUMEHeHus mpernapara. Moloko, IIOJIyYeHHOE paHee
YCT@HOBJIEHHOIO CpOKa, MOXET OBIThb HCIOJNB30BAHO II0CJE KHIISUCHHS JUIS
KOPMJICHHS TYIIHBIX 3Beped. MsCO KHBOTHBIX, BBIHYXAEHHO YOHTBIX 0
HCTEHCHMS YKa3aHHOTO CPOKa, MOXET OBITh HCIIOIB30BAHO B KOPM IYIIHBIM
3BEPSIM.

IV. Mepbl nu4HON NpohUIaKTUKH

21.  Tlpu pabote ¢ nekapcTBeHHBIM mperiapaToM Merakam® HeoGXOTHMO
cobmonatek ofbiie TpeGoBaHUs 0€30IacCHOCTH, TPEIBABIAEMbIC K pabote ¢
JIEKapCTBEHHBIMH CPEICTBAMHU IS dKUBOTHBIX.

22. JhomaM ¢ TMIEPYYBCTBUTENBHOCTHI0 K KOMIIOHEHTaM mpenapara
cnenyeT u3beraTh mpsMoro koHTakra ¢ Merakam®. Tlpu paboTe ¢ nexapCTBEHHBIM
NIperapaToM 3alpelaeTcss MUTh, KYPHTh M IPUHUMATH MNHILY. Ilo OKOHYaHHM
paboTEI PYKH ClIeyeT BEIMBITh TEIUIOH BOMOM ¢ MBUIOM.

IlycTele (maxoHsl W3-TIOX JEKApCTBEHHOTO Hpemapata 3alpeInaeTcsa

UCTIONIB30BaTh IS OBITOBBIX II€Jel, OHU IIOIJIEHKAT YTUJIM3AIlMH C OLITOBBIMH
OTXOIaMH.



23.  Ilpu cimy9aliHOM KOHTaKTe JIEKapCTBEHHOTO Mpernapara ¢ KOxeil umm
CIIM3UCTBIMH 000JIOUKAMH I'71a3, UX HEOOXOIMMO TPOMBITH GONBIIHM KOIHIECTBOM
BOABL. B cilyyae MOABIEHMS aMIePrHYECKUX peakIWi WM IIPH CIydaiHOM
MONalaHKy NpernapaTa B OPraHu3M 4YejioBeKa ClIefyeT HeMeIJIEHHO OOPaTHUThCA ¢
MEIVMIMHCKOE yupexzeHne (npu cebe HMeTh WHCTPYKIHIO 10 NPHMEHEHHIO
Iperapara Wik 3THKETKY ).

HaunmeHoBanue u agpec “Jlabunana Jlaiid Caitencec C.A.”,
IIPOU3BOJCTBEHHOMN IIOIIaIKH Benyc 20, Kan ITapennana
IIPOM3BOJUTEIIS JIEKAPCTBEHHOTO Hupnycrpuan, 08228 Teppaca, Mcnanus
Ipenapara JJisl BeTepHHAPHOTO / “Labiana Life sciences S.A.”,Venus
IPUMEHEHHS 26, Can Parellada Industrial, 08228

Terrasa, Spain.

HanmeHoBanue, ampec 00O “bepunrep HWHrenasxaiim”,
OpraHu3aluy, YIOITHOMOYEHHOM 125171, MockBa, JleHMHIpamacKoe
BJIQ/IENIBLEM PETUCTPALIMOHHOTO mocce, 16A, ctp.3.

yIOCTOBEPEHHS JIEKAPCTBEHHOI'O
Tnpernapara Ha IPUHATHE PETeH3ul oT
HoTpeOuTeNs:

C yrBepxnennem Hacrosmeidl MHCTpykiuu otMensercss MHCTpyKIms 1o
NPUMEHEHHI0  JIEKapCTBEHHOTO  npemapaTa  Mertakam®,  yTBepkeHHas

Poccenbxo3nanzopom 24 despans 2011 roza.

Homep perncTpalluoOHHOTO yIOCTOBEPEHHS:
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