MHCTPYKLIMA
110 IPUMEHEHHIO JIekapCTBEHHOro npernapara ®nopdennkon 10% opanbHbit as
JICUCHNUS] CBUHEH U CeIIbCKOXO3AHCTBEHHBIX NMITHII IPH GONE3HAX
GaxTepranbHON M MUKOITA3MEHHON STHONOTHH

(Opranusanus-paspaboranx: OO0 «Apean Menukan,
129329, Poccust, r. MockBa, Konbckas yi., 1)

I. O6mue cBenenus

1. ToproBoe HaumeHoBaHue JICKapCTBEHHOTO NpenapaTa: uopbenukon 10%
opaneHbIi (Florfenicol 10% oral).

MesxnyHaponHoe HenaTeHTOBaHHOE HAMMEHOBAHIeE:! Gropdenuxonn.

2. JlexapcTBeHHas (opma: PacTBOP JJIs1 OpaJIbHOTO IIPUMEHEHHS.

®nopdennxon 10% opanpHbli B 1 M B KadecTBe JNEHCTBYIOLIETO BEleCTBa
corepxuT 100 Mr duopdennkona, a B KayecTBe BCIIOMOrATENbHEIX BEILECTB |-
METUII-2-IIMPPOIIUIOH U IPOMHIEHIIIUKOJIb.

3. Ilo Buememy Buxy ®nopdenuxon 10% OpaJIbHBIN IIpeCTaB/IsIeT COOON
[IpO3pavHyIO XKUIKOCTh OT OECLBETHOTO 10 CBETJIO- JKENTOrO I[BETA.

Cpok roanoctn ®nopdenukona 10% OPJIbHOTO B 3aKpPBITOW YIIaKOBKe
MPOM3BOIMTENIS TPH  COOIIOACHHH YCIOBUH XpaHeHHS — 2 roga co 1Hd
MIPOU3BO/CTBA, IOCJI€ BCKPBITUA NMEPBUYHON yNaKOBKH — He 6ojee 30 cyTok. He
[IPUMEHSATH 110 HCTEYEHUH CPOKA T'OTHOCTH.

4. JlexapcTBeHHBIH mnpemapar BBIITyCKAIOT pachacoBaHHbIM 1o 100 mu B
CTEKJISHHBIC (DIIAaKOHBI, YKYNOPEHHBIE PE3MHOBOH MNpoOKOH M oOKaTaHHBIE
AJIFOMUHHEBBIMH KoJjrtaykaMu; 1o 100 u 250 M1 B NOTMMepHbIe (akoHsl, 1o 0,5
1 | 1 B monuMepHsie 6y THIIKH COOTBETCTBYIOIEH BMECTUMOCTH U 0 2,5 U 5 11 B
TIOJTUMEPHBIC KaHUCTPBI, YKYNOPEHHbIE HABUHYHBAIOIIMMUCS NIJIACTMACCOBBIMU
KPBILIKAMH € KOJIBLIOM KOHTPOJIsSl IEPBOrO BCKPBITHSL. Kaxnyro norpe6urensckyio
YTaKOBKY CHabKalOT MHCTPYKLHUEH MO MpUMeHeHHO npenapara.

5. ®nopbenukon 10% OP&JIbHBI  XpaHAT B  3aKPHITOM YIIaKOBKe
[IPOHU3BOAMTEIIS, B 3ALUHIIEHHOM OT MPSIMBIX COJHEUHBIX Ty4Yer MecTe, OTAEIbHO
OT MPOAYKTOB MUTAHUSI U KOPMOB, ITPU TemMneparype ot 5°C o 25°C.

6. XpaHHUTh B HEIOCTYIIHOM JJISI IeTel MecTe.

7. Hewucnons3oBaHHBI JICKapCTBEHHBIM  Ipemapar YTUIH3UPYIOT B
COOTBETCTBUU C TPEOOBAHUAMH 3aKOHOJATETBCTRA.



8. Otmyckaetcs Ge3 pelienta BeTepUHAPHOTO Bpaya.

I1. ®apmaxosnoruyeckue coiicTBa

9. ®nopdenuxon 10% opambHBIH OTHOCHTCS K aHTUOaKTepHaIbHBIM
JIEKapCTBEHHBIM IIperaparaM IpyIibl (GeHHKOIOB.

10. ®nopdenukos, BXOAAUMH B COCTAB JIEKapCTBEHHOI'O Iperapara, siBJIsSeTCs
MPOM3BOJHEIM THAM(EHUKONA, B MOJIEKYJle KOTOPOTo TUIPOKCHUIIbHASL TPYIIIa
3aMeHeHa aTOMOM (Topa.

OropdeHuKon TpPosABIsET GaKTepHOCTATUYECKOE NeHCTBHE B OTHOMICHWH
TPaMIIOIOKUTEIEHBIX U TPaMOTPUIIATEIbHBIX MUKPOOPraHu3MoB: Escherichia coli,
Salmonella spp., Staphylococcus spp., Streptococcus spp., Pasteurella multocida,
Actinobacillus pleuropneumoniae, Ornitobacterium rhinotracheale, Haemophilus
spp., Proteus spp., Enterobacter spp., Shigella spp., Klebsiella spp., Bordetella
spp., 1 MUKoIIa3smM Mycoplasma spp. AKTUBEH B OTHOILIEHUH OakTepuii, KOTOpbIe
BBIPAOATBIBAIOT  aleTWITpaHcdepasy u  SBJIAIOTCS YCTOHYUBBIMH K
XJI0paM(EHHUKOITY.

®rnopdenukon cesaspiBaercs ¢ 70-S cyObeHuLell pubOCOM B MpOTOILTa3ZMe
OaKkTepuanbHON KJIETKH, rae Os0KUpyeT JeCTBHE bepmenTa
NeNTUIUITPAHCPEpasbl, YTO MPUBOAUT K TIIOJABICHHIO CHHTE3a IIPOTEUHOB
YYBCTBHUTEJIbHBIX OaKTEpHIA.

[Tocne mepopanbHoro BBemeHus ¢nopdenukon 6GbICTpo BcackiBaeTcs B
KETyIOYHO-KUIIEYHOM TPaKTe M IPOHUKAET B GONBIUMHCTBO OPraHOB M TKaHEi.
MaxkcumanbHas KOHUEHTpalHs aHTHOHOTHKA B KPOBH NTHLl U CBUHEH TOCTUraeTCs
depes 1-1,5 yaca u coxpansiercs B opranusme Ha TEParieBTUYECKOM YPOBHE 10 24
1acoB rocie npuMeHeHus npenapara. BeiBoaures dnopdennkon us OpraHusMa B
HEH3MEHEHHO! (opMe U B BH/e MeTaGOHTOB, NPEUMYIIECTBEHHO C (peKanusimu, y
SULIEHOCKOM NTHULBI - TAKXKE C SIHIAMHU.

®ioppenukon 10% opanbHBIH MO cTemenu BO3JCHCTBUSI HA OpPraHU3M

OTHOCHTCA K yMEPEHHO ONacHbIM BemecTBaM (3 Kiacc omacHocTd no I OCT
12.1.007-76).

II. TTopsimox IIPUMEHEHUS

11. ®nopdennxon 10% opanbHblil HA3HAYAOT:

- CBHHBAM [UIS JIEYeHUsI 3a00JIeBaHUN OPraHOB JIBIXaHUSI OakTepHaIbHOM
OTHOJIOTHH: TIJIEBPOITHEBMOHMH, BBI3BAHHOU Actinobacillus pleuropneumoniae,
Haemophilus  parasuis, aTpOHUYECKOTO pHMHUTA, BBI3BAHHOIO Pasteurella
multocida, Bordetella bronchiseptica, a Taxxe APYTUX  MHDEKIMOHHBIX
3a00seBaHuil CBHHEl GaKTepHanbHOM STHOJIOTUH, BHI3BAHHBIX MHKPOOPraHH3MaMH,
HYBCTBUTENILHBIMHU K (GJIOPHEHHUKOILY, M BTOPUYHBIX GakTepuanbHbIX HHMEKIHMiL;

- HTHIAM 1S JIeYeHHs KONMOaKTeprosa, macTepeluiesa, GonesHeit OpraHoB
ABIXaHWs  OaKTepHalTbHONW JTHONOTHMH vy NTHL, B TOM YHCJIE BBI3BAHHBIX
Ornitobacterium rhinotracheale, CTaQHIIOKOKKO3a M JPYrux HHQEKIIMOHHBIX

OoJ1e3Hel, BBI3BAHHBIX MHUKPOOPIraHU3MaMH, YyBCTBUTEIBHBIMU K Gropdenuxony,
a TaKkke BTOPMYHBIX OaKTepHANIbHBIX MHMEKIHiA,



12, 3ampemaercs NpUMeHEHHE JIEKAPCTBEHHOIO npenapara  IJIeMeHHBIM
XpAKaM, KypaM-HECyIlIKaM U PEMOHTHOMY MOJIOJHSAKY Kyp MeHee 4eM 3a 2 Helelu
A0 Havala AHNEKNIAJKKH B BHAY HAKOIUIEHH (UOppeHHKona B  siflax.
JlekapcTBeHHBIN Tperapar HeNnb3s PUMEHSTH B Clly4yae HWHIWBHUIYaTbHON
MOBBIIIEHHOH YyBCTBUTENBHOCTH K KOMIIOHEHTaM IIperapara.

13. ®noppennkon 10% opasbHbIN NPUMEHSIOT CBUHBSM UHIUBUTyaTbHO HIIH
TPYNIOBBEIM CIIOCOOOM C BOZOH IJIsl IIOEHUS B CYTOYHOMN [03€ 5 MJT JIEKapCTBEHHOT'O
npenapata Ha 100 Kr Maccel )KMBOTHOTO (YTO COOTBETCTBYET 5 MT Gropdenukona
Ha | KT Maccel )KUBOTHOTO) B T€YEHHE 7 CYTOK.

IItviam MpUMEHSIOT IPYIIOBBIM CIIOCOGOM ¢ BOIOH JUIS OSHHUS B CyTOYHOMH
JL03€: LBIMIATAM B BO3pacTe 10 4-X Hexelb - 100 M mpenapara Ha 100 1 Boms
AAPYTMM BO3PACTHBIM KaTeropusm nTHip! - 200 mn npenapara a 100 1 Bozs! (uto
cootseTcTByeT 20 Mr ¢popdeHrKona Ha 1 KT Macchl MTHLbBI) B TeueHHe 3 CYTOK, a
TIpH CalIbMOHEIIE3€ U CMEIIaHHBIX HHMEKIMAX - B TEUYEHHE 5 CYTOK.

IIpu rpynnosBom crnocoGe MpUMEHEHUs] CBHHBU M MTHIEI MOJDKHBI T10JTy4aTh
TOJIBKO BOZY, COACpXKAllylO JIEKapCTBEHHBIH Ipemapar. B ciydae, korma sto
HEBOSMOKHO, CYyTOIHYIO 03y JIENAT Ha 2 paBHbIE YaCTH M 3aHAOT C HHTEPBAIOM
12 gacos.

14. CUMIITOMBI Mepe103UPOBKHU TIPH MPUMEHEHUHU JIEKapCTBEHHOI'O IpernapaTa
MOTYT MPOABIIATLCSA BO30YXKAEHHEM, KOTOPOE CMEHSETCS YrHETEHHEM:; MOSBIISETCS
YHalleHHOe NbIXaHWe M CepAUeOMeHHe, IIMaHO3 CIM3MUCTHIX 000I0YeK. JleueHue
CUMIITOMaTHYECKOE.

15. Ocobennocreit meiicteus npu IlepBoM npuMeHeHun Prnopdenuxona 10%
OpaJIbHOT'O U IIPH €ro OTMEHE HE OTMEYEHO.

16. 3ampemaercs npumeHeHune penapara nopocstaM Maccod MeHee 2 Kr,
CYIIOPOCHBIM H JIAKTUPYIOIIIUM CBUHOMATKAM.

17. Tlpu mpormycke 0fHOM WM HECKONBKMX 103 JICKapCTBEHHOI'O IIpernapaTa ero
NPYMEHEHHE BO30OHOBIISIOT B TEX XKe 103aX U CXEeMe JICUSHUS.

18. TloGoYHBIX sBIEHME W  OCIHOKHEHHI Yy MOTUL MNOpU NPUMEHEHUH
®roppenukona 10% opaabHOrO B COOTBETCTBHH C HaCTOAIIEH HHCTPYKIHEH He
YCTaHOBJICHO. Y CBHHEH BO3MOXHO H3MEHEHHe IiBeTa bexanuit, nuapes,
TIOKpaCHEHHE W MPUIYXJIOCTh IEPHAHANBHOW O6NTACTH. YKa3aHHBIC CHMITOMEL
POXOIIAT CaMOIIPOU3BOJIBHO MOCJIE OKOHYAHHS TPHUMEHEHHUS npenapara.

B ciyyae nosmrenust annmepruueckmx PeaKkUui KCIIOIb30BaHKE Mpernapara
TPCKpalllaloT W Ha3HAYalOT aHTHIMCTaMUHHBIE CPEJCTBA W, IIpU HEOOXOAUMOCTH,
CUMIITOMaTUYECKOE JIEUEHHE.

19. He pomyckaercs npumenenue Ornoppennkona 10%  opanbHoro
ONTHOBPEMEHHO € THaM(EHUKOIOM U XJIOpaM(DEHHKOIOM, aHTHOHOTHKAMM IpyIIIBI
NeHULMIUIMHA, He(haloCTIOPHHAMU U (BTOPXUHOTOHAM.

20. Y6oit cBuHelH Ha Msco PaspelllaeTcst He paHee, YeM Yepe3 6 CyTOK, ITTHI[ —
HE paHee, 4eM 4epe3 2 CyTOK Mocie MOCIIeHero IPUMeHeHHs ®rnopdennkona 10%
OpajbHOro. Msico cBUHEH W nTHIEL BBIHYXXZACHHO YOMUTBIX [0 HCTEYEHUS
YKa3aHHOTO CpOKa, MOKET ObITh UCIIOIB30BAHO B KOPM IJIOTOSIAHBIM YKHBOTHBIM.



[V. Meps! tuuHO#t npoduIakTHKH

21. Tlpu pabore ¢ ®unopdenuxorom 10% OpalbHBIM CJEAyeT COoOJraaTh
ofuine npaBuila JIMYHOW THIMEHBl W TEXHUKH 0€30MacHOCTH, IpeTyCMOTPEeHHbIE
npY paboTe ¢ BETEPUHAPHBIMU JIEKAPCTBEHHBIMHE npenapataMi. [lo oxoHuanum
paboTEI PYKH CIIEYeT BEIMBIT TEIION BOMOH C MBIIOM.

22. Tlpu cny4yaifHOM KOHTaKTe JICKapCTBEHHOI'0 IIpernapara ¢ KOXXeW WIn
CIM3UCTBIMM 00OJI0OYKaMHU TJIa3a, MPOMBITH HX GOJBIIMM KOIHYECTBOM BOJIBI.
JIFosIM ¢ rUIep4yBCTBUTENLHOCTHIO K KOMITOHEHTAM npenapara cienyer uzberaTth
psIMOro  KOHTakTa ¢ @nopdpenukonom 10% opanbHBIM. YNaKkoBKy wu3-11ox
fperapara 3alpelacTcs HMCIOIb30BaTh M OBITOBBIX LeJNeH, OHA IOTEHKHT
YTUIIU3ALMH ¢ OBITOBBIMH OTXOJaMH.

23. B ciyvae MOSIBIEHHS ajlepruvecKux peaKuuMid W/HIM TpU CilydaiHOM
TIOTIaZlaHk K TIperiapaTa B OPraHW3M 4eJIOBeKa CIeAyeT HeMeIEHHO o0paTuThcs B
MEIMINHCKOE ydpekaeHne (Ipu cebe MMeTh MHCTPYKLHIO 110 NIPUMEHEHHUIO HIIH

3THUKETKY).

HawnmMenoBanue u agpec nponsBoacTBeHHOMH
TUTOIAZKH TPOU3BOIUTENS JIEKAPCTBEHHOTO
penapara /Ui BETEPHHAPHOTO MPUMEHEHHS

HaumenoBanue, anpec opranusanmuu,
YIIOJTHOMOYEHHOH JIepKaTeIeM HITH
BJIaJIeJIbIIEM PETUCTPAL[HOHHOTO
YZIOCTOBEPEHMUS JIEKAPCTBEHHOTO Mpenapara
Ha NIPUHATHE NIPETEH3UH OT MoTpeduTeNs

00O «AB3 C-II», Poccus, 141305,
Mockosckas o6macts, r. Ceprues
[Mocan, yn. Llentpanbhas, 1. 1.

OO0 «AB3 C-I», Poccus, 141305,
MockoBekast o6macts, r. Ceprues
[Tocan, yn. Llentpanshas, u. 1.

Howmep peructpaunonroro ynocrosepenns: %7 -39 /4 - W53 417603 24 /342883

C cornacoBanuem HacrosIeit UHCTPYKIIHH

YTPauuBaeT CHUJIy WHCTPYKLHS [0

npumMeHeHno Dunopdenukona 10% OPaJIbHOTO, yTBepX/eHHas Poccenbxosnanzopom

13.01.2014.





