MHCTPVYKIIMA
10 BETEPUHAPHOMY IIPUMEHEHHUIO JIEKapCTBEHHOTO IIpernapara
[utonepM® Kamuiy yIIHble aHTHOAKTepUAIEHBIC

(Opranuzanus-pazpabotunk: Neoterica GmbH; Grillostr. 18, 45141, Essen,
Germany / Heotepuxa ['M6X, I'pusuto mitp. 18, 45141, Dccen, 'epmanuist)

Howmep peructpaiinoHHOro ynoctoBepeHus: 276-3-10.19-451 1 No[TBP-3-10.19/03486

I. Obmue cBeneHUs

1. HaumeHoBaHMe JeKapCTBEHHOTO IIpemapara Uil  BETEPUHAPHOIO
IIPUMEHEHUS:

TOproeoe HauMmeHoBaHue: llutonepM® kamnu yuIHble aHTUOAKTEepHaJIbHbBIE
(Citoderm® guttae auricularis antibacterial);

MeXIyHapOoHble HeNaTeHTOBAaHHblE HAaWMEHOBAaHUS NEUCTBYIOIIMX BEIIECTB!
1eBoQIIOKCallMH, JeKCaMeTa30H.

2. JlekapcTBeHHas popMa: pacTBOP IS ayPUKYJISIPHOTO IIPUMEHEHNUS.

IutonepM® kamnu yuHele aHTHOaKTepuadbHBle B | M B KadecTBe
NEHCTBYIOIIMX BEIIECTB CoJepXaT JeBodJOKcaliHa TeMmuruapar — 3,33 wr,
JexkcameTazoHa Hatpus ¢Qocdar — 1,11 Mr um BcmomoraTenbHBIE BEILECTBA:
IuMeTwicylbdokcua u nmonustuiaeHrukons (1T 400).

3. JlekapcTBeHHBIH Tmpernapar IO BHEIIHEMY BHIY IpeACTaBiseT coboi
IIPO3PaUHYIO XUJIKOCTE OT OECIIBETHOIO JIO JKEJITOTO IBETA.

Cpox TromHOCTH JIEKapCTBEHHOIO IIpemapara NpU COONIOAEHUM YCIOBUMI
XpaHEeHHs] B 3aKPBITON YIIaKOBKE MPOU3BOAUTENS — 2 Tofa cO JHsS NMPOU3BOJCTBA,
IIO0CJIe TIEPBOTO BCKPBITHS (iiakoHa (TIpU XpaHEHUH B XOJOAUIBHUKE) — 1 Mecs.

He npuMeHSTH 110 UCTEYEHUHU CPOKa FOTHOCTH.

4. Brimyckarot npemnapat pachacoBanHeIMU 110 10 M1 BO (IaKOHBI U3 TEMHOIO
CTE€KJIa, C HABUHYMBAEMON KPBIIIKOM KOHTPOJIS IEPBOTO BCKPBITHS U BCTPOCHHOU
CTeKJISIHHOM muneTkoil. DiiakoHBl IOMEMAT B HWHAUBUIyalbHBIE KapTOHHBIE
IayKy BMECTE C MHCTPYKIKEH M0 MPUMEHEHUIO JIEKapCTBEHHOIO IIpernapara.

5. XpaHAT JeKapCTBEHHBIN MIpernapaT B 3aKpbITON YIIaKOBKE IIPOU3BOAUTEIS B
3alIMIIEHHOM OT MpPSMBIX COJHEUHBIX Jy4deil MecTe, OTHENBHO OT IIPOAYKTOB
NUTaHUS U KOpMoB, npu Temrepatype oT 5 °C mo 25 °C mpu OTHOCHUTEIBHOU
BIaXHOCTH He Oosee 60%.



6. LlutonepM® Karuiu yIIHble aHTUOAKTEpUATBHBIE CIEAyeT XPaHUTh B MecTaX,
HEJIOCTYITHBIX IJIs AETEH.
7. Heuncrnonp3oBaHHBIM  JIEKapCTBEHHBIH  IIpemapaT  YTUIH3UPYIOT B
COOTBETCTBUU C TPeOOBAaHUSIMU 3aKOHO/IATEIHCTBA.
8. YcioBus oTIycKa: Mo pelenTy BeTepHHAPHOI'0 Bpaya.
II. ®apmakonoruyeckre CBOMCTBa

9. IlutomepmM® kamnm ymiHBIE aHTHOAaKTepUaldbHBIE OTHOCITCS K
JEKapCTBEHHBIM CpeACTBaM (apMaKOTEepPaleBTHUYCCKOW TPYIIBL: IPOU3BOIHEIE
HaQTUPUIIMHA, XUHOJIOHEI, PTOPXUHOJIOHBI B KOMOWHAITHSIX.

10. KomOuHaums BXOIIIIMX B COCTaB Iperapara aKTHBHBEIX KOMIIOHEHTOB
onpenensier ero aHTHUOaKTepuaIbHBIE, MIPOTUBOBOCTIAIUTENbHEIE u
IIPOTHUBOAJIIIEPT€HHBIE CBOMCTRBA.

JleBoduiokcanwiH — CoeqUHEHHE TPYIITEI (PTOPXHUHOIIOHOB, 00JIaaeT IIMPOKUM
CIEKTPOM aHTHOaKTepUalbHOTO ACHCTBUS B OTHOILICHUU TPAMIIOJIOXHUTENBHBIX U
rpaMOTpHULaTeNbHBEIX OakTepuii, Bkimrodas Staphylococcus spp., Streptococcus spp.,
Pseudomonas spp., Escherichia coli, Proteus mirabilis, Proteus vulgaris.

JleBoduiokcanun Onokupyer OakTepuanbHyro Torouzomepasy IV u JIHK-
rupasy (tomousomepaswl II) - ¢epmeHTBl, HeoOxomuWMble Ui peIIMKAIWH,
TpaHCKpunIwy, penapanuu u pexkombunanuu JJHK, BEI3bIBaeT Mopdonoruyeckue
U3MEHEHUS B LIMTOIIAa3Me, KJIETOUYHOM CTeHKe U MeMOpaHax OakTepuil.

JlexcamMeTa3oH — CHHTETHYECKUH TIJIIOKOKOPTUKOMJ, IPEUMYIIECTBEHHO
UCIIOJIB3YEMBIM B KaueCTBE IMPOTHBOBOCHAIUTENFHOIO U KWMMYHOCYIPECCUBHOIO
arelra, o0JagaeT CIOCOOHOCTBIO YrHETaTh aJUIeprudecKrhe peakluu Kak
HEMEJUIEHHOTO, TaK H 3aMeUIeHHOro Tumna. Ilpu MecTHOM IpHMEHEHHUH
TeparneBTUYecKas AKTUBHOCTD JeKcaMeTa30Ha o0ycIioBIeHa
IIPOTHUBOBOCTIAJIUTEIFHEIM, IPOTUBOAICPTUYECKIM W aHTUIPOIH(EpaTUBHBIM
nencTBreM. BrI3piBas yMeHblIeHHE IPOHUIIAEMOCTH U IIpoiKdepanny KamuuIIpoB,
JIOKaJIbHOM 3KcCyHaluy, KIETOYHOW HHQMIbTpaluy, ¢(parouuTapHOi aKTUBHOCTH,
JeKcaMeTa30H y4acTByeT B IIOJABJIEHUHM BOCIAJIUTENBHOM peaklUu B TKAaHIX B
OTBET Ha MEXaHHYECKOe, XMMUYECKOe WM MMMYHHOE IOBpPEXIEHUE, YIHETaeT
oOpa3zoBaHue pyOI[OBON TKaHW, CIIOCOOCTBYyeT ycTpaHeHuro 3yna. Ilpu
aypUKYJISIpHOM TIpuMeHeHun abcopOuus neBodokcanHa U IeKcaMeTa30Ha O4YEHb
HU3Kasl, OHU IPaKTUYECKU HE BCACBIBAIOTCS, HE MOMAJAOT B CUCTEMHBIM KPOBOTOK
U HE OKa3bIBAIOT CUCTEMHOTO IeUCTBHS.

IIpenapat 1o cTeneHu BO3AEHCTBUS Ha OpPraHW3M OTHOCHUTCS K MajlOONAaCHBIM
BemectBaM (4 kmacc omacHoctd mo I'OCT 12.1.007-76), He obnamaeT MeCTHO-
paspakarolllM U KOXKHO-Pe30pOTHUBHBIM JEHCTBUEM.

III. TTopsimox mpuMeHeHUs

11. ITutonepm® kamiu ymiHble aHTHOAKTEepUAIbHBIE IMPUMEHSIOT cobakaM U
KOIIKaM JJIs JIEUeHHUS] OCTPOro M XPOHUYECKOI'o OTUTa OaKTepHallbHON 3THUOJIOTHU
Hapy>KHOTO U CPEJHETO yXa.



12.  IlportuBomokaszaHWeM K MPUMCHEHWIO  SBISETCS  ITOBBIIICHHAS
WHIUBUyallbHasl YyBCTBUTEIBHOCTh XUBOTHOTO K BXOISIIUM B COCTaB Ipernapara
KOMIIOHEHTaM. Jdampemaercss mnpuMmeHenwe IlutomepmM®  kamenp  YIIHBIX
aHTHOaKTepUaIbHBIX )XUBOTHEIM NPH Iepdopannu 0apabaHHOM MEPETOHKH.

13. Tlpu ciydaliHOM KOHTaKTe JIEKAPCTBEHHOTO IIperapara ¢ KOXed Wiu
CIIM3UCTBIMU O00O0JIOYKaMHU IJIa3, UX HEOOXOAUMO IPOMBITH OOJIBIINM KOJIUYECTBOM
BoAbl. JIIOOSIM C TUIIEpYYBCTBUTEIHHOCTHIO K KOMIIOHEHTAM IIperapara ClielyeT
u3berath IpsIMOTO KOHTaKTa C IMpernapaToM. B ciydae MOSBICHUS auIeprUYecKux
peaxLyil WK OpU CIIlydaiiHOM TOTaIaHuH MperapaTa B OpraHu3M YeJIoBeKa CIeIyeT
HEMENJIEHHO O00paTUTbcs B MEOUWIMHCKOe YyupexnaeHue (mpu cebe HMeEThb
MHCTPYKIIUIO 110 PUMEHEHHIO IIpernapara U 3TUKETKY ).

IlycTeie QuakoHBI U3-TIOJ] JIEKAPCTBEHHOrO IIperapaTra 3alpelaeTcs
UCIIOJIB30BaTh [JIsi OBITOBBIX IieNiel, OHU TMOMJICKUT YTWIHU3AIUU C OBITOBBIMU
OTXOJlaMHU.

14. [utonepmM® kammu yITHBIE aHTHOAKTepHUAJbHBIE HE CIIEIyeT MPUMEHSTh
caMKaM B Iepuo;i 0epeMeHHOCTU ¥ BCKapMIIMBaHUS MPUILIOJA, IIEHKAaM U KOTATaM
MOJIOXK€ 4-MeCSTYHOI0 BO3pacTa.

15. IlutomepmM® karu  yIIHBIE  aHTHOAKTepHabHBIE  MPUMEHSIOT
aypukynspHo. Ilepen mpuMmeHeHWEM IIpermapara IIPOBOIST TI'MTUEHUYECKYIO
00paboTKy yIIHOW pPakOBUHEI M HapyXHOTO CIyXOBOro Ipoxona. Ilocie aToro
JeKapCTBEHHBIM Tpernapar 3akalblBaloT B YIIHONW KaHan Mo 2-5 kamnens (B
3aBHCHUMOCTH OT pa3Mepa >XHUBOTHOTO), aKKypaTHO MacCHpys OCHOBaHHE yXa Ui
PaBHOMEPHOTO pacmpeneiieHus npenapara. [Ilpumensitor npenapat 1-2 pasa B IeHb,
B TeueHWe 7 JHEH IO MCUE3HOBEHHs KIMHUYECKHX IIPU3HAKOB 3abojeBanus. [Ipu
OoOHapy>XeHHH B Ma3KaxXx U3 HAPYXXHOTO CIYXOBOrO TIpOXOJa HaTOreHHOU
MUKPO(DIIOPEl Kypc JedeHuss MoxkeT ObIThb mpomieH go 10 - 14 gueit. s
IIPEOTBpPAIlleHUsT pa30phI3ruBaHus (€CIM JXMBOTHOE TPSCET TOJIOBOW) CIENyeT B
Te€YeHHE HECKOJIBKUX MUHYT (PUKCUPOBATH I'OJIOBY KHUBOTHOTO.

16. TToGouYHBIX SBIEHUN W OCIOXXHEHWH NpU NPUMEHEHWH Ipernapara B
COOTBETCTBUU C HACTOSINEW WHCTPYKIMEH, Kak IpaBuio, He Habmromaercs. Ilpu
TIOBBIIIIEHHOW WHIWBUAYaJTbHONH UYYBCTBUTEIBHOCTH J>XMBOTHOIO K KOMIIOHEHTaM
mpernapaTa W BO3HUKHOBCHHM aJUIEPTMYECKUX peakIii ero NpUMEHEHHE
MpeKpallaioT, 1 Ha3HAYAIOT )KUBOTHOMY JECEHCHOMIN3UPYIOIIYIO TEPAIHIO.

17. CuMmnToMBl TIepedO3UPOBKU JIeKapcTBEHHOTro Ipemnapara llutomepm®
KaIluTd yIIHbIe aHTHOAaKTepUaTbHbIEe HE BEISIBIICHBI.

18. He cnenyer npumensaTs L{utonepmM® karmmm yiiHble aHTHOAKTEpUaTbHBIE
OJTHOBPEMEHHO C KOPTHUKOCTEPOWIAMHM, & TaKXKe C NPYTMMH aHTUOAKTepUalbHBIMU
npernapaTramMu Ui aypUKYISIPHOTO TPUMEHEHHSI.

19. OcobGenHocTeli nelcTBUS TpemapaTa MpPU €ro IMepBOM IIPUMEHEHUU U
OTMeHe He YCTaHOBJICHO.



20. Cnenyer uzberaTh MpOIyCKa OYEPENHOM IO3BI Iperapara, TaK Kak 3TO
MOJXXET NPUBECTU K CHIDKEHHUIO TepareBTU4ecKoi 3ddextuBHOCTH. [lpH mpomycke
ONHOM WM HECKONBKHX [I103 Kypc TpUMEHEHHUs Ipernapara HeoOXOIuMOo
BO300HOBHUTH B [IPEIyCMOTPEHHOM PEXUME TO3UPOBAHUSI.

21. Ilpenapar He npeAHa3HAYEH I IPUMEHEHHUS TPOAYKTUBHEIM XUBOTHBIM.

HanmenoBanue U agpec  AO «HayuHo-mpou3BoACTBeHHas pupma
IIPOU3BOLCTBEHHOM! wiomanky  «OKkompom»; MockoBckas 00m., T.0.
MIPOU3BOIUTENS JIEKapCTBEHHOTO JIroGepiil, IIT. Tomununo, YIL.
mpermapara s BeTepuHapHoro [ apmuHa, 11/23.

IPUMEHEHUSI
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