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Homep perucrpanronsoro yaocroepeHus 705-3-22.19-4603NelIBH-3-22.19/05538

I. Obume cBeneHus

1. ToproBoe HauMMeHOBaHHME JIEKAPCTBEHHOro mpenapara: Jlokcaru6®
(Doxatib®).

MexnyHapoHOe HEelTaTeHTOBAHHOE HAMMEHOBAHHE: TOKCUIIAKIIMH.

2. JlexapcTBeHHas popMa: MOPOLIOK ISl OPATIEHOTO TPHUMEHEHUSL.

Jlokcatu6® B KadecTBe JAEHCTBYIOLIErO BEIIECTBA COJACPIKHT JIOKCHUIMKIMHA
ruknar - 500 mr B 1 1, a B Ka4ecTBE BCIIOMOTraTeIbHOTO BEIIECTBA BAHHYIO KUCIIOTY.

3. Ilo BHewHeMy BUJY IIpemnapar mpejacTaBisieT co00i MOPOIIOK OT CBETJIO-
JKEJITOTO J10 KEJITOro LBeTa.

Cpox rogHOCTH MpH COONMIOJEHMM YCIIOBHM XpaHeHuss - 2 roja ¢ AaTsl
IPOU3BOJICTBA, IIOCJE IEPBOrO BCKPBHITHS YNAaKOBKU - He Oonee 12 mecsiueB npu
YCJIOBUH XpaHEHHSI B OPUTHHAIBHOM YIIaKOBKE C 3arHYTHIMH H 3a()MKCHPOBAHHBIMH
3QKMMOM KpasMH JIMHMM BCKpPBITUS; JIe4eOHBIA pacTBOp Ipernapara HEOOXOAMMO
HCIIONB30BaTh B TeYeHUE 24 4acoB.

BHHPGUJ,H.CTCH HUCIIOJNIB30BATH HEKapCTBeHHBII\:I npemnmapar 1nmo HCTEYEHHUHW CpOKa
FOJHOCTH.

4. Beimyckarot Jlokcatu6® pacdacoBaHHBIM 10 1 KI' B MHOTOCJIOMHBIE TTAKETHI
U3 JaMUHUPOBaHHOH ¢onbru. Kaxayio eguHuily MNOTpeOUTENbCKOH YMaKOBKHU
CHA0XKAIOT HHCTPYKLIMEH MO IIPUMEHEHHIO.

5. Xpansr Jlokcatu6® B 3aKphITOil yNakoBKe IPOM3BOAUTENS, OTAEIBHO OT
[MUILEBbIX IPOAYKTOB M KOPMOB, B 3aIUIIEHHOM OT MPSMBIX COJHEYHBIX JIy4eH
Mmecre, rpu Temieparype ot 0 °C go 25 °C.

6. JlokcaTu6® creayer XpaHUTh B MECTAX, HEJOCTYHBIX IS AETEH.

7. Heucnionp30BaHHBIA  IpenapaT yTWIM3HPYIOT B COOTBETCTBHH C
TpeOOBaHUSMH 3aKOHOIATENIbCTBA.

8. Otmyckaetcs 6e3 penenrta BeTepUHAPHOTO Bpaya.



II. ®apmaxonoruyeckye cBoicTBa

9. Jokcatn6® oTHOCHTCS K $apMaKoTepaneBTHIeCKOH IpyIIIe: TeTPALHKIHHEL.

10. Ilpenapatr obnanaeT MUPOKUM CIIEKTPOM aHTHOAKTEPUAILHOTO JeHCTBHS;
aKTHBEH B  OTHOIIEHMM  TIPAaMIOJIOXKUTENBHBIX M  TIPAMOTPHIATENBHBIX
MHKPOOpraHu3MoB, B ToM umcie Actinobacillus pleuropneumoniae, Clostridium
perfringens, Chlamydia spp., Rickettsiae spp., Escherichia coli, Staphylococcus spp.,
Haemophilus spp., Pasteurella spp., Streptococcus spp., Ornithobacterium
rhinotracheale, Mycoplasma spp.

MexanusM OakTepuoCTaTHYECKOro MACHCTBMS aHTHOHOTHMKA 3aKiIrouaeTcs B
HapyIIeHWH CHHTe3a Oelka MUKPOOHOH KIIETKH, YTO MNPENnATCTBYET ACNEHHIO H
(bOPMHUPOBAHUIO KIETOUHOMN CTEHKH.

JOKCHIIMKIMHA THKIAT XOPOLIO BCACBIBAETCS B XKEIY IOUHO-KHIIIETHOM TPaKTe
¥ OblcTpo pacmpefensgercs B opraHmsMe. MakcUMaibHAS — KOHIEHTPALMSA
aHTHOMOTHKA B CHIBOPOTKE KPOBH JOCTHTaeTcs uepes 2-4 vaca u yAep)KHMBAeTCs Ha
TepanesTuyecKkomM ypoBsHe He MeHee 18-20 4dacoB mocne HMpHMEHEHHs Ipernapara.
BriBoguTcad a"HTHOMOTMK M3 OpraHM3Ma B BHJE HEaKTHBHBIX MeTaboINTOB
IPerMYIIeCTBEHHO ¢ (DeKATHIMU.

Jloxcatu6® mo cTemeHH BO3NEHCTBHA HA OPraHM3M OTHOCHTCS K YMEPEHHO
omacHBIM BenlecTBaM (3 kiacce omacHocTH o I'OCT 12.1.007-76).

I11. Ilopsox mpHMeHEeHUs

11. lokcatn6® HazHAuaOT CBUHBAM, TelsTaM ¢ JieueOHOH Lelblo,
CEJIBCKOXO3IMCTBEHHBIM NTHHAM — ¢ JcueOHOH u JedyeOHO-IIpopuNakTUIecKOH
L[eNbI0 TIPH OCTPHIX H XPOHHYECKHUX 3a005IeBaHUIX OPTaHOB JBIXaHHsA, MOYEIOIOBOM
CHCTEMBI, JKENYJOYHO-KHUIEUHOI'O TpaKra, U JPYrux HEPBUYHBIX M BTOPHYHBIX
vHpeKungx OGaxkTepualbHON STHUOJNOTUH, BO3OYIOUTENH KOTOPHIX HYBCTBHTENLHBI K
JOKCHIUKIIUHY .

12. Jlokcatn6® sanpernaercs NpUMEHSATH B3POCITEIM XKBAYHBIM JKMBOTHEIM C
pazBHTHIM pPyOILOBBIM ITHINEBapeHHeM, KypaM-HecylIkaM H PEMOHTHOMY MOJOIHSAKY
Kyp 3a JiBe Heflelnu [0 Hauaja SHIeiIagki, a TakKe JKHBOTHBIM C BBRIpaKeHHOH
MIOYEYHOH U IeYeHOYHOM HeJOCTATOYHOCTHIO.

13. Ilpu npoeefeHUH NeueOHBIX MEPOIIPHATHH C HUCIIONL30BAHUEM IIpemapara
crenyeT coOmronaTek OOIIMe NpaBHiIa AHYHOH IHMTHEHBl H TeXHHKH Oe30I1acHOCTH,
IpeflycCMOTPeHHBIE IIpd paboTe ¢ JIeKapCTBEHHBIMH Ipenaparamu. [locme
TIpAMEHEHHUA IperapaTa Heo0X0AUMO BEIMBITE DYKH ¢ MBLIOM.

JrogsM ¢ TOBBIIEHHOW YYBCTBHUTENIBHOCTBI) K KOMIIOHEHTaM IIpernapara
crenyer usberath MpAMOro KOHTakTa ¢ IpenaparoM. [lycras ymakoBka H3-IIOJ
IIpenaparta MOoAJNEXKHT YTUIH3AHUH ¢ OBITOBBIMHA OTXOAaMH.

{Ipu ciyqaiinoM rornajaHuH Iperapata Ha KOXY MM CIU3HCTHIC 0DONOHUKM
€ro TOT4ac HeoOXOAMMO CMBITh CTPYeH BOJBI, IPH TIONaJaHHK BHYTPh - OOpaTHTHCS
K Bpady. [Ipu cebe uMeTH HHCTPYKIIHIO IO IPHMEHEHIIO WA STHKETKY .

14. Jokcatu6® zampermaercs NpPUMEHATH OCPEMEHHLIM H JAKTHPYIOIIIM
CBHHOMATKAM.

15. Joxcatn6® NpHUMEHAIOT >HBOTHBIM IEPOPANBHO HHIMBHAYAIBHO WM




IPYNIIOBEIM CIIOCOOOM B CIIEIYIONIHX 03aX:

- TeJATaM ABa pas3a B J€Hb B pa30BOH fi03e 5 MI' JOKCHLIMKIIMHA THKJaTa Ha |
KI' MAacChl KMBOTHOI'O C BOJOM ANs IIOGHHS WIM 3aMeHuTelleM Mojioka 3-5 JHei.
Jle4eOHBIH pacTBOP FOTOBUTCS HENOCPEACTBECHHO NEPEH I[PUMEHEHHEM.

- CBHHBLSAM C BOJOH 115 TIOEHUS B Ao3e 12,5 Mr JOKCHIMKIHHA I'HKIaTa Ha 1 kr
MaccChl JKHBOTHOro. JleueOHBIN pacTBOp B mepwoi JieYEeHUs TOTOBAT EXEIHEBHO.
IIpogomXUTeNsHOCTS JICUEHHS COCTABIAET 4-8 MHEH.

- CEIIRCKOXO34HCTBEHHOM IITHIlE ¢ BOLOH Ans moeHust 8 josze 10-20 mr
JOOKCHUMKJIMHA TIUKiIata Ha 1 Kr Maccel XHBOTHOro. B cioydae BBICOKOM
qyBCTBUTENbHOCTH MUKpoopranusmMoB (MUK o 1 MKT/MiT) puMeHseTcs mpenapar B
no3e 10 MI/Kr TOKCHIIMKIMHA THKIIATa, €CIH 1y BCTBHTENBHOCTE cpenuss (MUK ro 2
MKI/MI) NpUMeEHsieTcs io3upoBka 20 MI/KF JOKCUIHKIIMHA TUKIaTa Ha 1 Kr maccsr
HKHUBOTHOTO. JleweOHEBIH pacTBOp B IepuoA JI€YEHHS TOTOBAT €XKEIHEBHO.
[TpogomKxuTensHOCTD NeYeHHs COCTABIAET 3-4 JTHL.

Jns  monydeHus ~— J1e4eGHOrO  PacTBOpAa  PEKOMEHAYETCS  TOTOBHTB
KOHIIEHTPHPOBAHHLIH MAaTOYHEIA pacTBOpP B COOTHOWIEHMH mnpumMepuo 100 T
mpenapara Ha JIATP TMTLEBOH BOAB M 3aTeM pa30aBUTh ero A0 HeoOXOmUMOH
TEpaNeBTHYECKHONX KOHLEHTpalluu. B KxadecTBe anbTepHATHBBI A IO3MPOBAHUSA
KOHLIEHTPUPOBAaHHOIO pacTBOpPa MOXKHO MCIIOJIB30BATh MEAHKATOP.

PactBopumocTh npenapata 3aBUCHT OT pH, U OH MOXeT BBINACTH B OCAJIOK,
€CJIM ero PacTBOPUTH B MECTKOH IeNOYHON MUTHeBOH BoAe. B peruoHax c KecTKoH
WEJIOYHOM IMUTHhEeBOH Bomoi (ecTkocTs Beime 10,2 °dH, wm 3,6 °XK, u pH Gosnee
8,1) crmeayer wucHons30BaTh MHUHHMANBHYIO KOHIEHTpamuioo (T.e., HamMeHee
KOHLIEHTPUPOBaHHEIN pacTBop) — 200 Mr npenapata Ha JIUTP BOIHIL.

Ilpu rpynnoBoM cnocobe MpHUMEHEHWS CBHHBH H NTHLA HOJDKHBI [IOJy4aTh
TOJIBKO BOJY, COAEPIKAIIYIO IEKapCTBEHHBIH IIpenapar.

16.IlobGouHble sBIEHHHA, 3a MHCKIOYEHHEM CclydaeB WHAHBHAYABHOH
MOBBIIIEHHON YyBCTBUTEIBHOCTH K KOMIIOHEHTaM JIEKapcTBEHHOFO MpemnapaTa, He
BBIABNEGHBI. IIpU NOBBINEHHON WHIUBHUAYAILHOH 4YyBCTBUTEIBHOCTH JKUBOTHBIX U
IOTHIOBl K AOKCHIHKIMHY M MOSBICHUH aNNIEpIHYeCKHX peaknuil HCIONb30BaHHE
JIEKapCTBEHHOTO nperaparta IpeKpalanT U IIPOBOISAT CHUMIITOMATHYECKOE JICHEHHE.

17. Ilepeno3upoBKa y TEJNAT MOXET BbBI3BIBaTh IIOSIBIIEHHE CHMIITOMOB
OTpaBlicHUS, XapaKTepu3ylommxcs HapylieHueM (YHKUME JpIXaTenpHOH U
CEPAEYHO-COCY IUCTOU CHCTEM.

18. He cmenyer npuMeHSATh JeKapcTBEHHBIM Mperapar COBMECTHO C
OaxTepuIMIHAIMKA aHTHOMOTHKAMKE (NEHUIIUINHAMH, NEe(aoCIOpHHaMi H 1p.),
BBHAY BO3MOXHOTI'O CHMDKEHHSI ero aHTuOakrteprmanbHOM axTuBHOCTH. He cinenpyer
cMemuBaTh Jloxkcatn6® ¢ apyrumu npenapataMi 4 KOpMOBBIMH H0GABKAMH.

19. OcoberHocTell AelicTBUS IIpU NEPBOM IIpHEME JICKapCTBEHHOIO Iipenapara
M IIPH €70 OTMEHE HE BBIABIICHO.

20. Cnenyer m3beraTh npomnycka ouepefHOH A03bI Ipefapara, Tak Kak 3TO
MOXET IIPUBECTHM K CHIKCHHMIO TepaneBTHUYeCKod s¢dextuHoctd. B cnydae
OPOIMyCKa OAHONH JO3B HIH HECKONBKMX [O03 Kypc IIPHMEHeHHS HeoOXOAMMO




BO300HOBUTH B NPelyCMOTPEHHBIX 038X U CXeMe IPHMEHEHMUs.

21. Y6oii TensaT Ha MsCO pa3pelaeTcs He paHee, deM depe3 14 nuel; cBUHEH -
uyepe3 4 JHSA; NTUL - HE paHee, ueM uepe3 3 JHA ITOCHE MOCHEHHEro IPHMEHEHH
npenapata B go3e 10 mr/kr m 8 aHeit mocie mpumenenust B Jo3e 20 MI/KT
JOKCHIIMKJIMHA THKJIaTa Ha 1 Kr Macchl XXHMBOTHOIO. MsCO XMBOTHBIX, BEIHYKICHHO
yOUTBIX [0 UCTeYeHHWs YKa3aHHBIX CpPOKOB, MOXET OBITh HCHONb30BAaHO JJIs
KOPMJIGHUS Y HIHEIX 3BEPE.

HavmeHnopanue u agpec 1. «@puynkem C.m.A.» / «Friulchem
TPOU3BOACTBEHHAIX ILIOIAAOK S.p.A.», Via San Marco 23, 33099
IIPOU3BOATENS IIperaparTa VIVARO (Pordenone), Italy

2. AO «KPKA, n.n., Hoso MECTO» /
«KRKA, d.d., Novo mesto», Smarjeska
cesta 6, 8501 Novo mesto, Slovenija

Haumenoanue, agpec opranuzanuy, Q00 «KPKA-PYCy», 125212, r. Mocksa,
YIOJIHOMOYEHHOM JiepkareneM wid  [olnoBHHCKOe miocce, AoM 3, xopriyc |
BIIaJI€JIBIIEM PETUCTPALHOHHOIO Ten.: +7(495)981-10-95,

YJOCTOBEPEHUS JIEKAPCTBEHHOTO ¢axc: +7(495)981-10-91

IpenapaTra Ha NpUHATHE NpeTeH3UH

OT HoTpebuTens




