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L. OO6ume ceneHus

1. HaumeHOBaHMeE JIEKAPCTBEHHOT' O TIperapara i BETEpUHApHOTO MIPUMEHEHUS:

ToproBoe HauMeHoBanue: MACTUBJIOK® DC 49 (Mastiblock DC 49);

M€K IyHapOJHOE HEITaTeHTOBAHHOE HAUMEHOBAHME: KIIOKCAIIUUIAH, aMOKCULIJIIMH.

2. JlekapcTBeHHast opMa: CyCIEH3Hs JJ1s MHTPALMCTEPHAIBHOTO BBECHHS.

MACTHUBJIOK® DC 49 B kauecTBe HNEHCTBYIOIIMX BELIECTB B 1 IIMpPHUIE COAEPKUT
KIokcauwuIH (B GopMe cojii OEH3aTHHOBOM KHCIOTH) — 605 MI U aMOKCHULMIIMH (B
dopme tpuruapara) — 500 Mr, a B KaueCTBE BCIIOMOraTEIbHEIX BEIIECTB: aIlOMUHUS MOHO-
cTeapaT ¥ napaduH KUIKUAHN.

3. 1o BHelIHeMYy BUIY JE€KapCTBEHHBIN Mpernapar NpeicTaBisieT coO00i OIHOPOIHYIO
CYCITEH3HIO OT G€JIOro J0 CBETJIO-XKENTOro LBera. [Ipy XpaHEeHUU IOITyCKAeTCs PacCaOEHUe
CYCIIEH3MH, Hcye3arolee py B30aIThIBaHUU.

Cpok roJHOCTH JIEKapCTBEHHOIO Ipernapara MpH COOTIONECHUM YCIOBUMA XpaHEHHs B
3aKpBITOI YIMAaKOBKE MPOU3BOAUTENSA — 2 rojla co JHS MPOU3BOACTBA. 3alpeliacTcs MpuMe-
HSATH IperapaT 0 UCTEUEHUHN CPOKa F'OJJHOCTH.

4. BplllycKaroT JIEKapCTBEHHBIN mIpenapar pacpacoBaHHBIM IO 5,4 I B IOJIMMEpHEIE
HIMPHUILIBI-103aTOPkI, MOIITYYHO YIIaKOBaHHbIE B IUICHKY. [IINpHIIb-103aTOPBI TOMEIIAIOT B
KapTOHHBIE Mayku 1o 24 u 36 mryk. Kaxxayro norpeOuTenscKyro yrnakoBKy CHabKaroT MH-
CTPYKLMEN I10 IPUMEHEHHUIO.

5. XpaHAT JIeKapCTBEHHBIN Ipernapar B 3aKphITO yaKoBKe IIPOU3BOAUTEINS, B 3alH-
IIIEHHOM OT MPSIMBIX COJHEYHBIX JIyueit mecte, mpu Temrneparype ot 2°C o 25°C.

6. JIekapCTBEHHBIH Mpernapar XpaHiT B MECTaX, HEAOCTYHbIX Ul JETEH.

7. Heucnosp30BaHHBIN JIEKAPCTBEHHBIN Ipenapar YyTWIN3UPYIOT B COOTBETCTBUU C
TpeOOBaHUSIMH 3aKOHOATEIbCTBA.

8. OTnyckaeres 1o penenTty (TpeGoBaHUIO) CIIeUANINCTa B 00J1aCTH BETepUHAPHUH.

IL. ®apMaKoJIOrH4eCKUe CBOMCTBA

9. ®apmakoTrepaneBTUUYeCcKas rpynia: NeHUIWIMHEL.

10. Bxopsimass B COCTaB JIEKQpCTBEHHOI'O IIpernapaTa KOMOMHALMS I10JIy CHHTETHYE-
CKHX MEHUIIWUTMHOB — aMOKCULIMJUIMHA M KJIIOKCAlIWJUTMHA 00€CIeYrBaeT MIMPOKUNA CIIEKTP
€ro MPOTUBOMUKPOOHOIO NEHCTBUS B OTHOLICHHHM HAWOOJIEE YacTO BBIAENIIEMBIX IPU Ma-
CTUTE MHUKPOOPTaHU3MOB: Staphylococcus spp. (B TOM YHCJIE U IITAMMOB, PE3UCTEHTHBIX K



NeHULIIUTHHY ), Streptococcus agalactiae, S. uberis, S. dysgalactiae, Corynebacterium py-
ogenes, Arcanobacterium pyogenes, Escherichia coli.

M3 opraHu3Ma KJIOKCAIWUIMH ¥ aMOKCHIIWIUH BBIBOJATCS ¢ MOYOH U (peKaausimu, y
JIAKTUPYIOIIHUX HKHUBOTHBIX TAKXKE C MOJIOKOM.

MexaHu3M aHTUOAKTePHAIbHOrO JEHCTBUSA KJIOKCAUM/UIMHA ¥ aMOKCHUIWIIMHA 3a-
KJIFOYaeTcss B TONABICHHM (DYHKLIMOHAIbHOM aKTHBHOCTH OaKTEpPUANbHBIX (EPMEHTOB
TpaHCIENTH a3, YIaCTBYIOIIMX B CBS3BIBAHMM OCHOBHOTO KOMIIOHEHTA KJICTOYHOM CTCHKH
MHKpPOOPIaHM3MOB - [IENITHAOIINKAHA, YTO MPUBOJMUT K rubeinu GakTepui.

MACTUBJIOK® DC 49 co3naer BHICOKHM YPOBEHb KJIOKCALMUIMHA U aMOKCHIIAJIIA-
Ha B TKaHSX BBIMEHH. biiarogaps MCIOJIb30BaHUIO B €r0 COCTABE MaJOPaCTBOPUMBIX COJICH
AHTUOMOTHKOB, 00JIaflaeT IPOJIOHTMPOBAHHBIM AHTUMHUKPOOHBIM JelicTBueM. WMHTpanu-
CTepHaJIbHOE BBEJEHHUE Iperapara KOpoBaM B CyXOCTOHHBIH MEPUO/I TIO3BOJISECT 00ECTICIHTh
TeparneBTUYECKOE ICHCTBUE HA TIPOTHKEHUU 7 HEIEeIb.

MACTUBJIOK® DC 49 no crenenn BO3AEHCTBUS HAa OpPraHM3M OTHOCUTCS K Majo-
ornacHbIM BewiectBaM (4 ximacc onacHocty o 'OCT 12.1.007).

III. Tlopsmox npyUMeHEHHUs

11. MACTUBJIOK® DC 49 npuMeHsoT 11 TpoGIIaKTHKY U JICYSHUS] MacTUTa Oak-
TEPHATBLHON ATHOJIOTUU Y KOPOB B CyXOCTOMHBIN ITEPHO/I.

12. TIpotuBonokasanueM k npumenenuio MACTUBJIOK® DC 49 sBisietcst MOBbI-
LIeHHas WHAMBUIyajdbHas 4YyBCTBHTEIBHOCTH >XKMBOTHOTO K KOMIIOHEHTaM IIpernapara (B
TOM YHKCJIE B aHAMHE3E).

13. Ilpu paboTte ¢ nmpenapaToM ciaeayeT coOnoaars o01ye npaBruila JIUYHONW TUTUEHBI
Y TEXHUKHU 0€30M1aCHOCTH, IPEITyCMOTPEHHBIE IIPU paboTe ¢ JIEKApCTBEHHBIMU CPELICTBAMH.
JlroasiM ¢ TUNepYyBCTBUTEIBHOCTHIO K KOMIIOHEHTaM IIpernapaTa cieIyeT u3beraTb Mmpsmo-
ro konrakta ¢ MACTUBJIOK® DC 49. [To oxoHYaHHH paGOTEI PyKH CIIETy€ET BBIMBITH Tell-
noi Bomo ¢ MpLIOM. IlycTyro Tapy M3-1OJ JIEKapCTBEHHOIO Iperapara 3anpeniaeTcs Hc-
10JIb30BAaTh JUIs OBITOBBIX LIEJEH, OHA MOJIEKUT YTUIU3ALUU C OBITOBBIMUA OTXOJAaMH.

IIpn ciydalilHOM KOHTaKTe JIEKapCTBEHHOIO Ipemnapara C KOXKeH WM CIM3UCTBIMH
000J10YKaMH IJ1a3 UX HEOOXOAUMO IIPOMBITH GOJIBIINM KOJIMYECTBOM BOJBL. B cirydae mosB-
JIEHUs AJIJIEPTHYECKUX PEaKkLMH WIM IIPU CIy4YalHOM IONaJIaHUU TIperapara B OpraHH3M
YeJI0BEKa CJIeyeT HEMEMJIEHHO OOpaTUThCA B MEIUIIMHCKOE yupexaeHue (Tpu cebe UMETh
MHCTPYKIMIO 110 IPUMEHEHUIO TpenapaTta Wid 3TUKETKY ).

14. Paspelaercs nMpuMeHEHHE Ipernapara B IMEPUOA CTEIBHOCTH, HO He mo3aHee 49
JHEW 10 mpeamnoaraemMoro orena. IIpenapar He npenHa3HaueH IS IPUMEHEHUS B MIEPUOT
JIaKTalUH.

15. MACTHBJIOK® DC 49 BBOAAT KOPOBaM OJHOKPATHO, HHTPALMCTEPHATIBHO Cpa3y
10 3aBEPILEHUH JIAKTALIMOHHOIO Nepuoa, B 103€ 1no 5,4 r (CoaepKUMoe OJHOTO IIIpHIla-
7103aTopa) B Ka)Kyl0 YETBEPTh BEIMCHH.

Ilepen npuMeHeHUeEM Mpenapar B IIpULE-103aTOPE CIeIYyET TIIATeIbHO B30OITATb.

Ilepen BBeCHHEM CYCIIEH3UU U3 BCEX YETBEPTEI BEIMEHH BbIIaUBaIOT MOJIOKO, COCKH
IPOTUPAIOT aHTUCENTUYECKUM pacTBopoM. Co HInpuiia-ao3aTopa CHUIMAIOT KPBIIIKY, [TOCIIe
3TOrO B KaHaJ COCKa BBOJAAT KaHIOJIO LINPHUIA-103aTOpa OCTOPOXKHO HaJaBiIUBas Ha IOp-
IIEHb, BBIJABIMBAIOT €r0 COAECPKUMOE; 3aTeM KaHIOJIIO M3BJICKAIOT, BEPXYIIKY COCKa Iepe-
YKHUMAIOT MaJbllaMy Ha 1-2 MUHYTHI U CJIETKa MAaCCUPYIOT COCOK CHU3Y BBEPX.

16. TTo6OYHBIX ABIEHUI U ocIoXHEHMH pu npumenennn MACTUBJIOK® DC 49 B co-
OTBETCTBHHU C HACTOSINEH MHCTPYKIMEW HE BBIABICHO. B cilydae IMOSIBICHMS aJUIEPTUYECKUX
peakIMii UCTIOIF30BaHUE MperapaTa MPeKpallaT 1 Ha3HayaloT aHTUTMCTaMUHHBIE CPECTBA U



CHMITTOMAaTHU4ECKOE JIEYEHHE.

17. CUMIITOMBI TIEPE03UPOBKY NPH IIPUMEHEHUH JIEKAPCTBEHHOTO Ipernapat « H€ BbI-
SIBJICHBI.

18. Mnpopmamms o HecoBMmectumoctd MACTUBJIOK® DC 49 ¢ npyrumu nekap-
CTBEHHEIMHM TperapaTaMy OTCYyTCTBYeT. He ciiemyer nmpuMeHsTh MACTHUBJIOK® DC 49
COBMECTHO ¢ JAPYTUMH TIpenapaTaMy I HHTPAlMCTEPHAIBHOIO IPUMCHEHHS.

19. OcobeHHOCTEN NeiCTBYS MpernapaTa Ipy ero NepBoM NPUMEHEHUH U MPU OTMEHE
HE BBISIBIICHO.

20. IIpenapat mpeHa3HayYeH Ul OJHOKPATHOTO IIPUMCHEHHUS.

21. Y60if ®UBOTHBIX Ha MICO pa3pelaeTcs He paHee, 4eM uepes 28 CyTok 1mocjie 1mo-
cnensero npumenerns MACTUBJIOK® DC 49. Msico KMBOTHEIX, BBEIHYKIEHHO yOUTBHIX 10
VICTEUEHHs] YKA3aHHOTO CPOKA, MOXKET OBITh MCIIOJIL30BAHO UL KOPMIICHHS ITyIIHBIX XKH-
BOTHBIX.

MoJI0KO B MHUIIEBBIX IEISX MOKHO HCIIOJIB30BATh HE paHee, yeM depes 49 nneit mocie
TOCJIEJHErO IIPUMEHEHUS MpenapaTa, U He paHee, 4yeM 4epe3 12 4acoB 1ocse oTesna KOpoB.
Moi10K0, IMOJTly4eHHOE paHee YCTAaHOBJIEHHOIO CPOKa, MOXKHO MCITI0JIb30BaTh B KOPM JKUBOT-
HBIM I0CJIE KUTISTUEHUS. :

HanMeHoBaHuUE U aJipec MPOU3BOICTBEHHON 000 «AB3 C-Il», Poccusa, 141305,
IUTOIIAJKK [IPOU3BOIUTENS JIEKAPCTBEHHOTO MockoBckass o6iacth, r.0. Ceprueno-
npenapara i BETepUHApHOTrO IPUMEHEHHUS [Tocanckuit, r. CeprueB Ilocam, yi.

[{enTpanbHas, 1. 1/11.

HaumenoBanue, agpec opranuzanuu, ynoatsomo- OOO «AB3 C-II», Poccus, 141305,
YEHHO! Jlep)KaTeseM WIM BiaJenbleM peructpa- MockoBckas obnacte, r.0. Ceprueso-
IIHOHHOT'O YJOCTOBEepeHMs JiekapcTBeHHoro mpe- [locanckuii, r. Ceprues Ilocan, yiu. Llen-
napaTa Ha [IPUHATUE NPETEeH3Ui OT MoTpeduTeNs: TpaibHas, a. 1/11.

Tenedon xpyrimocyrounoit «I opsueit -
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