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110 BETEPUHAPHOMY ITPUMEHEHUIO JIeKapCTBeHﬁ% oro npenapaTa
[{uTonepm Karuti yurHele aHTHOaKTepuajbHbIE

(Opranuszanus-paspaboruuk: Neoterica GmbH; Grillostr. 18, 45141, Essen, Germany /
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I. OG6mue cBenenus
1. HaumeHnoBaHue j1eKapCTBEHHOTO NIperapaTa JUlsi BETEpUHAPHOIO IIPUMEHEHHS:
TOProBoe HauMmeHoBaHue: LluTomepm Karuid  yIOHBIE AHTUOAKTEpHAIBHBIE
(Citoderm guttae auricularis antibacterial );
MEXYHApOJHbIE HEIATCHTOBAaHHBIE HAUMEHOBAaHUA JIEHCTBYIOIIMX BEIIECTB:
1eBO(IIOKCAIMH, JI€KCaMETa30H.

2. JlexapcTBeHHast (popMa: pacTBOp Ul aypUKYJISIPHOTO IIPUMEHEHHUSL.

[{uTonepM Karuid yuiHble aHTHOAKTepUaibHbIe B 1 MJI B KayecTBE AEHCTBYIOIIMX
BELIECTB COJepxkar JeBodiokcalMHa reMuruapar — 3,33 mMr,  JI€KCaMeTa30H HaTpus
docpar — 1,11 mMr um BcromoraTejapHBIE BEIECTBA: TUMETWICYIbQOKCUI U
nonmaTHiieHrIukos (11910 400).

3. JlekapCcTBEHHBIH Mpenapar 1o BHEIIHEMY BUIY MpeACTaBiseT coOO0M Mpo3pauHyro
’KMJIKOCTh OT OEeCIIBETHOIO JI0 KEITOTO IBETA.

Cpok roJiHOCTH JIEKapCTBEHHOrO Ipernapara Npyu COOMIOJIEHUH YCIOBUNA XpaHEeHNs B
3aKpHITON YNAaKOBKE MPOM3BOAUTENS — 2 TroJla CO AHA INPOU3BOJACTBA, IOCIE IIEPBOTrO
BCKpBITUS (1akoHa (IPY XpaHEHUU B XOJIOJWIBHUKE) — 1 Mecsll.

3anpemiaercs NpUMEHATH llurozepMm KariM yUIHbBIE aHTHOAKTEpHUAlbHBIE 10
UCTEYEHUU CPOKA T'OTHOCTH.

4. BrimyckaioT npenapar pacacoBaHHBIMH 10 10 Mu1 BO (DIakOHBI M3 TEMHOIO
CTEeKJIa, C HABMHYMBAEMON KpBIIMIKOH KOHTPOJS TIEPBOTO BCKPBITUSL M  BCTPOCHHOH
CTEKJISHHOH numneTkod. @DJIakoHBl MMOMEINAIOT B HHIWBHUAYaJIbHbIC KAPTOHHBIE NMAYKH
BMECTE ¢ MHCTPYKIMEH 110 MPUMEHEHHIO JIEKapCTBEHHOTO IIpernapara.

5. XpaHiT  JIeKapCTBEHHBIM INpernapaT B 3aKpBITOH YNaKOBKE IPOU3BOAMTEINS B
3aIIUIIEHHOM OT IPSAMBIX COJMHEYHBIX Jydyel MecTe, OT/AEIbHO OT MPOJYKTOB ITUTAHUSA U
KOpMOB, 1ipu Temiieparype ot 5 °C 1o 25 °C u oTHOCUTENIBHOH BiiaxkHOCTH HE 6oitee 60%.

6. IluTomepm KamiM YUIHbIE AaHTUOAKTEpHAJbHBIE CIEAYyEeT XPaHUTh B MECTax,
HEIOCTYITHBIX VISl IETEH.

7. Heucnonb30BaHHBIN JIEKAPCTBEHHBINM MpenapaTr yTWIN3UPYIOT B COOTBETCTBUM C
TpeOOBaHUAMU 3aKOHO/1ATE/IbCTBA.

8. YcnoBus ornycka: 6e3 penenrta BeTepUHApHOTO Bpaya.



[1. dapmakosoruyeckue cBONCTBa

9. IluTomepM KalulM YIIHBIE aHTUOAKTEpUAIbHBIE OTHOCATCS K JIEKAPCTBEHHBIM
cpencrBam (apMaKoTepaneBTHUECKON IPYyIIBl: MPOU3BOIHBIE HAQTUPUIUHA, XUHOJIOHHI,
(GTOPXMHOIOHB B KOMOMHALUSX.

10. KomOuHamms BXOISIIMX B COCTAB TpernapaTa akTUBHBIX KOMIIOHEHTOB OIPE/IEIseT
ero aHTuOaKTepuaIbHble, MIPOTUBOBOCHAIUTEIBHBIE U IIPOTUBOAINIEPTEHHBIE CBOMCTBA.

JleBoiokcaluH — COEAMHEHUE TpYIIbl (TOPXUHOIOHOB, 00JIaAaET HIMPOKUM
CIIEKTPOM AHTHOAKTEPUATBHOTO JEHUCTBUS B OTHOUICHWM TPAMIIOIOKHUTEIBHBIX U
rpaMoTpulaTeapHbIX Oakrepuil, Biiarouyas Staphylococcus spp., Streptococcus spp.,
Pseudomonas spp., Escherichia coli, Proteus mirabilis, Proteus vulgaris.

Jlesodmokcanun Gnokupyer OakrepuanbHyto Tomousomepasy IV u JIHK-rupasy
(ronousomepassl II) - ¢epmeHTs, HEOOXOAUMBIE Ui PEIUIMKALUH, TPAHCKPHIILNY,
penapamuun ¥ pexomOunanuu JIHK, BeI3pIBaeT Mopdosoruueckne HW3MEHEHUS B
LUTOIUIa3Me, KJIIETOYHOH cTeHKe 1 MeMOpaHax OakTepuid.

JlexcaMeTazoH  — ~ CHUHTETHYECKUH  [IIOKOKOPTUKOWI,  IPEUMYIIECTBEHHO
UCIIOJB3YEMBIN B Ka4eCTBE IMPOTUBOBOCIAIUTENBHOTO U UMMYHOCYIIPECCUBHOIO areHTa,
o0aaeT crocoOHOCTBIO YTHETaTh AlNIEPTUYecKhe peakluy KaKk HEMENJIEHHOro, Tak |
3aMeJIeHHOro Tumna. Ilpm MecTHOM IpUMEHEHHMH  TepaleBTHYECKas aKTUBHOCTH
JeKcaMeTra3oHa OOyCIIOBJI€HAa MPOTUBOBOCIAIUTENIBHBIM, IPOTHBOAIIEPTUYECKUM U
aHTUIIpOIu(EepaTUBHBIM  JeiicTBHEM. BrI3biBas YMEHBIIICHUE TPOHUIAEMOCTH U
nposnudepay  KamWwUISIPOB, JIOKATBHOW DSKCCyNalMy, KIETOYHOM HHOUIBTpaluu,
(daronuTapHO aKTUBHOCTH, JI€KCAMETa30H Y4YacTBYET B IOJABIECHHUU BOCIAJIUTEIBHON
peaklMy B TKaHSIX B OTBET Ha MEXAHUYECKOE, XMMHUUECKOE UM UMMYHHOE IIOBPEXKICHHE,
yrHetaer oOpazoBaHue pyOIOBOH TKaHM,  CHocoOCTByeT ycTpaHeHuto 3yna. llpum
aypUKyJSIPHOM TIPUMEHEHHH abcopOuus JeBodoKkcallMHa M JIEKCaMETa30Ha OYEHb
HU3Kasl, OHU MPAKTHUYECKU HE BCACBIBAIOTCS, HE MOIMALAIOT B CUCTEMHBIN KPOBOTOK U HE
OKa3bIBAIOT CUCTEMHOTO JICUCTBHUS.

[Ipenapar 1o crenmeHW BO3AEWCTBUS HAa OPraHMU3M OTHOCHUTCS K MajlOOIAacHBIM
BemiectBaM (4 ximacc omacHoctw mo ['OCT 12.1.007-76), He oOmagaeT MECTHO-
pa3apaxKarolM U KOKHO-PE30pOTUBHEIM JACHCTBUEM.

[11. ITopsimok IpUMEHEHUS

11. [luTomepm Karuii yImHble aHTHOAKTEpUAJIbHBIC IPUMEHSIOT coOakaM M KOLIKam
IUISL JIGUEHUS] OCTPOTO U XPOHUYECKOr0 OTHTa OaKTepUabHOM STHOJIOTHMM HApYXKHOrO U
CpeIOHero yxa.

12. IIpoTuBONIOKa3aHKEM K NPUMEHEHHUIO SABIISAETCS IOBBIIIECHHAS MHAUBUIYaIbHAS
YyBCTBUTEJIBHOCTh JKMBOTHOTO K BXOJAIIMM B COCTaB Ipenapara KOMIIOHEHTaM.
3anpemaercs npuMeHenue lLlutonepm kamens yUIHBIX aHTUOAKTEpUAIbHBIX JKUBOTHBIM
npu niepdopanmuu 6apabaHHON TEPENOHKH.

13. Ilpu ciydaliHOM KOHTaKTe JIEKapCTBEHHOrO Mpernapara ¢ KO)KeW Wiy CIM3UCTBIMU
000109KaMH TJ1a3, UX HEOOXOIMMO MPOMBITH OOJBIIMM KOJIUYECTBOM BOJbL.  JIIoaaMm ¢
TMIIEPUYBCTBUTENFHOCTRIO K KOMIIOHEHTaM IpernapaTa cleayeT wusberare IpsMOro
KOHTaKTa ¢ IpernapaToM. B ciydyae TMOSIBIECHUS a/UIEPTHYECKUX PEAKUUNA WIM IpU
CIy4yalHOM TOTNaJlaHuK TIpernapara B OpraHW3M 4YeJOBEKa CIEAyeT HEMEUICHHO
o0paTUThCs B MEAUIIMHCKOE yupexaeHue (rmpu cebe MMeTh UHCTPYKIUIO 10 IPUMEHEHHUIO
npernapara u 3TUKETKY ).

[IycTeie (akoHBl M3-TI0J JIEKAPCTBEHHOrO Iperapara 3alpeliaeTcs UCIOIb30BaTh
JUIs OBITOBBIX I1€JI€H, OHU MOAJICKUT YTUIN3ALUU C OBITOBBIMU OTXOJAMH.



14. I{uTonepm Karuy yirHsele aHTUOAKTepUaibHbIe HE CIIEYET IPUMEHATh CAMKaM B
nepuos; 0epeMEHHOCTH U BCKapMIIMBAHUs TIPUILIOAA, IIEHKAM U KOTATAM MOJIOXKE 4-
MECSYHOTO BO3pacTa.

15. IluromepM KamiM YyUIHBIE AHTHOAKTEpUANBHBIE  IIPUMEHSIOT aypUKYJISPHO.
Ilepen npumeHeHWEM TMpemapara  NPOBOAAT  TMTHEHMYECKYIO0 00paboTKy YIIHOH
PaKOBHUHBI M HaApY)XHOro CIIyXoBOro Ipoxona. Ilocie 3Toro JjiekapCcTBeHHBIN Ipernapar
3aKanblBalOT B YIIHOW KaHai 1o 2-5 kamenab (B 3aBUCHMOCTH OT pa3Mepa »KUBOTHOTO),
aKKypaTHO MacCupys OCHOBaHME yxa Uil PaBHOMEPHOI'O paclpeleleHus Ipernapara.
IIpumenstor npenapatr 1-2 pasa B [AeHb, B Te4YeHHE 7 JHEH [0 HCUE3HOBEHMUS
KJIMHUYECKUX IpHU3HAKOB 3aboneBaHus. llpu oOHapy)XeHHMHM B MaszKkaX M3 HapyKHOTO
CIIyXOBOT'0 TMPOXOJa MaTOreHHOH MUKPOMIOPHI Kypc JIEUEHUS] MOXKET OBITh MPOJJIEH [0
10 - 14 ngueit. Jlns npenorBparieHus: pa3OpbeI3ruBaHus (€CIM )KUBOTHOE TPSICET rOJIOBOH)
CJIEyeT B TEUEHHE HECKOJIBKUX MUHYT (DUKCUPOBATH I'OJIOBY )KUBOTHOTO.

16. IloGoyHbIX SBIEHMH W OCJIOKHEHHH TIpU TNPUMEHEHUM IIperapara B
COOTBETCTBMM € HACTOSINEH MHCTpYKUMEH, Kak IpaBwio, He HaOmopmaercs. Ilpu
MOBBIIIEHHON WHAWBUAYAJIBHONW YyBCTBUTENBHOCTH JKMBOTHOIO K KOMIIOHEHTaM
Iperapara ¥ BOZHUKHOBEHHH aJUIEPrHUYECKUX PEAKIUi ero mpuMeHEeHHe IpeKpallarwT, U
HA3HA4YaloT )KUBOTHOMY J€CEHCUOMIU3NPYIOIIYIO TEPAIIHIo.

17. Cumnromsl nepeo3UpOBKHU JieKapcTBEHHOro mnpenapara lluroxepm karmiu
YIIHBIE AHTUOAKTEPHAIIBHBIEC HE BBISBICHBI.

18. He cnenyer npumenstes lluTomepM Karuim yIIHbIE aHTUOAKTEpHAJIbHBIE
OJIHOBPEMEHHO ¢ KOPTUKOCTEPOMIAMHU, a TaKkKe ¢ JpYyrUMU aHTUOAKTEpHUaIbHBIMU
npenapaTtaMu Ui aypUKyJISIPHOTO IPUMEHEHUSI.

19. Ocobennocteli AelcTBUSA Mpenapara Ipu ero NepBoM NPUMEHEHUU U OTMEHE He
YCTaHOBJIEHO.

20. Cnenyer musberarh MpoIycKa O4YepeqHOW 03Bl Ipernapara, Tak KaK 3TO MOXKET
IIPUBECTH K CHIDKEHMIO TepaneBTHUeckoi a¢pdextuBHOCTU. [Ipm mpomycke ogHOl win
HECKOJIBKUX 103 Kypc IpUMEHEHus Ipenapara HeoOXOIWMO BO300HOBUTH B
IPENLyCMOTPEHHOM PEXHUME JO3UPOBAHMUSL.

21. IIpenapaT He npegHAa3HAYEH VIS IPUMEHEHUS TIPOYKTUBHBIM KUBOTHBIM.

Hanmenosanue u azapec 3A0 «Hayuno-npousBojicTBeHHas: (upma
IIPOU3BOCTBEHHOM TUIOILAKI «OKOIpoOMY; MockoBckas obur.,
IIPOM3BOIUTEIS JIEKapCTBEHHOTO JIrobepenkuili paiioH, noceinok ToOMHIMHO,
npernapara VISt BETEPUHAPHOTO yi1. I'apmnna, 11.

IIPUMEHEHUS

HaunMeHoBaHue u aapec opraHuzaiivm, 3A0 «HayyHno-nipousBojcTBeHHas upma
YIIOJITHOMOYEHHOMN BJIA/I€TIBLIEM «DKOMpPOM»; MockoBckast o0u1.,
PETUCTPALIUOHHOTO yIIOCTOBEPEHUS JIroGepenkuit paiton, nocenok TomunuHo,
JIEKapCTBEHHOTO npenapara Ha yi. 'apmmna, 11.

NPUHATHE IIPETEH3UH OT NOTPeOUTEIS



