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[. O0ue ceeaeHus

1. ToproBoe HaMMEHOBAaHHMC JIEKapCTBEHHOrO mperiapara Ul BETEPUHAPHOTO
[PUMEHEHHS: Orokconan® (Otoxolan™).

I'pynnupoBoyHOE  HAaMMEHOBaHHWE:  JICKCaMETa30H +  kiorpumasos  +
mMapOohIoKcall|H.

2. JlekapctBennast Qopma: CyCreH3us i MECTHOrO NpUMEHEHMS (kanu
YIIHBIE).

Ortokconan® B kadecTBe AeHCTBYIOLIMX BellecTB B 1 M COACPXKHMT:
nekcaMeTasoHa anerar — 1 mr, kiotpumason — 10 mr, mapboduiokcanmt — 3 Mr, a B
KauecTBe  BCIIOMOTraTelbHBIX  BElIeCTB  Mpomujraniar,  CpeAHCUCIIOYEHHBIC
TPUIJIMLIEPH/Ibl, COPOMTAH OJIeaT, OKCHA KPEMHHS KOJLJIOM/IHbIH Oe3BO/IHBIN.

3.Tlpenapat mo BHELIHEMY BHIY TpCACTABIACT coboit MYTHYI, BA3KYIO
CYCIIEH3HIO JKEJITOrO IBETA C CEpPOBATHIM OTTEHKOM, COIEPIKALLYI0 HEPAaCTBOPEHHBIC
YacTHLBIL.

CpoK rOAHOCTH Tpenapara nmpu CoOJIOfeHHH yC/IOBHH XpalCHUs B 3aKpLITON
ynakoBke — 2 roja ¢ Jarhl MPOHU3BO/ICTBA, MOCIC BCKPBITHA ¢akoHa — ne Oosee
3 MccHLEB.

He mpumeHsiTh 10 UCTCUEHUH CPOKA I'0IHOCTH.

4. Beimyckator Otokconan® pacgacosanueiv 10 10 Ma B TLUIaCTHKOBBIE
(1aKoHBI C KalleJIbHHIICH M HaBUHYMBAIOLIEHCS KPbILIKOH, KOTOpbI€ YNAKOBLIBAIOT
MOIITYYHO B KapTOHHbLIC KOPOOKH B KOMIUIEKTE C JIONIOJTHUTEIBHON  Y/UTMHEHHOM
KaneabHULEH ¢ KpbILUKOH U HHCTPYKLHUEH 0 IPUMEHEHHIO.

5. XpaHUTh B 3aKpbITOH YIAKOBKE MPOM3BOAMTENS, OTAEIBHO OT MPOIYKTOR
MUTaHus M KOPMOB, B 3allMLICHHOM OT IPSMBIX COJHEYHBIX Jyued MecCTe, Mpu
temneparype ot 0 °C no 25 °C.

6. XpaHUTh B HEJIOCTYITHOM JUIst A€TeH MecTe.

7. Heucnonb30BaHHBIH JEKapCTBEHHbBIH Npenapar yTHIW3UPYIOT B COOTBETCTBUH
¢ TpeOOBaHUAMM 3aKOHOAATE/ILCTBA.

8. OTmycKaroT 10 peLernry.



[1.PapMaKosIorHdecK1e CBOMCTBA

9. Orokcoan® OTHOCHTCS K KOMOMHHPOBaHHBIM Mpellaparam, o0nanaomum
IIPOTHBOMHKPOOHBIM, [POTHBOTPHOKOBBIM H IIPOTHBOBOCIATHTEIBHAIM JCHCTBUEM.

10. Biarosapsi KOMOMHALMM AKTMBHBIX KOMIIOHEHTOB C Pa3HbIM MeXaHM3MOM
neiicTBus, npenapar 00najaeT LIMPOKHM  CICKTPOM aHTHOAKTEPUAJIBHOM |
(GYHrMOMAHOH AKTUBHOCTH, OKa3bIBAaCT [POTHBOBOCTIAIMTE/IbHOE JIEHCTBUE B 0Hare
MOpakeHHU.

Map6odrokcaluH, BXOASIMH B COCTaB lpenapara, OTHOCHTCH K COC/IHHEHHIM
rpynmbl  (TOPXMHONOHOB, ~AKTHBEH B OTHOIIIEHUH TpaMOTpMLATE/IbHBIX  H
rPaMIIOJIOKHUTETBHBIX MHKPOOPraHHu3MOB, B TOM yucie Staphylococcus intermedius,
Pseudomonas aeruginosa, Escherichia coli and Proteus mirabilis, ne AeHCTBYCT Ha
anHa’pobsl. MexaHu3M JIeHCTBUA mapbodiokcaluua 3aKIo4aeTes B MHTHOMPOBaHHH
cuntesa JJHK-rupa3ssl u [V TONon30Mepasbl Gakrepuii, y4acTBYIOIIHX B perjinKalM1H
JTHK mukpooprauu3moB. [Tpu aypuKyJISpHOM BBC/IEHHH npenapara MapoohIoOKcal1H
BCACHIBACTCS HE3HAUYMUTENIBHO U HE MPOsBIAACT CHCTEMHOTIO AercCTBUS.

Knorpumaszon — OQYHTHUMIHOE COSAWHEHHE TPYIITEl UMHA30/1a, H3MCHSA
MPOHULIAEMOCTh  KJICTOYHOM MeMOpaHbl, BBI3BIBAET  PaspylUICHHC  KICTOHHBIX
AJEMEHTOB ¥ MHIHOMpYET BHYTPHMKIETOYHBIH MOJIEKy/ISpHBIH cHHTe3. AKTHBCH B
OTHOILEHHH AepMaTOGUTOB W  JPOKIKEBLIX rpuboB, B YACTHOCTH Malassezia
pachydermatis. Ilpu aypuKy/sipHOM BBC/CHAH KJIOTpMMa30J1 MPaKTHYeCKH He
BCaChiBAETCSI.

JlekcaMeTa3oHa aueraT — CHHTCTMYECKHH TITIOKOKOPTMKOCTEPOM/L, OKashIBacT
MPOTUBOBOCIIATMTEIBHOC U TMPOTHBOIKCCYAATHBHOE jAeHcTBME, CHOCOOCTBYET
YMEHBIICHUIO 3Yy/la M 3aXHBICHUIO MOBPEKACHHBIX tkaHei. llpu aypukyJsipHOM
BBEJCHMM TIpeniaparta /JeKcameTa3oH BCAcChIBacITCs HE3HAYMTCIIBHO. Pe3opOuus
JeKcaMeTa30Ha HE YBEJIMUMBAeTCs MPH BOCMAIMTE/IBHOM IpoLecce, BbI3BAHHOM
OTHTOM.

OTokconan” no cTeneHy BO3AEHCTBHS Ha OPraHU3M OTHOCHUTCS K MajoolacHbBIM
pemectsam (4 knace onacHoctd 1o FOCT 12.1.007-76), B peKOMEHAYEMBIX 033X HE
OKa3bIBAET MECTHO-Pa3/IPAKAIONIETO H Pe30pOTHBHO-TOKCHYECKOTO JICHCTBHUS.

[11. TTopsitok IpUMCHEHUA

11. Orokconan® npuMensitior cobakam [Uis JIeYeHHs OCTPBIX W XPOHHHECKHX
OTHTOB GaKTepHaabHOW M TPUOKOBOM ITHONOTHH, BbI3BAHHOIO YYBCTBHTC/IBHBIMH K
MapOoQIOKCALHY W KIOTPUMA30.ly MUKPOOPraHU3MaMu 1 rpudamu.

12. IlpoTHBONOKA3aHUEM K IPHUMCHEHHIO MperapaTa AB/isSeTCs HHAWBUIYalbHas
[OBBILIEHHAs YyYBCTBUTENBHOCTh JKHBOTHOIO K KOMIIOHEHTaM Ipenapara, B TOM 9uciIe
B aHaMHe3e. 3ampeliaercs NPUMEHEHHE IIpernapata JXHBOTHBIM TpH npoboaeH1H
GapabanHON NEpPEeIIOHKH.

13. [lpu npoBeneHnu JiedeGHbIX MEPONPUSTHH C MCIIOIB30BAaHHEM npenapara
creayeT cobsoaarth obliMe Tpasuia JAWYHOH TMIMCHBI M TEXHHKH Oe301acHOCTH,
MpeaycMOTPeHHBIE NPH paboTe ¢ JIEKapCTBEHHBIMH MperapaTamMH. [Tocne npuMeHeHHs
rnpemnapara HeoOX0/IMMO BBIMBITh PYKH C MbLIOM.

JliofsM C [OBBILIEHHOM YyBCTBUTEJIBHOCTBIO K KOMIIOHEHTaM Ipenapara
cnesyer u3berars [IPAMOTO KOHTAKTa C IIpernapaToM. U3beraiiTe KOHTaKTa C rja3amu!




[lycTas ynakoBKa M3-1IOf [pernapara MOICKHT yTHIM3aLUH ¢ ObITOBBIMM
OTXOAaMH.

Tlpu cryyaiiHOM MOMAfaHuy npenapara Ha Koy HIIM CIIM3MCTBIE 0D0JIOYKH €ro
ToTYAC HEOBXOJMMO CMBITh CTpyeil BOJBI, MpH [ONa/[@HHH BHYTPE — 0o0paTUThCs K
gpauy. [Ipu cebe uMeTh HHCTPYKIHIO M0 MPUMEHEHHUIO WK DTHKETKY.

14. He momyckaeTcs NPUMEHEHHE JICKapCTBEHHOTO npenapara IUEHHBIM H
AaKTHPYFOLMM CyKaM.

15. Tlepea 06paboOTKOH 11POBOJIAT FTMIHEHHHECKYO 00paboTKy YILIHOW PaKOBHHBI
¥ Hapy’KHOTO CJIyXOBOTO IpoXo/a cobaku. MnakoH ¢ JeKapCTBEHHBIM IpCrapaToM
TI@Te BHO BCTPAXHBAIOT B TedcHue 30 CeKyH, OCTOPOKHO CKUMAIOT (JIAKOH, YTOObI
3anoJIHWTh KaHKOIH, a 3aTeM 3aKalbIBaloT Orokconan® B Kaxjgoe yxo no 5-10 kanenb B
3aBMCHMOCTH OT pa3Mepa XMBOTHOIO Tak, 4TOOBI CTEHKM CIYXOBOTO IMpoxoja ObulH
PaBHOMEPHO TMOKPBITEI MPENnapaToM (HanpuMmep, S5 Karenb JUI MaleHbKHX cobak, 7
kaneib juid cpeaHux, 10 kamenb Ui KpYMTHBIX Mopoa) ¥ aKKypaTHO MacCHpyloT
ocHOBaHHe yxXa. [lpernapar NpPUMEHAIOT OJIHH pa3 B CYTKH /10 KIMHHHYECKOrO
BbI3I0POBJICHHS JKHBOTHOTO, HO HE bonee 14 nHei.

B cayuae eclid JKUBOTHOE Tpsicer roIOBOM mocie NPUMEHEHMs Mpernaparta,
ciedyeT B TEYEHHE HECKOJBKHX MHHYT dukcHpoBaTh rOJOBY UL 1IPEAOTBPALICHHSA
ero pa3OpbI3riBaHus.

Ilpu oOpaborke BYX H posiee JKMBOTHBIX JUIS K&XJA0ro JXHBOTHOTO
MCIONIBL3YETCA OTNIbHAS KaHHOIIA.

16. [ToBOYHBIX ABACHWH M OCIOKHEHWH TpU TMPUMEHEHMHM Tpenapata B
COOTBETCTBHM C HACTOSILEH MHCTPYKLHEH, KaK Mpasuiio, He HaOnomaercsi. B pejikux
cayuasx y codak crapiue 10 net MOKeT HaOJII01aThCs TPAH3UMTOPHAs 1JTyXOTa.

[Ipy TMOBBIUEHHOW WHAMBHMAYATbHOH HYBCTBUTCJIBHOCTH JKMBOTHOIO K
KOMMOHEHTaM JIeKapCTBEHHOI0 CpPEJACTBA M TMPOSBJICHHH a/UIEPrYCCKHX peaxkuui
(KOYKHBIN 3y /1, TOBBILICHHASA ca/lMBallMsl) UCMOJIb30BaHHE lpenapara NpeKpailaioT.

17. CuMnTOMOB nepe/103uPOBKH nocie NPUMEHECHHUS JIBYKPaTHOM
TepaneBTHYECKOH J103bl y CODaK He yCTaHOBJICHO.

18. Bzaumo ieiicTBHE npernapara ¢ JApyruMH JICKapCTBEHHBIMH CPEACTBAMH HE
H3BECTHO.

19. OcobenHOCTel jIciCTBHS penapara Ipy ero 1epBoM NpUMEHEHHH H OTMEHC
HE YCTaHOBJIEHO.

20. TTpu mportycKe O/(HO# MM HECKOJILKAX 103 JIEKapCTBEHHOrO npefiapara cro
IpUMCHEHHe BO30OHOBIAIOT B TEX JKE 033X U 110 TO# K€ cXeMe.

21. Mpenapatr He Ipe/iHA3HAYEH AT IPUMEHEHHMS IPOLYKTHBHBIM XHBOTHBIM.

HaumeHoBanus U ajipeca Jepxarens PY/Beimyckaroiui
MPOXU3BOACTBEHHBIX MJIOLIAZI0K KOHTPOJIb Ka4ecTBa:

MPOU3BOAUTEIIS JICKAPCTBEHHOI'O AO «KPKA, n.1., HoBo mecTo»,
npenapara [uis BeTepHHapHOro I1Imapeemnika tecta 6, 8501 Hoso mecTo,

[IPUMEHEHUS CnoseHus

(]




[ IpousBoaUTENb:

«JJABMAHA JIAU® CAUEHCHU3, C.A»,
Benyc 26, npoMbILLUICHHAs 30Ha
Kan-Ilapennana, Tappaca, 08228,
Bapcenona, Mcnanus

HauMeHOBaHKE, aApec OpraHu3aluu, 000 «KPKA-PYC»,

YTI0/IHOMOYEHHOM iepxKaTe/IeM Wl 125212, r. Mocksa, ['oj10BUHCKOE 1110CCC,
BIAJE/IbLIEM PErMCTPalliOHHOTO aom 5, kopmyc 1

yZI0CTOBEPEHUS JICKapCTBEHHOTO ten.: +7 (495) 981-10-95

rpernapara /Ui BETEPUHApHOIo daxc: +7 (495) 981-10-91

[pUMEHeHHs Ha IIPHHATHE NpeTeH3HH
oT norpedurens
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