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Homep peructpanronHoro yaoctoBepenus 705-3-8.20-4664Nel IBU-3-8.20/05614

I. O6ue cBeneHus

1. ToproBoe HaMMeHOBaHHWE JieKapCTBeHHOro mpenapara: Otokcosan®
(Otoxolan).

Mesx1yHapo/IHOe HElaTeHTOBAaHHOE HAaWMEHOBaHHE MEHCTBYIOLIMX BEILECTB:
MapOodIoKcaliH, KJIOTPUMA30J1, JeKCaMeTa30H.

2. JlexapcTBeHnHas ¢Gopma: CYCIIEH3HMs I MECTHOrO IpUMEHeHHUs (Karuiu
YIIHEIE).

Orokconan® B KauecTBE JICMCTBYIOIIMX BelmleCTB B | M COOEPXKMT:
Mmap6oduiokcald - 3 Mmr, kiorpumason - 10 mr, JekcamerazoHa auerar - 1 Mr, a B
KauecTBe  BCIIOMOraTeNlbHBIX BEIIECTB MPOMUJI  TrajjaT, CpeAHEeLEeNoYeyHbIe
TPUIIIMIIEPH/IBI, COPOUTAH OJIeaT, OKCH]I KPEMHHSI KOJLIOMIHBIH O€3BOAHbIN.

3. Ilpenapar mo BHEUIHEMY BHJYy TpeJCTaBisieT cOO0H MYTHYIO, BS3KYIO
CYCIIEH3HIO JKEJITOTO I[BETa CO CEPOBAThIM OTTEHKOM, COJEPKallyl0 HEpacTBOPEHHbIE
YaCTHUIBI.

Cpok romHOCTH Ipernapara HNpU COONIOAEHHUM YCIOBHH XpaHEHHUs B 3aKpbITOM
yIakoBKe - 2 roja ¢ Jarhl [IPOM3BOJICTBA, MOCHE BCKPHITHS (iakoHa - He Gonee 3
MecHI1IeB.

JlexapcTBeHHBIH IpenapaTr 3alpellaeTcsi HCIOJIb30BaTh IO MCTEUYEHHM CPOKa
T'OJIHOCTH.

4. Breimyckaor Otokconan® pachacoanHbiM no 10 mu, 20 mun, 30 ma B
IJIaCTHKOBBbIe (JIAKOHBI C KareJbHUIIEHW W HaBUHYMBAIOLIEHCS KPBIIIKOHM, KOTOpPBIE
YITAaKOBBIBAIOT MOIITYYHO B KapTOHHBbIE KOPOOKM B KOMIUIEKTE C JOIOJIHUTEIBHOU
YJUTHHEHHOM KalleJIbHHUIEH ¢ KPBIIIKOW U UHCTPYKIME# no npuMeHeHuto. MrakoHsl 1o
20 mn cHabGxkaroTcs ABYMsI OONOJHUTEIBHBIMH YJIMHEHHBIMM KalleJIbHULIAMH C
KpbllKaMH, ¢uiakons! 1o 30 mi — Tpemsi.

5. XpaHsT npenapar B 3aKphITOM YIAaKOBKE IMPOU3BOAMTENS, OTAEIBHO OT
NPOAYKTOB MUTaHUA U KOPMOB, B 3aLMILIEHHOM OT IPSMBIX COJHEYHBIX Jy4ed MecTe
npu Temmepatype ot 0°C no 25°C.



6. Orokconaa® ciiesryeT XpaHUTh B HEJOCTYITHOM ISl IETEH MECTE.

7. Heuncnions30BaHHEIH JIeKapCTBEHHBIR [Ipenapar yTHIH3UPYIOT B COOTBCTCTBHH
¢ TpeOOBaHUAMU 3aKOHOJIATENHCTBA,

8. Otmryckaercs 6e3 pelenTa BeTEpHHAPHOro Bpaya.

[I.Papmakonorudeckue CBOMCTBA

9. Otokconan® OTHOCHTCS K KOMOHHMPOBAHHBIM IIperapaTraM, OONaJarolnyuM
IIPOTHBOMHKPOOHEIM, IPOTUBOrPHOKOBEIM U MPOTUBOROCTIAIMTENLHEIM JeHCTBHEM.

10. bnarogaps xOMOWHAIMY AKTHMBHBLIX KOMIIOHEHTOB C Pa3HbIM MeXaHH3MOM
medcTBUs, Mpenapar o0jajaeT I[IHPOKHUM CIEKTPOM aHTUOaKTepHallbHOW U
(bYHMMUWIHOM aKTUBHOCTH, OKa3bIBAET IPOTHBOBOCIAIUTENbHOE NefCTBHE B Odare
IOPAXEHHUS.

Mapb6odaoxcauus, BXOAAUMHA B cOCTaB Npenapara, OTHOCUTCA K COCIUHEHHUSIM
rpynnsl  (TOPXWHOIOHOB, AaKTHBEH B OTHOUIEHHH TIpPaMOTPULIATENBHBIX U
IPaMIIOJIOXKHTEIBHEIX MHKPOOPTaHH3MOB, B ToM u4Hcie Staphylococcus intermedius,
Pseudomonas aeruginosa, Escherichia coli and Proteus mirabilis, He neilictByer Ha
aHa’poOBl. MexaHu3M AeiicTBHA MapOodIoKcaluua 3aKiovaeTcd B MHTHOHPORAHHU
curTesa JIHK-rupazsr u IV Tonousomepassi OakTepuii, yJacTBYIOIIKMX B PEIIMKAIIUH
HHK muxpooprasusmos. [Ipu aypukynspHOM BBEREHMH IIpenapara Mapbo@IoKcalul
BCACBIBACTCSA HC3HAYUTE/ILHO U HE NPOSBISIET CHCTEMHOTO AeHCTBHA.

Kimotpumazon - QYHFHIUAHOE COCIMHEHHE TIPYINBl HMHJIA30/1a, H3MEHISA
OPOHUIAEMOCTh  KJIETOYHOK MeMOpaHbl, BBI3BIBAET pa3pylIeHHE KIETOYHBIX
3JIEMEHTOB M WHIMOHPYET BHYTPHKIICTOYHBIA MOJNEKYISIpHBIH CUHTe3. AKTHBEH B;
OTHOLIEHHH JepMato(QHTOB M ApPO}OKEBRIX TIpuboe, B uacTHocTH Malassezia
pachydermatis. Ilpu aypuxyasipHOM BBEJEHWHM KIOTPHUMA30JI I[IPAKTHYECKH He
BCACKIBACTCSL.

JlekcamMeTa3oH aueTar - CHHTETHYECKHMH IIIOKOKOPTHKOCTEPOK] OKAa3blBaeT
[IPOTHBOBOCIIANIMTENIHOE UM TPOTHBODKCCYAATHBHOE  JEHCTBHE, CHOCOOCTBYET
YMEHBIIEHHIO 3y/d W 3a)XKUBICHHIO NOBpeXiAcHHBIX TKaHed. Ilpm aypukysspHoM
BBEJICHMU [Ipernapara [OeKCaMeTa30H BCAchIBACTCS HE3HaudTenbHo. PeszopOums
IEKCAMETA30Hd He YBEIMUMBACTCA IPH BOCIAIHTENBHOM IIPOLECCE, BBI3BAHHOM
OTHTOM.

Otoxconau® 110 cTeneHy BO3AeACTBHS Ha OPraHU3M OTHOCHTCA K MalOONacHbIM
BemecTBaM {4 knacc onacuoctr 1o 'OCT 12.1.007-76), B peKoMeHAyEeMEIX 103aX He
OKa3BIBAET MECTHO-PA3APAKAIOLIEr0 U Pe30pOTHBHO-TOKCHUECKOro JeHCTRUS,

II1. Tlopsimok npuMeHeHHs
11. Orokconan® npuMEHSIOT co0akaM A JeYEeHUs OCTPhIX U XPOHHYECKHX
OTHTOB OaKTepHAIbHON U TPUOKOBOH 3THOJOI'MH, BBI3BAHHOIO YYBCTBHMTEIBHBIMU K
MapOo(IIOKCAIIHY H KIOTPHMA30Iy MUKPOOPTaHU3MaMHU H Irpubamu.
12. TlpoTuBONOKa3aHMEM K NPUMEHEHHUIO Nperapara sBIseTcs HHIHBUAYalbHasA
MOBBIIIIEHHAS 4YBCTBHTEBHOCTD JKKBOTHOIO K KOMIOHEHTaM IIperapara, B TOM YHCle
B aHaMHe3e. 3anpeufaercsi NpHUMeHEHWe IIperapara JKMBOTHBIM IpH NIPo0OJeHHU




GapabaHHO MepenoHKH.

13. Ilpu nmpoBeneHuu NeueOHBIX MEPOIPUATHH C MCIOIL30BAHHEM IIperapara
cleqyerT cobmogaTh obuiMe MpaBWId JUYHON THCHEHBl M TEXHHKH Oe30IIacHOCTH,
NpeIyCMOTpPEHHEIE TIpH paboTe € JleKapCcTBeHHLIMU INpenapaTtaMu. Ilocne npumeneHus
npenapaTta HeoOX0JUMO BBIMBITE PYKH C MBLIOM.

JiogaM ¢ TOBBIIIEHHON YYBCTBUTENBHOCTHIO K KOMIIOHEHTAM IIperapara
cremyer u30erarh npsSMoTo KOHTaKTa ¢ TpenapatoM. M3beraiite koHTakTa ¢ riazamu!

ITycras ymakoBka H3-1I0J IperapaTta NOMIEXHT YTHIH3AUM¥ C OBITOBBIMU
OTXO/aMH.

Ipu ciryvaliHoM NONAaAaHuK Npernapara Ha KOXKY HIIH CIU3UCThiE 000NOYKH ero
TOTYaC HEOOXOOUMO CMBITH CTpyed BOAbl, NpH NONaJaHHU BHYTPB - OOpPaTHTRECA K
Bpauy. ITpu cebe HMETH HHCTPYKLMIO IO MPUMEHEHHUIO UITH ITHKETKY.

14. He nomyckaeTcs NpUMEHEHME JICKAPCTBEHHOIO I[Ipernapara IIEHHBIM K
JIAKTUPYIOLIUM CYKaM.

15 IMepen 06pabOTKOM NPOBOST I'MIMEHHUECKYIO 06paboTKy YIIHONH paKOBHHbI
M Hapy>XHOTO CIyXOBOro Inpoxojaa cobaxu. (DIakoH ¢ jAeKapCTBEHHBIM IIPENapaToM
TILATENBHO BCTPIXUBAIOT B TeueHHe 30 CeKyH, OCTOPOXKHO CKUMAIOT QIAKOH, YTOOBI
3aI0JIHATH KAHIONH, a 3aTeM 3akanbiBatoT Oroxconan® B kaxzaoe yxo 110 5-10 kanens
B 3aBHCHUMOCTH OT pazMepa XKHMBOTHOIO TaK, YTOOBI CTEHKH CIyXOBOIro npoxoja ObLId
PaBHOMEPHO ITOKPBITHI Mperaparom (HalpuMmep, 5 Kamenb A MaleHbKHX cobak, 7
Kanenn A cpenHux, 10 xanens JUist KPYNHBIX TOPOJA) M aKKYypPaTHO MAcCHPYHOT
ocHOoBauue yxa. lipemapar NPUMEHSIOT OAHH pa3 B CYTKM JO0 KIHHHYECKOTO
BBI3JIOPOBIEHMS JKHBOTHOTO, HO He Ooltee 14 nHel.

B ciyuyae eciid JKUBOTHOE TPSCET [ONOBOH IOCNIe NPHMEHEHHS Ipenapara,
crneflyeT B T€YEHHE HECKOJBLKHX MUHYT (DUKCHPOBAThb ONIOBY [Uisl TPEAOTBPALICHUSI
ero pasOpeI3ruBaHus.

Ilpu ob6paboTke HBYX M Oosiee SKMBOTHBIX JUIA K&XJOro JKHBOTHOIO
HCIIONIBE3YETCH OTAENbHas KaHkoIs.

16. TIoOOUYHBIX #BIEHHII M OCJHOXHEHHI IpH [IpHMEHEHWM Ipemapara B
COOTBETCTBUH € HACTOSLIEH WHCTPYKIMEH, KaKk IpaBuio, He Habmonaercia. B peaxux
cnyuyasx y cobak crapiue 10 yeT MoXkeT HabIoaThCsa TPaH3UTOPHAS IUTYyXOTa.

Ilpy moBBIIEHHON WHAMBHAYaJIbHOH YYBCTBHTENBHOCTH JKMBOTHOIO K
KOMIIOHEHTaM JeKapCTBEHHOTO CpPEJCTBAa W IPOSBICHHMH AlJIEPTHYCCKUX Ppeakiui
(KOXHBI 3y/1, MOBBILLEHHAS] CATTMBaLHs) HCIIOAL30BAHHE MPEnapara NPeKpalaoT.

17. CuUMIOTOMOB  NEpPelo3UpOBKM  [OCHEe  NPUMEHEHHS  ABYKPAaTHOH
TepaneBTHYECKOH J03bI Y cO0aK He yCTAaHOBJIEHO.

18. BzaumoyielicTBre mpernapara ¢ APYTEMH JIEKApCTBEHHBIMH CPENCTBAMH HE
H3BECTHO.

19. OcobenHocTelt elicTBUA npenapara IpH €To IePBOM NPHUMEHEHUH U OTMEHE
HE YCTaHOBJIEHO.

20. I'lpu npomnycke OZHON MM HECKONBKMX J03 JIEKAPCTBEHHOrO IMpenapara ero
NpUMeHeHHe BO30OHOBIISIOT B TEX XKe 403aX U [0 TOH K€ CXeMe.

21. Ilpenapat He npeaHasHavyeH A% NIPUMEHEHHUS TIPOAYKTHBHBIM XHUBOTHBIM.




HanmeHoBaHue U agpec
MPOU3BOACTBCHHBIX IINIOLIAJO0K
I[TPOHU3BOJHUTEIIA [IpCIIapara

HaumeHoBaHue, agpec opranusaluy,
YIOJIHOMOYEHHO! BIaJeNbLEM HIIH
JiepaKarTeneM perucTpalluOHHOIO
yJIOCTOBEPEHHUSI JIEKAPCTBEHHOI'O
npernapara Ha [PUHATUE TIPETEH3UH OT
norpeodurens

1. «JJJABUAHA JIAU® CAMEHCH3,
C.A.», Benyc, 26, npoMsllLIeHHas 30HA
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SCIENCES, S.A., C/ Venus, 26, Pol. Ind.
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2. AO «KPKA, n.1., HoBo mecto»,
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Smarjeska cesta 6, 8501 Novo mesto,
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