MHCTPYKUMUA

no npumeHeHuto OTOCNEKTPUHA ANA NeYeHUA OCTPbIX U XPOHUUYECKUX OTUTOB Y COBaK U KOLLEK.
(OpraHmusauusa-paspabotumnk: «Kela Laboratoria N.V.», benbrus)

I. O6wme cBegeHnn

1. ToproBoe HaMmeHOBaHWeE NIeKapcTBEHHOro npenapata: OtocnekTpuH (Otospectrine).
MeXayHapoaHOe HenaTeHTOBAHHOE HaMMeHOBaHWe: HEeOMMUUMH, NOAMMWMKCUH, NUOO0KAUH,
MOHOCyNbdUpam, LEKCAMETA30H.

2. lekapcTBeHHana popma: cycneHsus.

OTocnekTpuH B 1 M/ B KavecTBe AENCTBYIOLLMX BELLECTB COAEPHKNUT: HEOMULUMHA cynbdaT — 5 000 ME,
nonnMmMmukcuH B — 10 000 ME, nnpgokaunH rugpoxnopua — 40 mr, cynbpupam — 50 mr, aekcametason —1
MT 1 BCOMoOraTe/ibHble BellecTBa: nonmcopbat 20 (E 432), copbutannaypart (E 493) u
OMMETUNCYNbOKCUA-MPONUAEHTANKOAL — A0 1 ma.

Mo BHewHeMmy BUAY NpenapaTt npeacTaBaseT coboi cycneH3nio CBETNI0-KeNToro LseTa.

3. BbIinycKkaloT /NeKapcTBeHHbIM npenapat no 15 mn B npo3payHbix [ KanenbHUUAX C
33aBMHUYMBAIOLWENCA KPbIWKOW, MOMELLEHHbIX B KApPTOHHYIO MNAyKy BMeCTe C MHCTPYKUMen no
NPUMEHEHWNIO.

4. XpaHAaT OTOCNEKTPMH B 3aKPbITOM YNaKOBKE MPOU3BOAUTENA B CYXOM, 3aLLULLEHHOM OT MPAMbIX

CO/THEYHbIX ly4ei MecTe, OTAebHO OT NPOAYKTOB NUTaHWA 1 KOPMOB Npu TemnepaType ot 5 C ao 25
°C.

CpoK rofHOCTU NIeKapCTBEHHOrO npenapaTta npu cobnoaeHUn ycnoBuin XpaHeHua — 2 roga ¢ Aathbl
npounssoacTBa. CpOK roAHOCTM NOCAE NePBOro BCKPbITUA dnakoHa — He bonee 28 cyToK. 3anpelyaeTca
npMMeHeHne NeKapCcTBeHHOro npenapaTta No UCTeYEHUM CPOKa roAHOCTH.

5. OToCneKTpuH cneayeTt XpaHUTb B MeCTax, HeAOCTYNHbIX ANA AeTeN.

6. Hencnonb3oBaHHbLIA NEKAPCTBEHHbIM NpenapaTt yTUAM3MPYIOT B COOTBETCTBUM C TpeboBaHMAMM
3aKoHOAaTeNbCTBa.

Il. dapmakonoruyeckme CBOMCTBA.

7. OTOCNEeKTPUH OTHOCUTCA K KOMMAEKCHbIM MpenapaTtam A/as MeCTHOro NpUMEeHEeHWs, OKasbliBaeT
NPOTUBOMUKPOOHOE, NPOTUBOBOCNANIUTENBHOE, NPOTUBOANNEPINYECKOE U MECTHOAHEeCTe3npytowee
aencreme.

BxoaAwmin B cocTaB npenapata HEOMUUMH ABAAETCA aHTMOMOTUKOM LUMPOKOTO CNeKTpa AeNCTBUA U3
rpynnbl AMUMHOTIMKO3MA,0B U aKTUBHbIM MHIMOUTOPOM BaKTepManbHOro cMHTe3a npotenHa. Obnagaer
6aKTEepUUNAHON aKTUBHOCTBbIO B OTHOWEHWUM MHOTMMX FPAaMMNONOMNUTENbHBIX U FPAaMOTPULATENbHbIX
6akTepuin. OanH U3 Hanbosiee aKTUBHbLIX aHTMOMOTUKOB NPOTUB CTAapMIOKOKKOB, KOTOpPble 4acTo
BbI3bIBAOT HAPYXHbIN OTUT M MOKA3blBaeT AOCTAaTOYHO XOPOLUYH aKTMBHOCTb npoTms Proteus SPP.
LUtammbl cTpenTOKOKKOB U Arcanobacteria pyogenes meHee Bocnpummunsbl. ConpoTmsaeHne o6bl4HO
NPOUCXOAUT NO-NAa3MUAbl ONOCPEAO0BAHHOTO NepeHoca, ABNAETCA Hanbonee PacnpPOCTPAHEHHbIM Y
rpamoTpuuaTenbHbix BaKkTepuit (KMWeYyHas nanovka, CUHerHorHasa nasiodka, npotek SPP), u yacTo,
MHOTopaKTOPHbIN. MepeKkpecTHaa Pe3nCTEHTHOCTb CYLLLECTBYET cpeau aMUHOTIMKO3MA0B.

MonumuKkcnH B npeactaBnseTr cobo aHTMOMOTUK, KOTOPbIM B OCHOBHOM AKTMBEH B OTHOLUEHMMU
rpamoTpuuaTenbHbix 6akTepmin. OH paspywaeT 6akTepmnanbHble KNeToYHble MemMbpaHbl. 9TO 0AMH K3
Hanbonee aKTUBHbIX aHTUBMOTMKOB NPOTUB CAEAYIOLWLMX BUAOB BAKTEPUIA, YAaCTO BCTPEYAOLWMXCA Npn



cobaubmx M KOoWaYvbUX YLWHbIX MHDEKUMAX: CMHErHOMHOM nanoyku, E.coli n Klebsiella pneumonia. OH
TaK)Ke MpOoABASAET aKTUBHOCTb NPOTMB Proteus, HO MHOrMe WTaMMbl, KaK coobuiaeTca, yCTOMUMBDI.
XpPOMOCOMHAA YCTOMYMBOCTb PeaKo BO3HMKaeT. CyllecTByeT MNepeKpecTHasa Pe3UCTEHTHOCTb C
KONUCTUHOM.

[eKkcameTasoH, PTOpPUPOBaAHHbIN FMIOKOKOPTUKOMUAC NPOTUBOBOCMANMUTE/IbHbIM AeicTBnem B 25 pas
CUNbHEE, YeM Y TMAPOKOPTM30HA. OH TaKKe OKasblBaeT NPOTUBO3YAHOE M NPOTUBOANNEPrUYecKoe
aencrsme.

MoHocynbdupam ABAAETCA OPraHUYeCKMM NPOM3BOAHbIM  Cepbl C MPOTMBOMNAPA3UTapHOM
AKTMBHOCTbIO NPOTUB YWHOrOo Knewa Otodectis cynotis n GyHIMUMAHOM aKTUBHOCTU NPOTUB APOXKKEN
Malassezia pachydermatis (Pityrosporum canis) n Candida albicans.

NInpokaMHa ruapoxnopug ABNAETCA MEeCTHbIM aHeCcTeTUMKOM, KoTopbii obecneymBaeT noyTh
Hemea/eHHoe 06e360nnBaHME NPU MECTHOM NMPUMEHEHUM.

Mpn MecTHOM NMPMMEHEHMUW, BbICOKME KOHUEHTPaLuMM AEeNCTBYIOWMX BELLeCcTB, AOCTUMIalT YLWHOro
KaHana, rae v NposBAAOT CBOE AeNCTBUE.

Il. MopagoK npumeHeHusa

8.0TOCNEeKTPUH MPUMEHAIOT cobaKaM M KOLWKaM MNpU OCTPbIX M XPOHMYECKUX HAPYHKHbIX OTUTAX,
BbI3BaHHbIX 6aKTEPUAMM U/MAN NaPaA3UTAMK; MPU SK3EMATO3HOM U aNNEPrMYeckom OTUTaxX UAKN A3BaX
B HAapPY*XHOM CNYXOBOM Npoxoge.

9. MpoTMBOMNOKasaHNUemM K npumeHeHuto OTOCNEKTPUHA ABNAETCA MHAMBMAYANbHAA MNOBbIWEHHaA
YyBCTBUTENbHOCTb KMBOTHOMO K KOMMOHEHTam npenapaTta. OTOCNEKTPUH Henb3a NPUMEHATb
MBOTHbIM C MOPa*keHHoM bapabaHHOW NepenoHKoM.

10. MNepep nNpUMeHEHMEM JNIeKapCTBEHHbIM npenapat HeobxogMmo TwatenbHO B36oATaTh.
OTOCNEeKTPUH 3aKanbIBAlOT B KaXKA0e yXO OAMH UK ABa pa3a B AeHb. CAyxoBble NpPoxoabl O4ULLAIOT OT
YLIHOWM cepbl, CTPYNbEB U KOPOK.

Jo3upoBsKa:

— cobaKun BeCOM A0 5 Kr 1 KOWKK — 3 Kanau;

— cobaku Becom oT 5 a0 10 Kr — 5 Kanenb;

— cobakun Becom gonee 10 kr— 10 kKanenb.

C uenbto 6onee nonHoi 06pPaboTKM BCe MOBEPXHOCTU YLWIHOW PAKOBUHbI U CAYXOBOFO NpoOxoaa M
6onee rnybokoro NPOHMKHOBEHWA NpenapaTa, YWHYH PaKOBMHY CKNaAblBAalOT BAONAb M Cherka
MaCCUpPYIOT ee OCHOBaHuUe.

JleyeHune cnepyet NpoaonKaTtb B TedeHue 7-10 gHen npu ocTpom otuTe. MNpu XPOHUYECKOM TeYEeHUMU
60/1€3HN ANNUTENBHOCTb IeYeHMA onpeaenneTca BeTepuHapHbIM BPayom.

11. CumnTOMBbI NEPea03NPOBKN NEKAPCTBEHHOIO NpenapaTa He BbIAB/IEHDI.

12. OcobeHHOCTEN AEACTBUA NEKAPCTBEHHOIO NpenapaTta Npu ero NePBOM NPUMEHEHUN U OTMEHE He
BbIABNEHO.

13. B cnyyae nponycka 04HOM MM HECKONbKUX 403 NPUMEHEHMe npenapaTa caeayet BO306HOBUTL B
TOM e A03NPOBKE M NO TOM XKe CXeme.

14. NMpn NnpyMeHeHUN NpenapaTa B COOTBETCTBMM C HACTOALLEN MHCTPYKLUMEN NOBOYHbIX ABNEHUN U
OC/IOXKHEHMUM, KaK NpaBuio, He HabatogaeTtca. MNocne 3aKkanbiBaHWA OTOCNEKTPUHA MOTYT BO3HUKHYTb
apuTEpPMa UK 3yA, KOTopble BbICTPO NPOXOAAT. B HApyKHOM C/lyXOBOM MPOXOAE MOXKET NOABUTLCA
WwenyweHne, KOTOPOe He BAINAET Ha NPOL,ECC 3aXKMBIEHMA.

15. MNpenapaT HeNb3A NPMMEHATb COBMECTHO C APYTMMMK SIEKAPCTBEHHBIMU CPEeACTBAMM 1A MECTHOIO
NPUMEHEHMUA.



IV. Mepbl AM4HOK NPOPUNAKTUKMU

16. Mpu paboTe ¢ OTOCNEKTPUHOM cneayeT cobnoaatb obumMe npaBuaa IMYHON TUIMEHbI U TEXHUKK
6e3onacHOCTK, NpeAyCMOTpeHHble npu paboTe C neKapcTBeHHbIMM npenapatamu. Mpu paboTe ¢
npenapaTtom 3anpeLaeTca KypuTb, NUTb U NPUHUMATb Nuuly. Mo OKOHYaHMK paboTbl pyKM cnepyet
BbIMbITb TEN/ION BOAOM C MbIJIOM.

17. Mopgam ¢ rmnepyyBCTBUTE/IbHOCTBIO K KOMMNOHEHTAaM NEKAPCTBEHHOrO Npenapara cneayet nsberatb
NPAMOro KoHTaKTa ¢ OTocneKkTpuHOM. Mpun cay4anHOM KOHTaKTe npenapaTta C KOXKer Uaun CAM3UCTbIMK
obonoykamu rnas, ux HeobxoaMMo NPOMbITL BONbWIMM KOAMYECTBOM BOAbl. B cnyyae noasneHuma
annepruyecknx peakumi u/mam npu cny4yamHom nonagaHuM NeKapcTBEHHOro Npenaparta B OpraHM3m
yenoseka cnefyetr HemeasieHHO 06paTUTLCA B MeAMUMHCKOe YydpexaeHue (npu cebe umetb
WMHCTPYKLMIO MO NPUMEHEHMIO NN STUKETKY).

18. MycTyto Tapy M3-NoA4 NeKapCTBEHHOro NpenapaTa 3anpeLLaeTca UCNoab3oBaTb ANA ObITOBbIX Lenen,
OHa NOANEXNT YTUAN3ALUK C BbITOBBIMKW OTXO4AMM.

19. OpraHusaumsa-nponssoantenn: komnanma «Kela Laboratoria N.V.», Sint Lenaartseweg 48. B-2320
Hoogstraten. benbrus.

Appec mecTa npoussoacTea: KomnaHua «Kela Laboratoria N.V.», Sint Lenaartseweg 48. B-2320
Hoogstraten. benbrus.

PernctpaunoHHbit Homep: PK-BM-4-2540-14



