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L OO01ue cBeaeHus

1. HaumeHoBaHHMe J€KapCTBEHHOIO Iipernaparta i BETEpUHAPHOIO
PUMEHEHUS:

TOpProBoe HauMeHoBaHHWe: lluTomepM Kamiu yuIHble NMPOTHBOIPUOKOBBIET
(Citoderm guttae auricularis antifungal+)

MeXK/lyHapO/iHble HEeIITaTeHTOBAHHbIE HAMMEHOBAHUS IeHCTBYIOLUX BELIECTB:
neBodaokcanuH, HahTU]HUH, TeKcaMeTa30H.

2. JlekapcTBeHHas popma: pacTBOp Uil aypUKYIAPHOTO IPUMEHEHHUSI.

B 1 mu npenapata copepikatcsi JeHCTBYIOIIME BelLeCTBa: JIeBO(pIOKcaIlMHA
remuruapar — 3,33 mr, Haptuduna rugpoxiaopun — 1,11 mr, rekcamerazona HaTpHs
¢ocpara — 1,11 wMr, a B KauecTBe BCIIOMOraTeJbHBIX BEIIECTB -
auMeTuicyibdokeu U noaudTuieHrnukons (112510 400).

3. Ilpenapar npezacrasisieT coO0i MPO3payHyO )KUIKOCTh OT O€CLIBETHOTO J10
xkentoro npera. CpoK IOJHOCTH JIEKapCTBEHHOI'O IIpernapara IpH COOII0JeHUN
YCIOBUM XpaHEHMs - 2 roja co [HsS NPOU3BOJICTBA, IOCJE MEPBOrO BCKPBITHUSA
(akoHa mpenapar cieAyeT XpaHWUTh B XOJOAMJIBHUKE B TedeHHe 1 mecsua mpu
3aKpBITON KpPBILIKE.

He npuMeHsTh 110 HCTEYEHUH CPOKa MOTHOCTH.

4. BeimmyckatoT npenapar pacdacoBaHHbIMH 10 10 M1 BO (pr1akOH U3 TEMHOTO
CTeKJIa, 3aBUHYMBAIOLIUNCSA KPBILIKOM C KOHTPOJIEM IIE€PBOTO BCKPBITUS U CO
BCTPOCHHOW CTEKJISIHHOW mnuneTkoi. Kaxaeli ¢uiakoH mnoMeleH B KapTOHHYIO
NIayKy BMECTE C MHCTPYKLIMEH 10 MPUMEHEHHIO JIEKapCTBEHHOTI'O TIpernapara.




5. XpaHAT B 3aKpBITOHN yITaKOBKE IPOU3BOIUTEIIS B 3ALUILEHHOM OT MPSAMBIX
COJTHEYHBIX JIy4ell MecTe, OTHEJBHO OT MNPOAYKTOB IHUTaHWSA U KOPMOB, IIpH
temreparype ot 5 °C go 25 °C npu oTHOCHTENBHOMN BIaKHOCTH He 6osee 60%.

6. [Ipenapar cienyetr XpaHUTh B MecCTax, HEJJOCTYIIHbIX JUIs1 AeTeH.

7. Hewucrnonb3oBaHHBI JeKapCTBEHHBIM IpernapaT YTUIM3UPYIOT B
COOTBETCTBUHU C TPeOOBAHUSIMHU 3aKOHOAATEILCTBA.

8. YcnoBus oTmycka: 1o pelnenTy BeTepUHAPHOro Bpaya.

[I. ®apmakonorndeckue (0MONIOTHYECKHUE) CBOMCTBA

9. llutomepm  Kamiaud  yIIHbIE  NPOTUBOrpuUOKOBBIe+  0ONamaroT
aHTUOAKTepUaIbHbIM,  MPOTHBOTPUOKOBBIM,  IMPOTUBOBOCMAIUTEIBHBIM U
MPOTUBO3Y/IHBIM CBOHCTBOM.

10. JleBodnokcauuH - GTOPXUHOIOH, OAKTEPULIMAHOE CPEIACTBO LIMPOKOTO
CIeKTpa JEWCTBUS, NEHUCTBYET MPOTHB OOJBIIMHCTBA I'PAMIIONIOKUTEIBHBIX U
rpaMoTpHIaTeNbHbIX OakTepuid, Bkitovasi Staphylococcus spp., Streptococcus spp.,
Pseudomonas spp., Escherichia coli, Proteus mirabilis, Proteus vulgaris u ap.
JleBodokcauun Onokupyer OGakrtepuanbHyro Torousomepasy IV u JIHK-rupazy
(tormouzomepassbl 1) - pepmenThl, He0OX0AUMBIE /ISl PEIJIMKALMHU, TPAHCKPHUIILIUH,
penapaiuu U pekomOunauuu JIHK, BbI3bIBaeT Mopdosoruyeckrue U3MeHEHHUs B
[IUTOIIa3Me, KJIETOYHOM CTeHKe U MeMOpaHaxX OaKkTepuil.

Hadtudun - nporuBorpubOKoBOE CpeAcTBO, OTHOCSIIEECs K Kiaccy
ANTUIaMHHOB. MeXaHu3M JIeWCTBHs CBSI3aH C MHIMOMpOBaHMEM CKBajeH-2,3-
ATMIOKCU/IA3bl, YTO MPUBOAUT K CHHIKEHHUIO 00pa30BaHuUs dProcTeposia, BXOASIIEro B
COCTaB KJIETOUYHOM CTEHKU rpuOOB. AKTUBEH B OTHOLUEHUM AepMaTO(UTOB, TAKUX
kak Trichophyton, Epidermophyton, Microsporum, ruiecHeBbix rpuboB (Aspergillus
spp.), ApoxoxeBsx rpudoB (Candida spp., Pityrosporum spp.) u aApyrux rpudos.

JlexcameTa3oH — CHHTETMYECKHH TIIIOKOKOPTUKOUJ, MPEUMYIIECTBEHHO
MCIIOJIb3yeMblii B KauecTBe MPOTHBOBOCHATUTEIHLHOIO ¥ UMMYHOCYIIPECCUBHOTO
areHTa. [Ipu MecTHOM mpuMeHeHUHU TepamneBTUYeCKas aKTUBHOCTh JeKcaMeTa3oHa

obycnoBieHa MPOTUBOBOCTIATTUTEIbHBIM, POTUBOALIIEPrHYECKUM U
aHTUNpoudepaTuBHbIM  JeiicTBUeM. OH  yMeHbIIaeT IPOHULIAEMOCTH U
npoaudepanuto KaruuIspoB, JTOKJIbHYIO IKCCYIALINIO, KJIETOYHYIO

UH(QUIBTpaLUIO, (ParolMTapHyl0 aKTUBHOCTb, yrHeTaeT oOpa3oBaHUe pPyOLOBOM
TKaHu. Bee 3TH 3¢ dekThl yqacTBYIOT B MOJaBIEHUH BOCNAIUTEIBLHON peakiiu B
TKaHSX B OTBET Ha MEXaHUYECKOe, XUMUYECKOe UJIM UMMYHHOE ITOBPEXICHHUE.

[Ipenapar no creneHu BO3AEHUCTBUS Ha OPraHU3M OTHOCHUTCS K MAJI0OMacHbBIM
BemectBam (4 kinacc omacHoctd nmo I'OCT 12.1.007-76), He oOnagaeTr MeCTHO-
paszapaxKaroluiiM U KOXKHO-PE30pOTHUBHBIM ACHCTBHEM.

[1I. ITopsimok mpuMeHEeHHUsI

11. LluTonepm Karuiu yiHble TPOTUBOTPUOKOBBIe+ MPUMEHSIOT JUJIsl JICUSHHS
y cobaKk U KOIIEK OCTPOro, XpOHHYECKOTO, MEPBHUYHOTO M BTOPHUYHOIO OTHUTOB




HApY)KHOTO M CpeaHero yxa OaKTepualbHOW W/MIM TI'pUOKOBOM AITHOJIOTHH.
[lpenmapat Taike oO0NagaeT MNPOTUBOBOCHAIUTEIBHBIM U  IIPOTUBO3YAHBIM
NeMCTBUEM.

12. LlutonepM Karuiu yiiHble IPOTUBOTPUOKOBEIet 3ampeniaeTcsi IPUMEHSTh
’KMBOTHBIM ¢ niepopupoBaHHBIMU OapaOaHHBIMH TIEpENIOHKAMH W IIpH
NOBBILIEHHOW WHIMBUAYAJIbHOW YyBCTBUTEIBHOCTH K BXOISIIMM B COCTaB
npernapara KOMIIOHEHTaM.

13. Tlpu pabore ¢ mpenaparom lLlutomepm  KamiM  yIIHbIE
POTHBOTPUOKOBEIEt Clie/lyeT COOMIONaTh OO0IUe MpaBHiIa JIHYHOH THTHEHBI U
TEXHUKH Oe30IaCHOCTH, MNpeayCMOTpPeHHble Ipu padoTe ¢ JeKapCTBEHHBIMHU
npenapatamMu. [lo oxoH4aHUIO pabOTHI clielyeT BBIMBITh PYKH TEIUIOW BOAOW C
MBLIOM.

[Ipu ciy4yailHOM KOHTaKkTe JieKapcTBEeHHOro mpemnapata Llutonepm kammu
yIIHbIE MPOTUBOTPUOKOBBIET C KOXKEH WIJIM CIM3UCTHIMU O00OJOYKaMHU TJa3, HX
HE0OXO0MMO MPOMBITh OOJIBIIUM KOJUYECTBOM BOJbL. [Ipy momasanuu npenapara
BHYTPb HEOOXOIUMO TPOMBITH JKEIyJO0K OOJBIIMM KOJIUYECTBOM BOBI, a 3aTeM
OpUHATE aacopOeHT. JoasM ¢ TrUnepyyBCTBUTENBHOCTBIO K KOMIIOHEHTaM
npernapara cliefyer u30eratb NpSMOro KOHTakTa ¢ mpernapatoM. B ciydae
MIOSIBJICHUS AJIJIEPTUYECKUX peaKlUil UiIU MPU CIy4alHOM II0TMalaHu| Tpernapara B
OpraHMU3M 4YeJIOBeKa ClIe1yeT HeMeUIEHHO 00paTUThCS B MEAULIMHCKOE YUPEKICHUE
(mpu cebe UMeTh HHCTPYKIIUIO 1O MPUMEHEHHUIO TIpernapaTa U TUKETKY ).

14. He pexomeHayeTcs MPUMEHSITh )KMBOTHBIM B IMEpPUOJ OEpeMEHHOCTH U
JaKTallMK, a TAK)KE MOJIOJBIM )XUBOTHBIM MIajlle 4-X MECIYHOr0 BO3pacTa.

15. Ilepen npumeHeHueM npenapara He0OX0AUMO IIPOBECTU TUTHEHUYECKYHO
00paboTKy yIIHOW paKOBUHBI U HApYKHOTO CIIyXOBOI0 Mpoxoja. JlekapcTBeHHBIH
npenapar 3aKalblBaloT B YIIHOW KaHaJ 110 2-5 Kanelnb (B 3aBUCUMOCTH OT pa3MepoB
PKUBOTHBIX), IIPA 3TOM aKKypaTHO MacCHUpys OCHOBaHUE yxa AJii PaBHOMEPHOTO
pacnpenenenus npenapara. [Ipumensitor 1-2 pa3 B nesb, B Teuenue 7-10 nueir. B
clly4ae HEIOJHOI0 MCYE3HOBEHHUsI CUMIITOMOB I1OCJE MPOBEIEHUs OJHOI0 Kypca,
IPOJOJDKAIOT JIeYeHWe elle B TedyeHue 7 nHeu. llpu norpebHOCTH B Oosee
JUTUTEIIbHOM JIeY€HUH HEO0OXOIMMO CBSI3aThCsl C BETEPHUHAPHBIM BpadyoM, YTOOBI
OLIEHUTh COCTOSIHUE )KUBOTHOTO.

16. IToGouHBIX SIBIEHWH W OCJIOKHEHUW MpU NMPUMEHEHUM Tpernapara B
COOTBETCTBUU C MHCTPYKLIHEH MO NIPUMEHEHHUIO, KaK IIPaBUII0, He HaOIro1aeTcsl.

17.  CuMOTOMBI Mepeqo3UpPOBKU TPU NPUMEHEHHUH JIeKapCTBEHHOTO
npernapara He BBISIBJICHBI.

18. He cnenyet npumeHaTs LluTonepm kamim ymHbsle TpOTUBOTPUOKOBBIEt
OJIHOBPEMEHHO ¢ KOPTUKOCTEPOUIAMH, a TAK)Ke C IPYTUMH IIPOTUBOTPUOKOBBIMU U
aHTUOAKTEepHUaAIbHBIMU IIpenapaTaMu JJis aypUKYJISIPHOTO BBEICHHUSI.

19. OcobenHocTelt nelcTBUS MpernapaTa MpH ero NepBoM NMPUMEHEHHU H
OTMEHE HE YCTaHOBIIEHO.




20. Cnemyer wu30erarb HapylleHWW peXWMa MpPUMEHEHUs Mpenapara
[l¥TomepM Karuiv yIIHbIe MPOTHBOIPUOKOBBIET, TaK KaK 3TO MOXET IPUBECTH K
CHIDKEHHIO ero 3¢ (HeKTUBHOCTH.

21. llpemapar He mnpeaHa3HayeH IS NPUMEHEHHUS MPOIYKTHBHBIM
JKMUBOTHBIM.

HaumenoBanue 1%} azpec AO «Hay4yHO-nIpOM3BOACTBEHHAs
IIPOU3BO/ICTBEHHBIX UI0ILAI0K dupma «Dkompom»; MocKoBckas
IIPOU3BOJAUTEINSI  JIEKAPCTBEHHOTO 0011., r.o. Jliobepisl, MrT.
npenapara i BETEPUHAPHOIO Tomununo, yi. ['apumna, 11/23.
PUMEHeHUs

HaumenoBanue 1%} azpec AO  «HaydHO-1Ipou3BOACTBEHHAS
OpraHu3aluy, YIOJIHOMOYEHHOU bupma «Ixompom»; MocKoBcKas
BIaJEIbLEM PEruCTPALlMOHHOTO 0011., .0. JIro6epuibl, nrr. ToMunuHo,
YAOCTOBEPEHUS JIEKapCTBEHHOTO yi1. 'apmuna, 11/23, mom. 263.

nperiapata Ha MPUHATHE MPEeTeH3UH
OT MOTpeOUTeIs

['eHepanbHbIN JUPEKTOP
Neoterica GmbH NEQIEF» CA Gmbr C. P. bax



