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0 BeTepUHAPHOMY IPAMEHEHHUIO JIGKapCTBEHHOTO TperapaTa ®UTODJIUTA®
LMUTOCTAT

(Opraruzanus-paspadorank: OO0 «BEJIA», 1 42281, MockoBcKas 001acTh,
r. IIpotBuHo, yi. Jlennna, 1.27, kB.129)

HoMep perucTpaiuoHHOr0 yI0CTOBeperus: 32-3-6. 13-1325NelTBP-3-3.1/00721
[. Ob6mue cBeneHuUs

1. ToproBoe Ha3BaHWE JIEKApPCTBEHHOrO IIperapara: OUTORJIUTA®
[IUTOCTAT (PHYTOELITA CYTOSTAT).

Me:xTyHapo/iHOe HelTaTeHTOBaHHOE HaHMEHOBAHME: HE IPHCBOCHO.

[ pyImHpOBOYHOE HAUMEHOBAHHE: TIPEMNapaTr PaCTUTENBHOTO IPOXCXOK/ICHHA.

2. JlexapcTBeHHas opma: TabIeTKH 711 TIepOPanbHOro MPUMCHEHHA.

JlexapcTBeHHBIM Ipernapar OUTODJIUTA® ITUTOCTAT B KauecTse
[EHCTBYIOIIETO BELECTBA COAEPKAT (PUTOKOMILIEKC - 3,84%, SBIAIOLIMKCST BOJHBIM
M3BJICYEHHEM U3 PACTUTENLHOTO ChIPhS M TPHOOB: OPOKKOJIM CEMSH, Yard, AyITHIIbI
OBGBIKHOBEHHOM TPaBbl, XBOIla TOJIEBOr0 TPABBI, PEICHHNYKA (pemelika) anTeYHOTO
TpaBbl, IACTYIIbEl CYMKH OOBIKHOBEHHOH TPaBbl, feccMepTHHKA MECUaHOr0 LIBETKOB,
[OAMAapeHHMKa HACTOSIIEr0 TpaBbl, HYHCTOTENA GONBIIOrO TpaBBl, KpPaIlWBbI
JBYIOMHOM JTHCTBEB, Oepe3bl JIHCTBEB, KHUIPEs Y3KOIHCTHOIO (uBaH-4as) TPaBhl,
3Bepo0Osi TpaBbl, OXHHAllEM ITypIYPHOH TpaBbl, OKONHHKA KOPHA, TABOJIH
BA30JIMCTHON IBETKOB, MEIMCCHI JIEKAPCTBEHHON TpaBhl, JIOMyXa KOpHEH, Kiesepa
JIyroBoro (KpacHoro) IBETKOB, COJOAKM KOPHEH, KaleHIYIE] JIeKapCTBEHHOM
[IBETKOB, KpOBOXJIEOKM JIEKAPCTBEHHOM KOPHEBHIL H KOpHEH, a B KadecTBe
BCIIOMOTATEIbHbIX BEIECTB: IAKTO3Y, KpaxMarl KapTo(elbHbIH, Kalblusa cTeapar.

CopepkaHue aMUHHOIO a30Ta B OJIHON TablIeTKe He MEHEE 1x107 T,



3. JlexapCTBEHHBIH mpenapaT MPeJICTaBIIseT COO0H NBOAKOBBIITYKIIBIC TabJIeTKH
Maccoii 0,2 T OoT 6Genoro A0 CBETIO-XKENTOro IBeTa. J[OMyCKaroTCs BKpAIUICHHS H
He3HAuuTeIbHAasT MPaMOPHOCTB.

CpoK TOTHOCTH JIeKapCTBEHHOro IIpenapara Ipu COOMIONEHUH YCIOBHUH
XpaHeHus — 12 MecsleB OT [aThl BBIMyCKa. 3ampenaercs IPUMEHEHHUE
JIEKaPCTBEHHOI'O IIperapara OUTODJIUTA® ILIUTOCTAT mo HCTEUCHMH CpOKa
TOJHOCTH.

4. TlpenapaT BBHIMYCKaOT pachacoBaHHBEIM 10 50 TabJIETOK B ITOJMMEPHBIE
GaHKH B KOMIUIEKTe ¢ Kpeimkamu. Kaxayro OaHKy BMecTe C HHCTPYKIHEH II0
IIPUMEHEHHUIO TIOMEIIAOT B [Ia4Ky M3 KapTOHa KOpoOOYHOTO

5. OUTODRJIUTA® LUTOCTAT xpaHaT B 3aKpHITOH  YIAKOBKE
IPOU3BOJMTENS, OTJAETBHO OT MPOAYKTOB IMTZHMA M KOPMOB, B 3aIIMIICHHOM OT
IPSMBIX CONHEYHBIX JIydeH MecTe IPH TEMIICPAType HE BBIIIE 235 °C.

6. DUTORJINTA® ITUTOCTAT cieqyeT XpaHWTh B MeCTaxX, HEIOCTYIHBIX
IS IETEH.

7. Hencriomb30BaHHEIN JIEKAPCTBEHHBIH MTpenapar yTUIH3HPYIOT B
COOTBETCTBMH ¢ TpeOOBaHUAMH 3aKOHOJATEIIECTBA.

8. YcroBus OTITycKa: 0e3 perenta BETepHHApHOTo Bpaya.

I1. ®apmaxonoruyeckue (GHONOrnyecKue) CBOMCTBA

9. JlekapCTBEHHBIH IIperapar OUTODJIMTA® ITUTOCTAT orHOCHTCS K
IPOTHUBOOITYXOJIEBEIM CPENCTBAM PACTUTEJILHOTO MPOHCXOKACHUA B KOMOHHALHSX.

10. MexagusM JeHcTBHS  JIEKApCTBEHHOTO  Ipenapara  ONpeAeiIgeTC:d
DHUTOTEpaNeBTHUECKOH aKTHBHOCTBIO OHONOrHIECKH aKTHBHBIX BEIIECTE 9KCTPaKTOB
U3 PACTHUTEJIEHOTO CBHIPBS.

OcHoBHBIE  [eHCTByIOIIME  BellecTsa  dard — TITCPHUHEL obamaroT
[IMTOCTATHYIECKHM JelcTBHEM, 3alepKMBAIOT HAYaIBHBIC CTalUH OIYyXOJEBOTO
nporecca. Ilomucaxapunsl — SXHHALCH 001a1al0T  MMMYHOCTHMYJTHPYIOIIEeH
AKTUBHOCTBIO TIPY (YHKIMOHAILHOM HMMYHOXE(QUIHTE. JleiicTByIOIEE BEIIECTBO
Jomyxa ~ —  JIATHAHOBBIH arJIMKOH apKTUreHHHa  oOnajaeT  NPsIMOH
IIPOTHBOOILYXOJIEBOX aKTHBHOCTBIO B OTHOIICHHH OITyXOJIEH U METaCTa30B MOJIOYHOH
senespl. WHmomsl (mumHmoNAIMETaH) OpOKKONM  IPENSTCTBYIOT 00pa3oBaHUIO
KaHI[epOreHHOr0 SCTPOreHa; MOJABISIOT POCT, CIEHHE U PAaSMHOKEHHUE KIETOX paka
MOJIOYHOM skene3bl. JIMMHIOMWIMETaH ITOBBIIIACT YPOBCHD crenduyaeckoro Oenka,
yOHBaOIIEr0 PaKoBbIE KIETKH, H CHWKACT YPOBEHB fenka, MOMIePKUBAIOIIETO HUX
SKF3HECIIOCOOHOCTh, XaHepon KHIpes oOnagaeT UIMPOKMM I[IPOTHBOOIYXOJIEBLIM
neiicTBYEM, B TOM YHCJIE [PH PaKe MOJOYIHOH KEJIE3bL. Jymuma coxepxut cened (50
MKT/T), BXOJIAIIMHA B COCTaB (akTopa, IPEAOTBPAIAIOLIET0o HEKPOTHISCKHC IIPOIIECCHI
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B KJIETKAaX OpraHu3ma. AIaNTOreHHBIMHM CBOWCTBAMH, CHHXKAIOIIMMHU I10JIOBYIO
BO30YIMMOCTD, 001a1aI0T (heHONKapOOHOBEIE KUCTOThI MEITMCCHI B JIYITHIIBL - THMOJ,
kapBakposi. JIefCTByIOIIME BEIIECTBA OCTAlIbHBIX  KOMIIOHCHTOB obnagaroT
CHHEPTETHYECKUM %4 CHMIITOMaTU4YECKUM JiefcTBHEM (amanToreHHOE,
AHTHOKCHIAHTHOE, aHTHTOKCHYECKOE).

JlexapCcTBEHHBIH mperapaT ®UTODJIUTA® ITUTOCTAT — mo cremcHH
BO3MEHCTBUS Ha OpraHW3M OTHOCHMTCS K MajoOIacHBIM BEIIECTBAM (4 xmacc
omacHoct mo TOCT 12.1.007-76). JlekapcTBEHHBIH IIperapaT He obmanaer
KyMyJISITHBHEIME, SMOPHOTOKCHYECKAMHU ¥ TEPATOTEHHBIMU CBOHCTBAMH.

II1. TTopsiioK IpUMEHEHHS

11. DUTORJIUTA® IIMTOCTAT npumeHszoT cobakaM 4 KOIIKaM B KaIeCTBE
[IATOCTATHYECKOr0, Aa[AlTOTeHHOro, AHTHOKCHIAHTHOTO M aHTHTOKCHYECKOTO
cperctBa UL NPOQHIAKTAKHA 37TO0KaYECTBEHHBIX HOBOOOpa30BaHUHM MOIOYHOM
JKEJTe3bl, B IIOCIECONEPAlMOHHBIH Tepro, a TaKKe JUIi MPOQHUIAKTHKH JIOKHOH
IIIEHHOCTH y COoDaK.

12. TIpoTHBOTIOKa3aHHEM K IIPUMEHEHHUIO JIGKAPCTBEHHOTO MpernapaTa ABJIACTCA
VHIMBU/Ly A/IbHAs TTOBBIIIEHHAsA JyBCTBUTEIBHOCTh K KOMIIOHCHTAM IIpeTiapara.

13. JlromsM ¢ THIEPYYBCTBUTENBHOCTBIO K KOMIIOHEHTaM Ipernapara
OUTODJIUTA® LTIUTOCTAT crnemyer u3beraTs NpsAMOro KOHTaKTa ¢ IIpernapaToM.
[Ipu pabore ¢ TmpemapaToM OUTODIITA® LIUTOCTAT crnegyer cobmonaTh
obIrre TIpaBUIa TMYHOM TMTHEHB! M TEXHUKH 0€30MacHOCTH, NPEXyCMOTPEHHbIE IIPH
paboTe ¢ NeKapcTBeHHBIMH Tpenapartamu. [lycrbre GaHKM H3-TIOJ JIEKApCTBEHHOTO
TperapaTa 3alpellaeTcs MCIONb30BaTh Ui OBITOBBIX LETEH, OHM MOJIeKaT
YTHIH3ALMA ¢ OBITOBBIMH OTXOZaMH. B ciiydae MOABICHHA alCprHIeCKuX peaKiui
WIH TIpH CJIydaiiHOM TIIONAJaHWHM IIperapaTa B OpraHu3M UYeJOBeKa CIeLYyeT
HeMeUTEHHO 06paTHTLCS B MEIMLIMHCKOE yupekIeHue (py cebe IMeTh HHCTPYKIHIO
[0 TIPUMEHEHMIO [penapaTa Uil STHKETKY).

14. MOXHO TpPHMEHSTEH TpenapaT OepeMEHHBIM JXXUBOTHBIM M JXKMBOTHBIM B
neprof naxkrauny. OcoOeHHOCTH IPUMEHEHH TTPenapaTa OTCY TCTBYIOT.

15. JlexapCTBEHHBIM IIpenapar MPUMEHSIOT JKHBOTHBIM HHIMBHIYalbHO
IIEPOPAIBHO B CIIEIYIOMIMX 03aX!

- mns npodUIAKTHKA HOBOOOPA30BaHMM MOJIOYHOM JKENE3Bl €XKEMECTIHO
KypcaMH 110 7 JiHel: cobakam 1o 1 Tabnerke Ha 10 Kr Macchl JKUBOTHOTO, KOIIKAM ITO
1 TabrieTKe Ha )KHBOTHOE 3 pasa B JI€Hb;

- TIpU 3TOKAYECTBEHHOM OIyXOIM MOJIOYHOH JKEJIEe3bl pasMepoM [0 I ecmc
IIeITBI0 TIPO(IIAKTHKHI €€ POCTa M Pa3BUTHs 5-7-THEBHBIMU KypcaMu ¢ HHTEPBAIOM B
3-4 mecsma: cobakam mo 1 Tabmerke Ha 10 Kr Macchl KHBOTHOIO, KOILKaMm IIO 1
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TabieTke Ha JKMBOTHOE, B IIOCIIEOTIEPAlMOHHBIM TEPHOJ Ipenapar MPUMEHAIT B
Teuerue 3-4 Mecsauer cobaxkaM mo 1 tabnerke Ha 10 Kr Macchl JKUBOTHOT'O, KOIIKaM
mo 1 TabneTke Ha YKUBOTHOE 2 pasa B [ICHB;

- IIPY HAJIMYMH PacTyLIeH 06POKAYECTBEHHOM OIyXOJIM MOJIOIHOH JKE/IE3HI B
TIpeIoepalliOHHBIA IEPHON B TEUEHUE 3-4 mueii — cobaxaM 1o 1 Tabnerke Ha 10 kT
MacChl KHBOTHOIO, KOIIKaM IO 1 TableTke Ha JKMBOTHOE 3 pa3a B NICHb; IOCIC
omepanuu B Teyenwe 10-12 mmedt — cobakam Mo 1 Tabmetke Ha 10 Kr Macchl
SKHBOTHOTO, KOIIKaM 1o 1 TabieTke Ha JKHBOTHOE 1 pa3 B JIEHE;

- s mpo(HIaKTHKH JOXHOW IIEHHOCTH CyKaM — OT Hadala TedKH 0 dhassl
apscTpyca (1o 21 xust) mo 1 Tabnerke Ha 10 KT Macchl JXUBOTHOTO 1-3 pa3a B JI€Hb.
DTo SBISETCS TaKKe NPOQWIAKTHIECKOH MEepoH II0 OTHOIICHHIO K pasBUTHIO
OIYXOJIA MOJIOUHOM JKEJIe3Bl.

16. TToGOUHBIX SBIEHHI M OCIOXHEHHH NPHU NPUMEHEHUH JICKapCTBEHHOTO
npemnapara OUTODJIUTA® LIUTOCTAT B COOTBETCTBHM C HHCTDYKIHMEH HE
Habmonaercad. B pemkumx Cioydasx IIOCHe NPHUMCHEHMA Ipernapara y KMBOTHOTO
OTMedYaeTcsi 03HOO, IPOXKAHHE, ITOBBIIICHUE TEMIIEPATYPEl. ITH PEaKUHUH ABIAOTCA
(H3MONOTHYUECKA aleKBaTHBIMK Ha BO3JIEHCTBHE Iperapara U He TpeOyIOT OTMEHBI
npernapara.

17. CHMOTOMOB IIepelo3MpoBKE He BbisBieHo. IlpH ITOBBIIIIEHHOA
VHIABHIYaTbHOM TyBCTBHTEILHOCTH JKMBOTHOTO K KOMIIOHCHTaM JICKApCTBEHHOIO
mpernapata M TOSBJICHMM TOGOYHBIX — PEeaKuMH — HMCIONb30BaHWe  TIperapara
IPEKpalatoT W [POBONAT IECCHCHOMIM3HPYIONIYIO HIIM  CHMIITOMATHIECKYIO
TepanuIo.

18. Csemenws O  HECOBMECTHMOCTH  JIEKapCTBEHHOro  Ipenapara
OUTORJIUTA® IIUTOCTAT ¢ apyruMy JeKapCTBEHHBIMH IIperapaTamMi H (i)
KOpMaMH# OTCYTCTBYIOT.

19. OcobenHocTell meficTBUA JIEKAPCTBEHHOIO IIpernapara IIpH MEPBOM NpUEMe
MJIM TIPH €ro OTMEHE He YCTAHOBJIEHO.

20. IIpu mpormycKe IpHeMa OJHOM WM HECKONbKHX /103 MperapaTa JICUCHHE
HEOGXOIMMO BO30OHOBHTH KaK MOYKHO CKOpee B IIPEeIyCMOTPEHHOH IO3HMPOBKE H
cxeMe MPUMEHEHHS.

21. Ipenapart He MpeIHa3HAYEH Ui IPUMEHEHUS POAYKTHBHBIM XKUBOTHBIM.



HanmeHoBaHus U aapeca 000 «BEJIA» (142281, MockoBcKas

IIPOU3BOICTBEHHBIX IIIOMIAI0K obnacts, I. IIpoTBHHO, 3aBOACKOH
IIPOU3BOUTENS TIEKAPCTBEHHOTO npoesn, A. 14)

npernapara Juis BETEpHHapPHOTO

IPUMEHEHHS.

HauMeHnoBanue, aJipec OpraHu3alny, 000 «BEJIA» (142281, MockoBckast
YIIOJTHOMOYEHHOM AepKaTeneM HilH 06acTs, r. [IpoTBuHO, yi1. Jlenuna, 0.27,
BJIAJIE€JILIIEM PETHUCTPALIHOHHOTO kB.129)

yI0CTOBEPEHHSI JIEKAPCTBEHHOTO
npenapara Ha IIPHHITHE TIPETeH3Ui OT
TOTpeOUTEN.
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