HHCTPYKIUA
10 MpUMeHeHUIo npenapara OTOKCOaH AJis JEYEHUs OTUTa
OaKkTepHaTbHON U TPUOKOBOI 3THOJIOTUH Y cOOaK
(opranuzarus-pazpaborunk AO «KPKA, a.1., HoBo mecto», CnoBenusi/
«KRKA, d.d., Novo mesto», Smarjeska cesta 6, 8501 Novo mesto, Slovenija)

I. O0mue cBeneHus

1. ToproBoe HanMeHOBaHKeE JieKapcTBeHHOTO Tipernapara: Orokconan (Otoxolan).

MexayHapoaHble  HENATEHTOBAHHbIE  HAMMEHOBAHHUS  JCHCTBYIOIIMX  BEIIECTB:
MapOodokcalt + KJI0TpuMa3ol + IeKCaMeTa30H.

2. JlexkapcTBeHHas (popMa: CyCIeH3Us AJI HAPYKHOTO MPUMEHEHHUs (YIIHbIE KaIUIn).

OToOKCOJIaH B Ka4eCTBE JACHCTBYIOIMNX BEUIECTB B 1 MIT comepkuT: MapOodiokcanuaa -3
MrI, KJ1oTpuMasojia - 10 mr, mekcamera3oHa amerara - 1 Mr, a B KaueCTBE BCIIOMOTaTEIbHBIX
KOMITOHEHTOB MPOMMJI rajljiaT, CpeAHELeNOYeYHbIEe TPUTIIHILIEPUIbl, COPOUTAH OJieaT, KPEeMHHUS
OKCH/JI KOJUTOUTHBIN O€3BOTHBIA.

3. Cpok romnoctu mpenapara OTOKconaHa TpHU COONIOJACHUHM YCIOBHH XpaHEHUS B
3aKpBITOM yMaKoBKe - 24 MecsleB CO JIHA U3rOTOBJIEHMUS, IOCIE BCKPBITUS (uiakoHa - He Oojee
3 Mecs1IEeB.

JlexapcTBEHHBIH Mpenapar 3anpeniaeTcsi HCHoJIb30BaTh M0 UCTEYEHUU CPOKA TOJJHOCTH.

4. Beimyckaror Otokcosan pacdacoBanHbiM 1mo 10 M, 20 mut, 30 Mi B TJIaCTUKOBBIS
(b1aKoHbBI C KaneJbHUIIEH U HABUHYMBAIOLIEHCS KPBIIIKON C KOHTPOJIbHBIM MOSICKOM, KOTOpBIE
YIAKOBBIBAIOT MOILITYYHO B KAPTOHHBIE KOPOOKH B KOMILJIEKTE C JOTOJHUTEIBHON YAJIMHEHHOU
KalleJIbHULIEH C KPBIIIKON W MHCTPYKIHMEH o npuMmeHneHuto. diaaxonsl mo 20 M cHab)aroTcs
JBYMsI JIOTIOJTHUTENbHBIMU YAJMHEHHBIMH KaleJIbHUIIAMU ¢ KpbIIIKaMHu, ¢uiakoHsl mo 30 min —
Tpems.

5. XpaHaT mpenapaT B 3aKpbITOW YHNaKOBKE MPOM3BOAMUTENS, OTAEIBHO OT IPOIYKTOB
MUTAaHUS U KOPMOB, B 3alIUIIIEHHOM OT MPSMBIX COJHEUHBIX Jyuel MecTe, IpU TeMIepaType oA
0 °C mo 30 °C.

6. [Ipenapat OTOKCONIaH ClleyeT XpaHUTh B HEOCTYITHOM JJIS IETEH MecTe.

7. Heucnosb30BaHHBIM JIEKAPCTBEHHBIM IpeNapar YTUIU3UPYIOT B COOTBETCTBHM C
TpeOOBaHUSAMHU 3aKOHOIATEIbCTBA.

8. OTyckaetcs 0e3 perenTa BEeTepUHApHOTO Bpaya.

Il.dapmakoJioruyeckne cBOMCTBA

9. Ortokcoman OTHOCUTCS K KOMOWHHUPOBAaHHBIM TMpenaparaM, O0JIaJaroIIuM
IIPOTUBOMUKPOOHBIM, IPOTUBOTPUOKOBBIM U TPOTUBOBOCIAIMTEIBHBIM JIEHCTBUEM.

10. bnarogapss KOMOMHALIMM aKTUBHBIX KOMIIOHEHTOB C pa3HbIM MEXaHU3MOM JICUCTBHUS,
npernapat 00JagaeT HMIMPOKUM CHEKTPOM aHTHOAKTepUalbHOW M (YHTHLIUIHOW aKTUBHOCTH,
OKa3bIBAET MPOTUBOBOCIAIUTENBHOE AEHCTBUE B OYAre MOPaKEHUsI.

MapOodokcanns, BXOIAIIUN B COCTaB Mpernapara, OTHOCUTCS K COEIUHEHUSIM TPYIIIbI
(TOPXMHOJIOHOB, AKTUBEH B OTHOLIEHUMM TIpPaMOTPULATENIbHBIX M TPAMIIOJIOKHUTEIbHbBIX
MUKpOOpraHu3MoB, B ToM umcie Staphylococcus intermedius, Pseudomonas aeruginosa,
Escherichia coli u Proteus mirabilis, He nefictByer Ha aHa’poObl. MexaHM3M JCHCTBUSA
MapOoddokcalma 3akitoyaeTcs B ”HruOuposanuu cunreza JJHK mukpoopranuzmos.



Knorpumazon -  ¢QyHrunmgHoe coelMHEHWE ~ TPYNIBl  MMHUJA30J1a,  W3MEHSs
MPOHUIIAEMOCTh KJIETOYHOW MEMOpaHBI, BBI3BIBACT PAa3pYIICHUE KICTOYHBIX DIIEMEHTOB W
WHTHOUPYET  BHYTPUKICTOYHBIA  MOJEKYJSIDHBIH  CHHTE3. AKTHBEH B  OTHOUICHUH
nepMaTo(QUTOB U JPOXOKEBBIX TpHOOB, B yacTHOCTH Malassezia pachydermatis.

JlekcameTa3oH  ameTarT - CHHTETHYECKHH  TIIOKOKOPTUKOCTEPOHI,  OKa3bIBacT
MPOTUBOBOCTIAIMTEILHOC M TPOTUBOIKCCYAATUBHOE JEHCTBUE, CIIOCOOCTBYET YMEHBIICHHUIO
3yJla ¥ 32KHUBJICHUIO TIOBPEKICHHBIX TKAHEH.

OTOKCOJIaH MO CTENEeHW BO3JCHCTBUS Ha OPraHu3M OTHOCHUTCS K MAaJIOOMAaCHBIM
BemectBaM (4 kmacc omacHoctd mo ['OCT 12.1.007-76), B peKOMEHAYEMBIX J103aX He
OKa3bIBAET MECTHO-PA3PAKAIOIIETO U Pe30POTHBHO-TOKCUIECKOTO ICHCTBHS.

I11. Ilopanox npumMeHeHust

11. OtokconaH Ha3HA4alOT coOakam IS JICUEHUSI OTUTa OAKTEPUAIBHOW M TPUOKOBOMA
ATHOJIOTUH, BBI3BAHHOTO YYBCTBUTEJIBHBIMU K MapOOQUIOKCAllMHY ¢  KIOTPUMA30Jy
MHUKpPOOpPraHU3MaMu U TpudamH.

12. TlpotuBomoka3zaHueM K mpuMeHeHHI0 (OTOKCOJIaHA SBISACTCS WHIWBH]IyaJIbHAS
MOBBIILIEHHAs! YYBCTBUTEIBHOCTh JKMBOTHOTO K KOMIIOHEHTaM Ipernapara, B TOM YHUCIE B
aHamHe3e. 3arpelnaercsd NPUMEHEHHE Mpernapara >KUBOTHBIM IMpH MpolOoaeHHH OapabaHHOM
MEPETNOHKH.

13. Tlepen o0pabOTKON MPOBOAAT THTMEHUYECKYIO OOpaOOTKY YIIHOW pPaKOBHHBI H
Hapy»HOT0 CIyXOBOro rnpoxoja cobaku. MrakoH c JeKapCTBEHHBIM MpPENapaToM TIIATEIbHO
BCTPSAXMUBAIOT B TeueHHE 30 CEeKyH[, OCTOPOKHO CUMAIOT (DJIAKOH, YTOOBI 3aMIOJIHUTH KaHIOJIO,
a 3areM 3akarbiBaioT OTOKCOJaH B KaxJoe yxo mo 5-10 kamenb (B 3aBUCHMOCTH OT pa3Mepa
KMBOTHOT'0) U aKKypaTHO MacCUPYIOT OCHOBaHUE yxa. [IpenapaT npuMeHsIOT OJIUH pa3 B CyTKU
JI0 BBI3JIOPOBIICHHS KUBOTHOTO OT 7 10 14 nHEN.

B cnyuae ecnu KMBOTHOE TpsICET I'OJIOBOM IOCIE MPUMEHEHUs MpernapaTa, CleayeT B
TE€YEHHE HECKOJIBKUX MUHYT (DUKCHUPOBATH TOJIOBY ISl MPEAOTBPAIICHHS €r0 pa30pbI3rUBaHUS.

[Ipu oOpaboTke AByX U 0OoJiee >KMBOTHBIX JI1 Ka)XXJAOro >KMBOTHOIO HCIOJIB3YETCs
OTJeIbHAsT KaHIOJIS.

14. Tlpu mnepeno3upoBke y coOak HaOMIOJAeTCd HM3MEHEHHS  OMOXUMUYECKHX H
reMaToJOTHYEeCKUX IoKa3aTrenel KpoBH (Takue, Kak TMOBBIIICHWE YPOBHS IIEJIOYHOM
dhocdorassl, amMmuHOTpaHchepassbl, HerTpodumus, S03UHOIEHHUS], TUMQOTICHHUS).
BrrmenepeunciieHHble  CUMOTOMBI  HAaONIONAIOTCS TPU  BBEIEHUW O3Bl B TPU pasa
IPEBBIIAIONIEH TepaneBTUYECKY0. CUMITOMBI UMEIOT TPAH3UTOPHBIM XapakTep U MPOXOIAT
110CJIE OKOHYAHUS JICUECHHUS.

15. OcobennocTeil neHCTBUS Tpernapara MpH ero MepBOM NPUMEHEHHH W OTMEHE HE
YCTaHOBJIEHO.

16. He pomyckaercss NpUMEHEHHE JIEKAPCTBEHHOI'O IIpernapara IIEHHbBIM U
JAKTUPYIOIIHUM CYKaM.

17. Ilpn npomycke OJHOM WM HECKOJBKHMX J03 JIEKapCTBEHHOrO IIpernapara €ero
MpUMEHEHHE BO30OHOBIISIIOT B T€X e JI03UPOBKAX U MO TOU KE CXEME.

18. TToOo4HBIX SBIEHWH M OCIOXKHEHUU TpU TMpUMEHEHWH mpernapara OTOKcolaHA B
COOTBETCTBUU C HACTOSIIEH WHCTPYKIIMEH, KaK MPaBUIIO, He HAOMIOqaeTcsl. Y HEKOTOPBIX COOaK
OpU JUIMTEILHOM TIpUEME MOTYT HaOJI01aTbCsd CHUMIITOMBI, OOYCIIOBJIEHHBIE BIIUSHHUEM
KOPTUKOCTEPOUJIHOTO ~ TOpMOHa  (TMOBBILIEHHWE  YpOBHS  MIeno4yHod  (docdoTassl,
aMHHOTpaHcepassl, HeUTpoduus, 303uHoNeHus, TuMponeHus ). B peakux cioyyasx y cTapbix



cobak MOXeT HabJII0JaThCsl TPAH3UTOPHAS TIIyXO0Ta.

ITpy NOBBIIIEHHON WHAMBHUIYaJIbHONM YYBCTBUTEIBHOCTH YXUBOTHOIO K KOMIIOHEHTaM
JIEKapCTBEHHOI'0 CPEJCTBA U MPOSBIICHNN aJUIEPIrMUECKUX peakUuuil (KOKHBIN 3y, OBBIIEHHAS
caJIBallMsl) UCIIONIb30BaHueE npenapara OToKcoIaHa MpeKpaaroT.

19. B3aumopaeiicTBue npenapara ¢ JpyriMHU JIEKapCTBEHHBIMU CPEACTBAMU HE U3BECTHO.

20. IIpenapaT He npeIHA3HAYEH ISl IPUMEHEHHUS IPOAYKTUBHBIM KUBOTHBIM.

IV. Mepb! JIn4HOM NPOPUIAKTHKH

21. Tlpm mnpoBeAeHHMH JIEUEOHBIX MEPONPHUATHH C HCIOJB30BaHUEM TIpenapara
OTokcounan cienyer cobmoaaTh o0mue IpaBuia JINYHON TUTHEHBl U TEXHUKUA O€30MacHOCTH,
Mpe1yCMOTPEHHbIE TpU paboTe € JeKapCTBEHHbIMU Mpemnaparamu. I[locie mnpuMeHeHUs
npenapara He0OX0JUMO BBIMBITh PYKU C MBLIOM.

22. JIroasiM C TMOBBIIIEHHOW YYBCTBUTEJIBHOCTBIO K KOMIIOHEHTaM IIpenapara cieayer
n30erath npsiMoro kKoHtakra ¢ Otokconan. M36eraiite KOHTaKTa ¢ rjaazamu!

[Tyctast ynakoBka U3-T10]1 IpenapaTa MoJJIeKUT YTHIN3AlUK ¢ OBITOBBIMU OTXOJaMHU.

23. Ilpu cnayuaiiHOM TOMaJaHUU TIperapaTa Ha KOXY WJIM CIU3UCThie O0OJIOYKH €ro
TOTYaC HEOOXOAMMO CMBITh CTPYEW BOJIbI, IPH IMOMAJaHUHU BHYTPh - 00paTUThCs K Bpady. [Ipu
cebe UMEeTh MHCTPYKIMIO IO IPUMEHEHHUIO UIJIH STUKETKY.

HaumenoBanue u anpec AO «KPKA, n.1., HoBo mecto»,

MIPOU3BOICTBEHHOM ILIOIIAIKK Cnosennsi/«KRKA, d.d., Novo mesto»,

IIPOU3BOIMUTEIS IIperapara Smarjeska cesta 6, 8501 Novo mesto,
Slovenija.

HaumeHoBanue, afpec opraHuzalui, TOO «KPKA Kazaxcrany», 050059 ,

YIIOJITHOMOYEHHOM BJIAJIENIBLIEM WIIH r.Anmatsl, buznec uentp Hypasl Tay,

JepKaTeNIeM PEruCTPaiOHHOTO npocnekT Ans-Dapadu 19, cexuus 1B, opuc

YAOCTOBEPEHHUS JICKAPCTBEHHOTO 207.

npenapara Ha MPUHATHE MPETeH3UI OT

noTpeodurens

Howmep perucrpanmonnoro yaocroBepenus:. PK-BI1-4-3254-17.



