COL: .HACOBAHO

I/IHCTPYKL[HH
10 IPUMEHEHHIO JIEKapCTBEHHOTO IIperapara
®UTODIUTA® UMCTAS KOXA 1 npoQUIakTUKE U JIEUEHHS
GonesHelt KoKu y KOIIeK U codax

(Oprammsanus-paspabdoraux: 000 «BEJA», 142281, MockoBckas 001acTs,
r. [IpotBuHno, yn. JlenuHa, 1.27, kB.129)

1. O0mue ceeleHus

1. Toproroe HaUMEHOBAHME JIEKAPCTBEHHOI'O IIperapara: OUTODJIATA® Y-
CTASI KOXA (Cutis patet Fitoelita). '

MeskayHapoIHOe HellaTeHTOBaHHOE HaUMEHOBAHUE: HE IPUCBOECHO.

['pynmupoBOYHOE  HAMMEHOBAHME: JIEKAPCTBEHHEBIM IpenapaTr pacTUTeIbHOIO
MIPOUCXOKICHHS.

2. JlekapcrBeHHas opMa: TaOIETKU VISl IIEPOPAIEHOIO IPUMCHEHHUS.

OUTORJIUTA® UMCTAS KOXA B KadecTBe JeHCTBYIOMMX BEIECTB B 1 Tab-
JIETKE COIEPKUT 3KCTPAKThl M3 PACTHUTENLHOTO CHIPbS: TPaBbl XBOIIA ITOIEBOT0; TPABEL
Yepeisl; TPABBI CYLIEHHI(bI TOILTHOH; KopHel ofyBaHunKa; Gepe3sl JIMCTHEB; TPaBhl 3Be-
po6ost; TpaBbl SXMHALICH ITypPITypPHOH; JTHUCTHEB KPAIMBEL; IIBETKOB JNabasHUKA BA30IHCT-
HOT'O0; KOpHeil Jomyxa; KOpHe# ¥ KOPHEBHII] CONOMKH; IIBETKOB POMAIIKM; TT0YeK Gepe3o-
BEIX; IIBETKOB HOTOTKOB; TPaBEl YHCTOTENA; KOPHEBUII apa; KOPHEBHINA U KOPHS KPO-
BOXJIEOKHM; TpaBsl OyApHl IUTFOMIEBAIHON; KOPHEBHMIL ¢ KOPHAMHU BallCpUaHbI, JTHCTA I10-
JOpOKHKKA OOJBIIOro; KOpEl ayba — 7,04 Mr, ¢ cozlepiKaHueM CyMMBI (DEHOJBHBIX CO-
enunennit (bnaBonounos) B nepecyere Ha pyTuH 0,001 MKr, © BCIIOMOIaTE/IBEHBIC Be-
IECTBA : CTeapaT Kalublys, KpaxMall, JaKTo3y.

3. JlekapCTBEHHBIN IIperapar IpeicTaBisieT co0ol ABOAKOBHITYKIBIE TaOIETKH
Maccoil 0,2 T oT GeoTo 10 CBETIO-KENTOr0 1[BeTa; JOIIyCKAIOTCsS BKpAIJICHHM U HE3Ha-
YUTEIEHAS MPaMOPHOCTb. ,

CpOK T'OHOCTH JEKapCTBEHHOTO Mperapara IIpy COOJII0IEHUN YCIOBUN XPaHEHHS
— 1 rox co mHsS TPOW3BOJCTBRA. 3alpelaeTcs NPUMEHEHHE JIEKApCTBEHHOrO IIperapara
®urosnura® urcTas KOKa I10 MCTEUEHUH CPOKa IOIHOCTH.

4. JlekapCTBEHHBIN IIperapar BEITycKaroT pacdacoBaHHEIM 1o 50 TablneTok B IIo-
JTUMEpHBIC OaHKU WM [aKEThl U3 IIOJIHITHICHA, HOMemeHHme BMECTE ¢ HHCTpYKIIMEit 1o
IPUMEHEHHIO B ITAYKy U3 KapTOHa KOPOOOYHOTO.

S. JlexapCTBEHHBIN Ipenapar OUTODJIMTA® UMCTAS KOXA xpamar B 3a-
KPBITOH yNAKOBKE IIPOU3BOAUTENS OTAENBHO OT IPOJYKTOB IHUTAHMUA H KOPMOB, 3allly-
IIEHHOM OT BJIar¥ M MPSMEBIX COJMHEYHEKIX Jyueil Mecte mpu Temmeparype ot 0 °C o 235
s

6. DUTODJINTA® UUCTAS KOXKA crenyer XPaHATh B MECTaxX, HEAOCTYIHBIX
IS IETEH.
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7. Heucrnosap30BaHHBIH JIEKapCTBEHHBIH IperapaT yTHIU3UPYIOT B COOTBETCTBHHU C
TpebGoBaHUAMY 3aKOHOIATEIIECTBA.
8. Otmmyckaercs 0e3 perenrta BeTepUHAPHOIO BpaJa.

II. DapmMaKoIOrHueCKUe CBOUCTBA

9. ®UTODJIUTA® UHNCTAS KOXA oTHOCHTCS K KOMOMHUPOBAHHBIM JIEKAp-
CTBEHHBIM IIpeliapaTaM pacTUTEIbHOIO IPOUCXOIKICHHUS. '

10. JlexapcTBeHHBIN IpenapaT o0naJaeT IPOTHBOBOCIATUTEILHEIM, IPOTHBOAI-
JEPIUYeCKUM, OOTEYTONMIOMNM, HPOTUBO3YAHEIM, SMHUTEIU3UPYIOIUM, UMMYHOMOIY-
JTHUPYIOUIMM, aHTUCENTHYECKUM U OOIIEYKpEeIUISIONUM AeicTBHEM. MeXaHu3M ero aei-
cTBUs OOOCHOBAaH (UTOTEPANEBTUUECKOM aKTMBHOCTBIO BXOMSIIMX B €r0 COCTaB OHO-
JIOTMYECKHU aKTUBHBIX BEILECTB 3KCTPAKTOB U3 PACTUTENBHOIO CBIPHSL.

JlexapcTBeHHEIN IIpemapaT OUTODJIMTA® UUCTASI KOXA 1o creneHn Bos-
IeCTBUS Ha OpraHW3M OTHOCHTCS K MaJOONAacHBIM BEIIeCTBaM (4 Kiacc OIacHOCTH IO
I'OCT 12.1.007-76); He oOmamaeT KyMyJIATHBHBIMU, SMOPUOTOKCUYECKUMU U TEPaTo-
TeHHBIMH CBOWCTBAMHU. '

III.  Ilopsamox mpuMEHEHHA

11. ®UTODJIUTA® UMCTAS KOXA MIPUMEHSIOT B3POCIBIM cofakaM M KOII-
KaM, ICHKAM U KOTSTaM B KAYECTBE BCIIOMOIATENLHOIO CPENCTBA B KOMILIEKCHOH Te-
panuu Oone3Hed KOKU Pa3TuYHON 3THOJIOTHH.

12. ITpoTHBONOKAa3aHUEM K IIPUMEHEHHIO JICKAPCTBEHHOIO TIperapara SBJISCTCA
WHIUBUYaJIbHAA [TOBBIIICHHAA YyBCTBUTENBHOCTD )KMBOTHOIO K €r0 KOMIIOHEHTAM.

13. JlexapcTennsii npemapatr ®UTODINTA® UMCTASI KOXA IIPUMEHSIOT
’KHBOTHBIM WHIMBUIYaJIBHO I[IEPOPAJBHO B CIEHYIOLIMX J03aX:

IIpH OCTPEIX (hopmax Goe3He KOXKH - B3POCHBIM cobakam u ImeHkam 1o 1 Tab-
nerke Ha 10 Kr Macchl >KMBOTHOTO, B3POCIBIM KOIMKaM 10 1 TablieTke Ha )KHBOTHOE, KO-
TaTaM 110 0,5 TabneTku Ha )KUBOTHOE Kaxk/Iple 2 yaca B TeueHue 1-2 mHel, 3aTeM 3 paza B
JIeHb B TeueHue 14 mHeil; :

npu o0OCTpeHNH XpOHMYECKUX (GopM OonesHeit Koxu - cobakaM U IIEHKaM
no 1 tabnerke Ha 10 Kr Macchl J)XKUBOTHOIO, KOIIKaM 110 1 TaOjeTKe Ha KMBOTHOE, KOTI-
Tam 110 0,5 TabneTxku Ha XUBOTHOE 3 pa3a B ICHb B TeueHHe 14 maHel; mpu HeoOXOoauMOo-
CTU KypC JIEYSHUSI TIOBTOPSIOT YEPE3 MECHIT;

IpU XpOHHUYECKUX (dopmax OonesHeH KoK B (ase peMuccuu (TIpOTHBOPEIUINB-
Has Tepamnus) - B3pOCIBIM cobakaM U IieHKaM 110 1 TabneTke Ha 10 Kr Macchl )KHBOTHOTO,
B3POCIBIM KOIIKaM 110 1 TabieTke Ha )KUBOTHOE, KoTsTaM 110 0,5 TabneTku Ha )XKUBOTHOE
3 pasa B A€Hb KypcaMH 110 5-6 JHEH eXXeMeCIdHo.

14. CUMIOTOMOB IIEPEIO3UPOBKH NPEMapaToM He BBIABICHO.

15. OcobeHHOCTEN NEHCTBHUA JIEKAPCTBEHHOT'O IIpenapara MpH IepBOM MpPUMEHe-
HUM MM IIPU €r0 OTMEHE HE YCTAHOBIIEHO.

16. Ocobennocta nmpumenenus nperapara ®UTODJIUTA® YMCTAS KOXA
OepeMeHHEIM U IAKTHPYIOIIUM CaMKaM OTCYTCTBYIOT.

17. IIpu mporrycKe OAHOM MJIM HECKOIBKMX 03 IpelapaTa JeueHue HeoOXO0IUMO
BO300HOBHUTE KaK MOJKHO CKOpPEE B IPEIYyCMOTPEHHEIX 103aX 10 TEM JKE CXeMaM IpHuMe-
HEHUS.

18. TIoOOUHBIX SBIEHUM U OCIOXKHEHHH TIpU IpPHUMEHEHUH OUTODIIATA® Ul-
CTAS KOXA B cOOTBETCTBHHM ¢ HHCTPYKIIUEH, KaKk IIpaBwiIo, He HaOmomaercs. [Ipu oBEI-
IIEHHOH HHAMBHYaJbHON UyBCTBUTENBHOCTU JKMBOTHOIO K KOMIIOHEHTAM JIEKAPCTBEHHOTO
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npenapaTa | HOABJICHUM MOOOTHBIX Peakiuii HCIOIB30BAHMIE MPENaparTa MPeKpaIaoT 1
TIPOBOJAT JECEHCHOUTUIUPYIONIYIO H CHMITOMATHYECKYI0 TePaIIHIo.

19. Cenenus o necopmecTumocTd mpenapara Ouroonura® umeTas Koxa ¢ Ipy-
THMH JICKApCTBEHHBIMHU IIperiapataMu u (M) KOPMaM#i OTCYTCTBYIOT.

20. IIpenapar He IpeHa3HAYCH UL IPUMEHEHHS TIPO/LYKTUBHEIM KMBOTHEIM.

IV. Mepsl miaHO#M npodHIaKTUKH

21. Ilpu pabore ¢ mpemapatoM ®urosnura® wmcras xoxa clenyeT colromaTh
o01¥e MpaBHIa IMYHOM THIHEHBI U TEXHUKH 0e30TIacHOCTH, IIPEyCMOTPEHHEIE TIPH pa-
00Te ¢ JeKapCTBEHHBIME HperapaTtamu. 1o OKOHYaHHH paGoTE PYKH CIIETYET BBIMBITE
TCIUIOH BONOH ¢ MBUIOM. IlycThie GaHKM ¥ IAKETH! M3-TIOJ JIEKapPCTBEHHOTO Ipernapara
3alpeIaeTCs UCIIOIb30BATE Ul OBITOBEIX Lielel, OHU IO/UIEIKAT YTHIM3ANK C OBITO-
BBIMH OTXOIaMHU.

22. JioAM ¢ THIEpPIYBCTBUTENFHOCTBIO K KOMIIOHEHTAM TIpelapata CIIEyeT H3-
GeraTh IpsAMOro KoHTaKTa ¢ npenaparoM Purosmura® uucras Koxa.

23. B ciyyae TOSBIEHHS alNEPIHYECKUX PEAKIH MM P CIIy4aiiHOM IoIlaaa-
HUH TIpeliapaTa B OPTaHU3M YEIOBEKa CIIEyeT HEMEIUICHHO O0pPAaTUTHCA B MEIUIIHHCKOE
yupesxense (pu cebe UMeTh HHCTPYKIHIO T10 TIPUMEHEHHIO IIPeNapaTa Wil 3THKETKY).

HanMeHoBanus u ajipeca IIPOM3BOLCTBEHHBIX ILIOMAIOK [IPOU3BOIUTENS nexap-
CTBCHHOI'O IpENapara st BETePUHAPHOrO IPUMEHEHHUS

000 «BEJIA» (142281, MockoBckast o6macts, r. [TpoTBHHO, 3aBOICKOi Ipoe3/,
BI. 14).

HauMeHoBaHwe, alpec OpraHM3allHH, YIOTHOMOYEHHON epIKaTelleM WM Blia-
ACJIBIEM PETHCTPAIMOHHOTO yIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara Ha MpHHATHE
IIPETEH3UH OT MoTpeduTeNs:

000 «BEJIA» (142281, MockoBckast 0671acTs, T. IIporBuno, yi. Jlenuna, n.27,
kB.129).

C yTBepXKICHHEM HACTOANIEH HHCTPYKLMH YTPAuMBAET CHILY WUHCTPYKIHS TIO
NPUMEHEHHIO JIEKapCTBEHHOTO mpenapata OUTODJIMTA® UMCTAS KOXA, yTBEp-
KJIeHHas Poccenpxoznamzopom 18.04.2013 r.

Homep perucrpanuonnoro ynocrosepenns 32-3-2.13-1356Nel IBP-3-3.1/00717



