WMHCTPYKLIUA
110 BeTepMHAPHOMY IIPUMEHEHHIO JIeKapCTBeHHOro npenapara OTokconan®
(opranmsanus-paspaborank AO «KPKA, 1.1., HoBo mMecto», IlImMapserika necta
6, 8501 Hoso mecto, Cnoenus /«KRKA, d.d., Novo mesto», Smarjeska cesta 6, 8501
Novo mesto, Slovenija)

Homep perucTpalioHHoro yaocroBepenus 705-3-8.20-4664 Nel IBI-3-8.20/05614

I. OGiiue cBeneHus

1. ToproBoe HaUMEHOBAaHWE JeKapcTBeHHOro Ipenapata: Otokconan®
(Otoxolan).

MeXyHapoJIHOe HENaTeHTOBAaHHOEe HAMMEHOBaHHWE JEHCTBYIOLIMX BELIECTB:
MapOodIioKcalyH, KI0TPUMa3oJl, J1eKCaMeTa30H.

2. JlexapcTBeHHass (opMa: CyCNEH3Hs [ MECTHOIO MNPUMEHEHMs (Karu
VILIHBIE).

Otokconan® B KadecTBe JEMCTBYIOIMIMX BeIIeCTB B | M COAEPXKMT:
mapbodokcanud - 3 Mr, kiorpumason - 10 Mr, nqekcameTrasoHa anerar - 1 mr, a B
KauyecTBE BCIIOMOTaTelbHEIX BEIIeCTB MPONWI  Trajiar, CpeIHEUEIIOYCTHBIC
TPUrITHILEPHIBL, COPOUTAH Olleat, OKCUI KPeMHHs KOJUIOUHBIN OC3BOHBI.

3. Ilpemapar 1o BHELIHEMY BHIY MPENCTaB/IseT COOOH MYTHYIO, BA3KYIO
CYCIIEH3HMIO JKEJITOr0O [BETa CO CEPOBAaThIM OTTEHKOM, COIAESpKallly¥0 HEPAaCTBOPEHHBIC
YaCTHULIBL.

CpOK TOIHOCTH Tperapara IpU COGIIIONSHHH YCTOBUH XpaHeHHs B 3aKpbITOH
yIIakOoBKe - 2 roja ¢ JaThl IPOU3BOJACTBA, IOCJIE BCKPBITHA ¢nakona - He Gosee 3
MeCSILIEB.

JlexapcTBEHHBIM mNpenapaT 3alpelacTcss UCIOIb30BaTh MO HCTEUEHUH CpOKa
TOJHOCTH.

4. Bemyckator Ortokconan® pacdacosannsiM mo 10 mut, 20 mu, 30 M1 B
TaCTHKOBBIE (DJIAKOHBI C KalelbHUIEH ¥ HaBUHYMBAIOILEHCS KPBIIIKOH, KOTOpbIE
YIIaKOBBIBAIOT TIONITY4HO B KAaPTOHHBIE KOPOOKM B KOMIUIEKTE C JAOIOIHHTENBHOH
yATMHEHHOW KaneIbHHUIEeH ¢ KPBIIIKON U MHCTPYKIMEH 110 MPUMEHEHHUIO. D1aKoHBI 110
20 M CcHa0XaloTcsd IBYMs JOIOJHUTENBHBIMU YUIMHCHHBIMU KalleJIbHUIIAMUA C
KpBIIIKaMH, ¢p1akoHsl 110 30 M — Tpemsi.

5. XpaHar mpemapaT B 3aKpPBITOM YIIAKOBKE MPOU3BOAMUTENS, OTAEIBHO OT
MPOIYKTOB IHTAHUS U KOPMOB, B 3aIMIIEHHOM OT MPSMbIX COIHEYHBIX JIydeH MecTe
npu Temmneparype ot 0°C no 25°C.



6. Otoxconan® crefyeT XpaHUTh B HELOCTYTIHOM /Ui AeTel MecTe.
7. Henciions30BaHHBIN JIEKAPCTBEHHEIA NIPeNapaT YTHAN3UPYIOT B COOTBETCTRUY
C TpeOOBaHUAMHU 3aKOHO/IATENLCTEA, |
8. Ornyckaercs 63 peljenTa BETEPUHAPHOTO BPada.

1I.dapmakonorudecknie cRoHCTBA

9. Orokconan® OTHOCHTCH K KOMOGMHHUPOBAHHLIM MpernaparaM, OGIafaromuM
TPOTHBOMUKPOGHEIM, IPOTHBOTPHOKOBBIM ¥ TIPOTHBOBOCTIAIMTENEHBIM JIEHCTBHEM.

10. bnarogaps xomMOMHAIMY AKTHRHEIX KOMIIOHEHTOB C Pa3HBIM MEXaHHA3MOM
neficTeus, npemnapar o0jgafaeT [IMPOKAM CIIEKTPOM aHTHOAKTepualnbHOH H
GYHTULHOHOW AKTHUBHOCTH, OKA3BIBACT IIPOTHBOBOCHANHNTENBEHOE IeiicTBHE B O4Yare
TIOpaXKeHU.

Mapbodaokcanis, BXOALIME B COCTAB MperapaTa, OTHOCUTCA K COENHMHEHUIM
IPYNOEl  (TOPXUHOMOHOB, aKkTHBeH B  OTHONICHHM TPaMOTPHUATENHHBIX H
TPaMITOJIOKUTENIBHEIX MHKPOOPraHu3MoB, B ToM umcie Staphylococcus intermedius,
Pseudomonas aeruginosa, Escherichia coli and Proteus mirabilis, ne nelcTByeT Ha
aHaspoOBl. MexaHu3M JelicTBus MapGodokcanuya 3aKIo49aeTcs B HHrHOUpOBaHuH
cunteza JJHK-rupazel u 1V Tonouzomepassl 6akTepHil, yJacTBYIOMUX B PEIUINKALINH
JTHK muxpoopranusmoB. I[Ipu ayprKy/SIPHOM BBEACHHH Ipenapara MapGodiiokcamus
BCachiBaeTCA He3sHAUNTENHHO M He IIPOABIISET CUCTEMHOTO AeiCTBHIS,

Knorpumazon - (yHIHUELHOS COSAMHEHWE IPYINB WMHAA307a, H3MEHSS
HPOHHALIAEMOCTD KIETOYHOM MeMOpatbi, BbI3BIBAET ‘paspylieHue  KICTOYHBIX .
5IEMEHTOB M MHTHOHpYET BHYTPHKJIETOYHBIH MOIEKyISDHBIH CHHTE3. AKIHBEH B;
OTHOLICHUH IEPMAaTOQHTOBR © JPOXKKEBHX TpuboB, B uacTHOocTH Malassezia
pachydermatis. Tlpu aypHKyJIApHOM BBeJCHHH KIOTPMMA30N TIPaKTHYECKH He
BCACHIBAETCH.

JleKcamMeTa3oH aLeraT - CHHTETHYECKUH TIOKOKOPTHKOCTEPOHI OKA3BIBACT
IMPOTHROBOCTIAJTHTENEHOE M HPOTHBOZKCCYIATHBHOE g:[ei’l'CTBHe',- CIoco0CTBYET
YMEHBINEHUIO 3yJa H 3aXABISHUID NOBpexXIeHHBIX TKaHeH. Ilpm aypukyisipHoM
BBEICHHIN IipellapaTa JeKcaMeTa30H BCACHIBAETCH HE3Ha4YUTEIBHO. Pesopﬁﬂnﬂ
JIEKCAMETA30HA HE YREIMUYMBASTCH NPH BOCITATHUTENBLHOM IIPOLECCE, BHI3BAHHOM.
OTHTOM. N

Orokconaa® Mo cTeneHn BO3ASHCTBIA Ha OPraHu3M OTHOCUTCA K MaJIOOTIACHBIM
BemiecTBaM (4 Kiace onacHocTn mo TOCT 12.1.007-76), B pekOMEHIYEMEIX H03aX He
OKa3BIBAET MECTHO-PA3/IPAXKAIOIIErO U Pe30pOTHBHO-TOKCHYECKOTO NSHCTBIAL

I11. TTopsipox mpuMeHeHHU
11. OTokconan® npuMeHIOT. cCOOaKaM IS JeIeHUs OCTPHX ¥ XPOHMYECKHX
OTHTOB Game'pﬁaﬂsﬂoﬁ W I’pHGI{OBOﬁ 9THOJIOTUH,; BBI3BEHHOIO YYBCTBHTEIBHBIMH K
M’apﬁoquxc_anﬁﬁy H KIOTPHMA30IY MHKPOOPTaHU3MaMU B FPUOaMH.
12. TIpoTuBoOnOKa3aHHeM K IPUMEHEHHIO MpenapaTa ABJIAeTCA HHANBUlyanbHas1
NOBBILIEHHAA 4YBCTBUTENEHOCTE XXHBOTHOTO K KOMIIOHEHTaM IIperapara, B TOM 4HCIE
B aHaMHe3e. 3anpemiaeTcs NpUMEHEHWe Iperapara JKHBOTHBIM TIpH Npobomenuy




GapaGaHHOH NEPETIOHKH,

13. Tipu npoBeaCHUN feyeGHEIX MEPOTIPHATHH C MCII0JIB30BaHUEM mpenapata
crenyeT coOMIONATh. obnie npasHia JiIMUHOM TUIHMEHBl U TEXHHKH Ge30NacHOCTH,
[IpeIyCMOTPEHHBIE ITPH paboTe € NeKapCTBEHHBIME npenapatami. Hocre TIPUMEHEHNS.
mpenapara HeobXoMMo BBIMBITE PYKH ¢ MBUIOM. |

Tropsm ¢ TOBBILECHHOH YyBCTBUTENEHOCTRI K KOMHOHCHTAM npenapara
ClIenyeT u3GeraTs OpAMOTO KOHTaKTa ¢ IpenapatoM. VizOeraliTe KOHTaKTa € riazamu!

Ilycrag ymakoBKa M3-II0A npenapafr-a' TOJJICKUAT YTUIH3ALHKN C OBITOBEIMH
OTXORAMH.

TTpu cily4aifHOM [ONaJaHMN Ipenapara Ha Koy Wil CITM3ACTHIE. ODOJIOUKY €T0
TOTUAC HEOBXOIMMO CMBITH CTpyeH BOABL, UPH TONanasdy BHYIPb - 0OpaTHTLECA K
Bpady. TIpu cebe NMETH: HHCTPYKHHIO 11O NPUMEHEHWIO UK STHKETKY.

14. He pnomyckaercs NPUMEHEHUE NeKapETBEHHOTO IpemnapaTa INeHHBIM H
JIAKTUPYIOIHUM CYKaM.

15 Tepex 06paboTKOH IPOBOIAT [HrMeHAIeCKyo 06paGoTKy YIIHOW paKOBHHE!
d HApYXHOTO CITyXOBOI'O poXo/ia cobaxu. DIAKOH C JICKAPCTBEHHBIM NPENaparoM
TINATENEHO BCTPIXUBAIOT B TEUEHUE 30 cexyHI, OCTOPOKHO CHUMAIOT thirakoH, YTOGBL
3AMOTHATE KAHIONH, 4 3aTEM 3aKallbIBatoT Otoxconaa® B Kaxaoe yXo 10 5-10 xanens
B 3aBUCHMOCTH OT pasMepa *KUBOTHOTO TaK, 4T00BI CTEHKHU ¢NyXOBOTO Tipoxoad OBLTH
PABHOMEPHO MOKPHITH IpenapaToM (marpuMep, 5 Kanens JLd ManeHsKax cobax, 7
karenp st cpenupx, 10 karenb JUisE KPyTHBIX Mopoj) K aKKypaTHO MacCUpPYIOT
OCHOBGHHEC yXa. [Ipenapar. TPUMEHSIOT OLHH pas B CYTKH [0 KIHHWHECKOTO
BEI3IOPOBJICHHA KUBOTHOTO, no He Gonee 14 nHew.

B cry4ae e€cid JKHBOTHOC TpsICET r_OJIOBoi?I Hoce NMPUMEHCHUS npemnapara,
cliefyeT B TeJeHUe HECKONBKMX MUHYT UKCAPOBATH TOJOBY JULI TIPENOTBpAIlICHNA
ero pasOprIsTUBAHI. |

Ilpu obpaboTke MABYX H fomee OKMBOTHEIX IS KaXJoro KHBOTHOTO
UCIIONE3YeTCs OTACIbHAL KAHTONA.

16. TloGouHEIXx SBACHUH U oClIOKHeHHI IpY TpUMEHEHWH Tperiapata B
COOTBETCTBHH ¢ HacTosmIeH HMHCTpyKIHMeH, KaK IpaBuilo, He HabmozaeTca. B peaxux
cirydasx y cobax crapuie 10 get MoxeT HabMIOAATECS TPAHZHTOPHAL TIyXO0Ta.

[lpy MOBBIIEHHON AHMBHAYATHHON yBCTRMTENBHOCTH KHBOTHOTO K
KOMIIOHEHTaM JTeKAPCTBEHHOTO CPEACTBE H MHPOABICHHUN ATEPTHYECKIX peaKumii
{KOXXHBIH 3YZ, NOBBIICHHAA canMBallvs ) BCIIOIE30BaHNC mperapara npexkpaniator.

{7.  CHMITOMOB  ITEPefOSHPOBKM  TOCHE  TPHMCHCHI JBYKPaTHOH
TepaneBTHYECKOH NO3BI Y cobax He yCTaHOBIIEHO.

18. BiauMozelicTere Tperapara ¢ ApyruMu SICKApPCTBEHHBIMA CPENCTBAMI HE
HM3BECTHO.

19. OcoGennocTeil AeiHCTBAA TpenapaTa 1pu ero TepBOM IPHMEHEHUN 1 OTMCHE
HE YCTAHOBJICHO. '

20. Ipu mportycke OHOH MK ‘HECKOIBKHX 103 JIEKapCTBEHHOIO npenapara €ro -
TIpUMEHCHHE BO30OHOBJIAIOT B TEX KE I03aX 1 TI0. TOH 7Ke CXEME.

21. Ilpenapar HE mpeaHasHaueH A MPUMEHeHHIS POy KTHBHBIM KABOTHBIM.




HaumenoBaHue U aapec AO «KPKA, n.1., HoBo mecto», IloBxoBa
MPOM3BOJICTBEHHBIX TUIOMAIOK ynuua 5, 8501 HoBo mecTo, CnoBeHust
IPOU3BOAUTENS IIpernapara J«KRKA, d.d., Novo mesto», Povhova
ulica 5, 8501 Novo mesto, Slovenija.
AO «KPKA, n.1., HoBo mecton/«KRKA,
d.d., Novo mesto», émarjeéka cesta 6,
8501 Novo mesto, Slovenija.

HauMeHOBaHME, aApec OpraHu3aluy, 000 «KPKA-PYC», 125212, r. Mockaa,
YIIOJIHOMOYEHHOM BlIaJIe/IbLEM HIIH [ 0JIOBUHCKOE 1IOcCe, 10M 5, Kopryc 1.
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Y/I0CTOBEPEHHUS JIEKAPCTBEHHOTO 10-91.
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