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Homep perucTpaunoHHOro ygoctosepeHua's » ~/ NI - /176 M A

I. O6uwwme cBefeHmns
1. HanmeHoBaHMe NeKapCTBEHHOr O npenapaTa 4/19 BETepUHAPHOI0 NMPUMEHEHUS:

Toprosoe HammeHoBaHue: Opnaapmun® (Oridermyl®)
MEX/AYHapoAHble HenaTeHTOBaHHblE HaMMEHOBAHUA [EeNCTBYHOLUX BELLECTB:

NepMeTpuH, HEOMULMH, HUCTATUH, TPUaMLUMUHOOH
2. lekapcTBeHHas (hopma: mMasb Ansi aypuUKynsapHoro npuUMeHeHus.
Opuaspmun® B 11 B KavyecTBe AEUCTBYHOLNX BELWECTB COAEPXKNT: MEPMETPUH -

10 mr, HeomuumnHa cynbar - 5,145 mr, HuctatuH - 100 000 ME, TpnaMumnHonoHa

aueToHm - 1 mr, a B KauecTBe BCMNOMOraTe/ibHbIX BELLEeCTB: NOMNITUNEHOBbLIN BOCK

N OKUAKWIA napauH.

3. Mo BHewHeMy Buay Opuaspmun® npeactaBnset coboil Masb 6/1€AHO-XKENTOrO

LBeTa, 6e3 3anaxa.

Cpok rogHocTtn Opuaspmuna® npu cob6n0AeHUN YCIOBUIA XPaHEHWS B 3aKPbITOM

ynakoBKe npoussBogutens - 36 MecsueB CO AHA NPOW3BOACTBA, MOCNe MepBOro
BCKPbITUA YNakoBKK (Ty6bl) - 28 gHei.

3anpellaeTcsa NPUMEHsATbL OprAIPMUN® MO UCTEUYEHUMN CPOKA FOAHOCTH.

4. Opugspmnn® BbinyckaT pacdacoBaHHbIM 1Mo 10 r 1 30 r B atOMUHNEBDIE
TyObl, 3aKpPbITble HaBUHUMBAKLWMNMUCS KPbILLKaMKU U yrnaKoBaHHble MOLITYYHO B
KapTOHHble KOPOOKM B KOMMMEKTe C 1 KaHwnen. Kaxayw noTpebuTenseKyto
YNakKoBKY CHabXalT MHCTPYKLMEN N0 NPUMEHEHUIO Npenapara.



5. OpuaspMmun® XpaHAT B 3aKPbITO ynakoBKe NPOW3BOAWUTENS, OTAENbHO OT

NPOAYKTOB MUTaHWS MU KOPMOB, B 3allULLEHHOM OT MPAMbIX COJIHEUHbIX fyyeln
MecTe, npu Temnepatype oT 15°C po 25°C.

6. OpnpapmMun® cnepyet XpaHUTb B MecTax, HeAOCTYMNHbIX AN AeTeN.

7. Hencnonb3oBaHHbI NeKapCTBEHHbI Npenapat yTUAU3UPYIOT B COOTBETCTBUM
C Tpe6oBaHMAMY 3aKOHOAATENbCTBA.
8. YcnoBus 0Tnycka: 6e3 peLienTa BeTepUHApPHOIo Bpava.

Il. ®apmakonornyeckne cBoncTBa

9. Opupspmun® OTHOCUTCA K Trpynne WHCEKTOAKapUuMAHbIX CpeacTB B
KOMOUHaLMAX.

10. bnarogapsa KOM6MHaUMN aKTUBHbIX KOMMOHEHTOB C PasHbIM MeXaHW3MOM
neucTBus,  npenapat  06nafaeT  WMPOKUM  CMEKTPOM  aHTUMWUKPOOHOM,
akapuuunaHom, MPOTMBOrPMOKOBOWA aKTUBHOCTH, OKasblBaeT
NMPOTMBOBOCMANNTENbHOE [eCTBUE.

lMepmMeTpuH, BXOAALWIMIA B COCTaB npenapara, OTHOCUTCA K CUMHTETUYECKUM
nupetpongam. MexaHM3M ero  [eicTBus  3aK/i4vaeTcs B HapyLleHuu
MPOHMLAEeMOCTN HaTPUEeBbIX KaHanoB MeM6paH HEePBHbIX KNeTOK YNEHUCTOHOTUX,
BbI3blBasA UX rmoeb.

HeomuunHa cynbgatr 0THOCMTCA K aHTUOMOTUKAM Fpynmnbl aMUHOT/IMKO3MA0B U
obnagaer aHTUMMKPOOHLIM [EACTBMEM B OTHOLUEHUN TPaMMONIONKUTENbHBLIX W
HEeKOTOpPbIX rpamoTpuLaTe/bHbIX MUKPOOPraHn3moB, B TOM yucne: Staphylococcus
spp., Proteus spp., Pseudomonas spp. Corynebacterium pyogenes, E. coli.
HeomuynHa cynbar obnagaet 6akTepuumaHbiM AeACTBUEM, MeXaHU3M KOTOPOro
3aKYaeTcs B HapyLlleHMM CUHTe3a 6efika B 6akTepuanbHOM KNeTKe, 4YTO BefeT K
HapyLeHWNIO CTPYKTYPbl KIETOYHON MeMbpaHbl U rnbenn 6akTepum.

HuctatTuH OTHOCMTCA K MO/IMEHOBbIM aHTUOMOTMKAM, B 3aBUCUMOCTU OT
KOHUeHTpauunm obnagaetr GQYHrucraTU4eCKUM U QYHIUUMAHBIM  [eACTBUEM,
MeXaHM3M KOTOPOro 3ak/o4aeTcsi B MOBPEXAEHUN K/IETOYHON MeMbpaHbl rpnoos.
AKTuBeH B oOTHoweHun Candida spp., Cryptococcus spp., Histoplasma spp.,
Blastomyces spp., Trichophyton spp., Epidermophyton spp., Pityrosporum canis.

TpuamumnHonoHa aueToHuns ABNAETCA CUHTETMYECKNM
rNIOKOKOPTUKOCTEPOUAOM. [lofaBnser (YHKUUM NIENKOUMTOB W TKaHeBbIX
makpogaros. OrpaHuuyMBaeT MUrpayuio NemnkKounmTtoB B 061acTU  BOCMNAsIEHWS.
Hapylwaet crnoco6HOCTb MakpogaroB K aroumTosy, a Takke K 06pa3oBaHuio
NHTepnerknHa-1. CnocobCcTByeT cTabuNM3aLmMm 1M30coMasibHbIX MeMOpPaH, CHMXas
TEM CaMbIM KOHUEHTPaLMIO NPOTEOIMTUYECKUX (hepMEHTOB B 06/1aCTN BOCMa/IeHNS.
YMeHbLaeT MNPOHMLAaeMOCTb Kanunnsapos, 0OYCNOBNEHHYH BbICBOOOXAEHWEM
ructamuHa. rllopaBnseT akKTUMBHOCTb (oconmnasbl  Ar, 41O MNPUBOAUT K
NnofaB/ieHUIO CUHTe3a npocTarnaHAMHOB U NIENKOTPUEHOB.

Opunaspmmn® no cTeneHN BO3L4ENCTBUA HA OPraHM3mM OTHOCUTCS K MasioonacHbIM
BellectBaM (4 knacc onacHoct no FOCT 12.1.007-76).

1. TTopAafoK NpuMeHeHns



11. Opuaspmun® HasHayalT C /le4ebHOM UeNb0 cobakaM W KOWKam npu

OTOLEKTO3€, OCMIOXKHEHHOM 6aKTepuasbHON U/Mnn rpubKoBOM UHMDEKLMEN.

12.  TlpoTMBONOKasaHMeM K  MNPUMEHEHUIO  SABNAETCA  MOBbILLIEHHAS
NHAVBUAYa/IbHAsA YYBCTBUTE/NIbHOCTb K KOMMOHEHTaM npenaparta. 3anpeljaeTtcs
npumMmeHaTs OpunaspMun® npu npobodeHnn GapabaHHOW NEPENOHKM N KOLIKam
maccoi meHee 1,5 Kr.

13. Mpun paboTe ¢ OpnaspmmnoM® cnegyet cobnoaatb 06LIMe NpaBua TMYHON

FTUIMeHbl WM TEXHUMKM  6e30macHOCTW, MNpPeAyCMOTPEHHbIe nNpu  paboTe C
NeKapCcTBEHHbIMW npenapaTaMmn. o OKOHYaHUM pPaboTbl PYKU CnefayeT BbIMbITb
TENNOW BOAOWA C MbI/IOM.

MycTble  yMNakoBKW  W3-MojJ  /IeKapCTBEHHOro  npenapata  3arnpeLjaeTcs
MCNONb30BaTb A5 ObITOBLIX LENe, OHU noanexar yTUamMsaunm ¢ ObITOBbIMU
oTX04amu.

Jllogsm ¢ rMnepuyyBCTBUTENLHOCTBIO K KOMIMOHEHTaM MpenapaTta cnegyet

n3beraTb NPsSMOro KoHTakTa ¢ OpuaspmunoM®. [Ipu cnyyalHOM KOHTaKTe

NeKapCTBEHHOro npenapara C KOXen wuam cnumsucTeiMn 060n04Kamu  crnegyet
HeMeAJ/IeHHO MPOMbITb MX 6ONbLIMM KOMM4YeCTBOM BOAbl. B cnyyae nosiBneHus
annepruyeckmx peakumin wmnm npu cnyyvyakHoM nonafaHun JIEKapCTBEHHOIO
npenapata B OpraHW3M YejoBeKa HeobX0AMMO HeMea/leHHO 06paTuTbCcsa B
MeAULMHCKOe yupexaeHue (npu cebe UMeTb UHCTPYKLMIO MO MPUMEHEHUIO WU
3TUKETKY).

14. Camkam B nepuof 6epeMeHHOCTM W BCKapMmaMBaHWA npunaoga npu

HE06X0AMMOCTN OpMAIPMUN® NPUMEHSIOT NOJ KOHTPOSIEM BETEPMHAPHOr0 Bpaya.

15. OpuaspMun® NpUMeHSAOT aypuKynspHo. Mepea NpUMeHeHMeM npenaparta

MPOBOAAT TUTMEHWNYECKYD 00paboTKy YLIHON pPakKoBWMHbI M MNPOKCUMAaNbHOIO
OTAena CNyxoBoro KaHana. B yLIHO KaHan BBOAAT 0KoMo 0,5 CM Ma3n 1 akKKypaTHO
MacCupyoT OCHOBaHue yxa.

B HauyanbHOW cTaauuM O0TOAEKTO3a npenapaT MPUMEHSIOT [BYKPaTHO C
WHTepBanoM 5-7 paHeld. Mpu OTOAEKTO3e, OCMOXHEHHOM 6aKTepuanbHol wu/munu
rPMOKOBOV MHMEKLME, NpenapaT NPUMeHsOT 1pa3 B AeHb B TeueHne 7 gHeid. Mpu

HEOOXOAUMOCTM KypC nedyeHUs NoBTOPAKOT uepe3 7-14 aHeil. Opuaspmun®
06s513aTeNbHO BBOAAT B 06a yxa Aaxke Npu yHUnaTepasbHOM OTOAEKTO3E.
16. MMO6OYHbIX SIBNEHWI W OCNOXHEHWA Npu npuMeHeHun Opuaspmuna® B

COOTBETCTBMM C HaCTOsLLeA WHCTPYKLUMeW, Kak npaBuno, He Habnwogaetcs. B
PeAKUX Cnyyasix nocne NPUMeHeHWs NIEKapCTBEHHOro rnpenaparta Yy XWUBOTHbIX
MOTYT HabNOaTbCs pPa3fpaXKeHne KOXHbIX MOKPOBOB B 06/1aCTW YLIHO PaKOBUHbI
W CNYXOBOTO  KaHana, JIOKOMOTOpPHas  aTakcus U TPemMop,  KoTopble
CaMOMNpPOM3BO/IbHO MCYe3aldT Mocfe MNpeKpaweHns ero npumeHeHus. Mpu
MOBbILEHHON WHAUBUAYANbHON UYyBCTBUTENBHOCTU >XMBOTHBIX K KOMMOHEHTaM

npenapaTa ¥ NOSIBIEHUMN anfepruyecknx peakuuii ncrnonb3osaHne Opuaspmuna®
NpeKpaLaT 1 NPOBOAAT AECEHCUBUAN3NPYIOLLYIO TEPANUIO.



17. TMpu nepeno3npoBKe npenapaTa Y XXUBOTHLIX MOXeT HabnoaaTbes
pasfpaXkeHune KOXHbIX NMOKPOBOB B 06/1aCTM YLUIHO PaKOBUHbI 1 C/TYXOBOTO KaHana.

18. 3anpeuiaetcs MNpUMeHsTb OpuAIPMUN® OAHOBPEMEHHO C MpenapaTamu,

coAepxXal MM aMUHOTINKO3UAHbIE aHTUOMOTUKMK, a TakKXKe C IeKapCTBEHHbIMY
npenapatamu Aas aypuKynspHoOro npuMeHeHus.

19. Oco6eHHOCTE [OeACTBUS NEKAPCTBEHHOro Mpenapata Mpu MNepBOM
MPUMEHEHUW WA TIPX €ro OTMEHE He YCTaHOBJ/IEHO.

20. Cnepyet nsberatb Nponycka o4epeaHoOM A03bl NpenapaTa, Tak Kak 3T0 MOXeT
MPUBECTU K CHMIKEHUIO €ero TepaneBTUYECKOW 3(PGeKTUBHOCTU. Tpu nponycke
OOHON WA HECKONbKUX [03 NEeKapCTBEHHOro npenapaTa Kypc MNPUMEHEHUSs
Heo6XxoAMMO BO30OHOBUTbL B NPEAYCMOTPEHHbIX A03MPOBKAX U CXEME NPUMEHEHNS.

21. TpenapaT He npeAHasHayeH AN MPUMEHEHUA NPOAYKTUBHbLIM
YXMBOTHbIM.

HanmeHoBaHMA 1 agpeca BETOKWNHO/ CA., MaHbu-
NPOU3BOACTBEHHbIX N/OLWaA0K BepHya 70200 Jlwop, PpaHuuna/
NPOV3BOANTENSA /IEKAPCTBEHHOIO VETOQUINOL S.A,, Magny-
npenapata gns BeTEpPUHAPHOro Vemois, 70200 Lure, France
NMPUMEHEHMS.

HanmeHoBaHwue, agpec opraHunsaymn, 00O «I'noban-Bet»
YMO/THOMOYEHHOI AepXXaTenem unu 111396, r. Mocksa, yn. ®psaseBckas,
BNnajenbLemM pernctpaymMoHHOro 4. 10, atax 2, nom. Ill, K.1

YA0CTOBEPEHNS IEKAPCTBEHHOIO
npenaparta Ha NPUHATUE MPETEH3NIA OT
notpebuTtens.



