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HoMep perucTpalliOHHOr0 yI0CTOBEPEHHA: 32-3-3.14-1979NeIIBP-3-6.8/02288
[. Ob6mue cBeneHuUs

1. ToproBoe Ha3BaHHE JIEKApCTBEHHOIO TIperapara: OUTODJIATA”
METACTOII (PHYTOELITA METASTOP).

MeskTyHapOoIHOE HeaTeHTOBAHHOE HAMMEHOBAHUE: HE IIPHCBOCHO.

[ pyIITHPOBOYHOE HAMMEHOBAHKE: MIPeTapaT PACTUTEILHOTO IPOUCXOKACHH.

2. JlexapcTBenHas hopma: TabMETKH UL II€POPATbHOr0 NPIMEHEHHA.

JlexapcTBeHHBIN IIpemapar ®UTORJINTAY METACTOIlI B KadecTBe
IeHCTBYIONIETO BELIECTBA COAEPIKAT (PUTOKOMILIEKC - 3,5%, SBISIOLIUAKCS BOIHBIM
M3BIeUEHHeM W3 DACTHTENIBHOTO CHIPbS M IpHOOB: IIMHMTaKe, PEHIIH, 6poKKoIn
ceMsIH, Jaru, JyIIXIbl 0OBIKHOBEHHOW TPAaBbl, XBOIIA IIOJIEBOrO TPaBEL, perefHIYKa
(pemelnKka) anTeYHOTO TPaBbl, IACTYIIbEH CYMKH OOBIKHOBEHHOM  TpPAaBHI,
GeccMepTHHKA MECYAHOro LBETKOB, MOAMAPECHHMKA HACTOSIIErO TPaBhbl, HMCTOTENA
GONBIIOrO TpaBbl, KpamMBBl [IBYJOMHOH JIHCTEEB, Oepe3bl JIUCTBEB, KHIIpes
Y3KONHCTHOTO (WBaH-Yad) TPaBbl, 3BEp0O0OA TpPaBbl, SXUHALCH MypIypHOH TpaBBI,
OKOTTHMKA KOPHS, TABOJITU BS30IHCTHOH I[BETKOB, MEMCCHI JIEKapCTBEHHOM TPAaBBHI,
JomyxXa KOpHEH, KieBepa JIyroBoro (KpacHOTO) L(BETKOB, COJIOAKH KOpHEH,
KaJIeHIyJIbl JIEKapCTBEHHOM IIBETKOB, KPOBOXJIEOKH JeKapCTBEHHOH KOPHEBHI U
KOpHEH, a B Ka4eCTBe BCIIOMOTATeNbHBIX BEIECTB: JaKTO3Y, KpaxMail KapTo(eIbHBIHA,
KaJIBIIHs cTeapar.

CojepkaHye aMUHHOTO a30Ta B OHOM TabreTke He MeHee 5X10 7T,



3. JlekapcTBeHHBIH Mpenapar MpecTaBlisieT cob0il IBOAKOBLITYKITBIE TabJIETKH
Maccoii 0,2 T oT 6emoro 10 CBETIIO-KENTOoro nsera. JlOMycKaroTCs BKPAIUICHUS H
HEe3HAYUTETbHAsI MPaMOPHOCTB.

CpoK TORHOCTH IJIEKapCTBEHHOTO TIIperapara MpH COOJIIOICHHH  yCIIOBHM
XpaHeHHs — 12 MecAlleB OT JaThl BBIMYCKA. 3allpEIacTcs NPUMCHCHHUE
JIeKapCTBEHHOr0 IIpernapara OUTODJIUTA"Y METACTOII mo HCT€4eHMH CpoKa
TOQHOCTH.

4. Tlpemapar BbIMycKaloT pachacoBaHHEIM 1O 50 TabJIETOK B ITOJIMMEPHEIE
GaHkH B KOMILIEKTe C KpHImKamM. Kaxmyro GaHKY BMECTe C HHCTPYKIMEH IO
IPUMEHEHHIO TIOMEMAIOT B auKy U3 KapToHa KOpOOOYHOTO.

5. OUTODJMUTA® METACTOIl xpaHiT B 3aKpbiTOH  YNaKoBKe
TIPOM3BOJIATENIS, OTAEIBHO OT MPOAYKTOB NHTAHHMA M KOPMOB, B 3alIMIICHHOM OT
TIPSIMBIX COJTHEUHBIX Tydeld MecTe IIPH TEMIIEPaType HE BBILIC 23 °C.

6. ®DUTODNTIMTA® METACTOII cienyeT XpaHUTh B MECTaxX, HENOCTYIIHBIX
JUTS eTeH. |

7. Heucrionb30BaHHbIH TeKapCTBEHHBIH NpenapaT yTHIU3HPYIOT B
COOTBETCTBHHM C TpeOOBaHUAMHU 3aKOHOIATE/IbCTBA.

8. YcioBus otiycka: 6e3 perenra BETepUHAPHOI0 Bpaya.

[I. ®apmakonoruyeckue (61ONOrHYECcKUe) CBOMCTBA

9. JlexapcTBEHHBIH IIpenapar OUTODJIUTA® METACTOII oTHOCHTCS K
IPOTHBOOIIYXOJIEBBIM CPEICTBAM PACTHTEIBHOTO IIPOUCXOIKICHHS B KOMOMHAIMAX.

10. Mexaau3M OeHMcTBHS  JIEKAPCTBEHHOIO Ipernapara  ONpeNesaeTCs
(bUTOTEpaneBTHYECKOil aKTHBHOCTBI0 OMONOrHYECKH aKTHBHBIX BEIIECTB SKCTPAKTOB
U3 PACTUTEIBHOIO ChIPhS.

[Momucaxapyuakl, colepyxamuecs B rpube LIMKTaKe, B TOM HHCIE JICHTHHAH
(C6H1003)n, TpOSBIMIOT  NPOTHBOOIYXOIEBYID M AHTUMCTACTATHHECKYIO
aKTHBHOCTE. KaHiepocrtaTuueckuilf 3GGeKT JI€eHTHHaHa SBIACTCA, B OCHOBHOM,
pe3ysIbTaTOM aKTHBAalMK BHIPaOOTKM meppopuHa. D-TmIOKaH CBS3BIBACTCA  C
MOBEPXHOCTHBIM CJTOeM JUMGOINTa MM CO CHCHH(PHIECKUM CBIBOPOTOYIHBIM
GenkoM, KOTOpBIi akTuBupyeT Makpodarw, T-xinerkn, NK-kmeTku u Apyrue
>hGdexTopHble KIETKH. OTO MNPUBOAUT K YBEIHYCHHIO MPORYKIMH aHTHUTE,
untepneiikunos (IL-1 u IL-2) u uHTepdepoHa (IFN). ITomucaxapun KS-2 tak xe
o6agaeT MPOTHBOOILYXOJIEBEIMA CBOMCTBAMHE 3a CUET HHIYKIHUH uHTephepoHa H
crumyiaan  T-mamdonuTos. Tlonucaxapun JTaHO(HI, cozepkammiicss B rpubax
peiiny, MpemoTBpaIlaeT POCT W METAacTasMpOBaHHE IMHPOKOTO Kpyra oIy XoJel
myTeM aKkTHBH3alMH MakpodaroB u T-muMOoOLHMTOB, CTHMYJIAIMHA BBIPa0OTKH
wHTep(epona. IITepUHBL, COJCpXKalIMecs B dare, O00JaNaroT UUTOCTATHYECKHM
NEWCTBHEM, 3a[ep/KABal0T HaYaJIbHBIC CTa[lMH OIyXO0JIeBOro MpoIecca. JIMrHaHoOBEIH
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ATTMKOH apKTHTeHMHA (melicTByrollee BEIIECTBO JIomyxa) oOmanaer IpsSMOi
IPOTHBOOMYXONEBOM  aKTUBHOCTBIO.  MIHIOMEI (muuHIONMUIMETaH)  OpPOKKOIH
IPENSTCTBYIOT 06pa30BaHUIO KAHIIEPOI€HHOTO 3CTPOreHa. Xanepon kumpes obnagaer
LIHPOKMM TPOTHBOOIIYXOJIEBbIM NEHCTBHEM, B TOM YHCIC IPH pake MOJIOYHOH
YKeJe3bl.

T nuko3wa TPUDONH3KMH, COINEpXKAIIHiics B KIEBepe, 007TagacT BhIPAKEHHBIM
AHTUMETACTATHIECKUAM IeHCTBHEM 3a CUET CHIDKEHHUS CKOPOCTH POCTa KarUIApOB.

Jlexapcreennpii mpemapar ®UTODJIATA® METACTOII - mo creneny
BO3IEMCTBMS Ha OpraHW3M OTHOCHUTCS K MAJIOOTIAaCHBIM BEIICCTBAM (4 xmacc
omacuocti 1o L'OCT 12.1.007-76). JlexapcTBeHHBIA IpemapaT He o00mazacTt
KyMY/ISTHBHEIMH, SMOPHOTOKCHIECKMMU M TEPATOTeHHEIMU CBOUCTBAMH.

III. TTopsaaox MpUMEHEHH

11. DUTODIUTA® METACTOII npuMeHsIOT KOIIKaM 1 cobakaM B KaueCTBe
AHTHMETACTATHYECKOr0, aHTUTOKCHIECKOr0, IPOTHBOOIIYX0JIEBOr0 U aalTOreHHOr0
CpelCTBa B TPENOIEPALOHHbIHA U MOCTEONEePalOHHEIH MEPUO/EL, & TAKKE B HEJIAX
JIETOKCHKAI[MK OpraHn3Ma A HOBOOOpa3oBaHUX.

12. TIpoTHBOIOKA3aHHEM K IPIMEHEHUEO JIEKapCTBEHHOTO TperapaTa ABJIAeTCA
HHIMBH/yaIbHAas TOBBIIIEHHAsS TyBCTBUTEIBHOCTh K KOMIIOHEHTAM TIpernapara.

13. Jlromsm ¢ THIEPIYBCTBUTENBHOCTHIO K - KOMIIOHEHTaM npemnapara
OUTODJINTA® METACTOII cnenyet n3berars MpAMOro KOHTaKkTa ¢ IpernapaToM.
IIpu pabote c mpenaparom OUTODJIUTA® METACTOII crnexyer cobmonarh
ofIme TpaBua THYHOM THTHEHBl B TEXHUKU 0€30MacHOCTH, IPEIYCMOTPEHHBIE TIpH
paoTe C JeKapcTBEHHBIMH Tpernaparamu. ITyctere OaHKH H3-II0J JIEKapCTBEHHOTO
[perapaTa 3alpellaeTcs HCIONb30BaTh s OBITOBBIX Ieneif, OHU IOIJIENKAT
YTUTH3AIAM ¢ GBITOBBIMH OTXOZaMH. B cilydae NOABICHUS alepraieckux peaKkiuit
WIM TpUM CIydaiiHOM IIONaJaHM¥ Ipernapara B OPraHW3M 4ejoBeKa CJIEIyeT
HeMEeIJIEHHO 0OPaTUThCA B MEIUIIMHCKOE yupekaenue (pu cede HMETh HHCTPYKIHIO
110 TIPUMEHEHHIO TIperapara MM STHKETKY ).

14, MoXHO TIPUMEHATH NperapaT OepeMEHHBIM >XHBOTHBIM W JKMBOTHBIM B
nepuof Jakraruy. OcoGeHHOCTH PUMEHEHHU IPenapaTa OTCYyTCTBYIOT.

15. JlexapcTBeHHBIM IIpemapar NPUMCHSIOT JXHBOTHBIM HHIMBHIYalTbHO
[IEPOPANIEHO B CIEMYIONIMX 103aX:

- B IIpEONEpAlHOHHBIA TepuoA 3a 3 OHA [0 ONCpalld — cobakam 1o 1
taberke Ha 10 KT Macchl, KomkaM 1o | TaGieTke Ha JKMBOTHOE 3 pa3a B JICHB;

- B IIOCJICONEPAMOHHEIN TIEPHOJl B TeUEHHE BCEH HKU3HH KMBOTHOTO KaXIbIC 3
Mecsiia KypcaMu 1o 7 aHedt — cobakam 1o 1 TabiieTke Ha 10 kr Macchl, KomKaM 1o 1
TabJIeTKe Ha JKUBOTHOE 3 pa3a B JIEHb.



16. TI060OUHEIX SBIEHWM M OCIOXKHEHHH NpH MPUMEHEHHMH JICKapCTBEHHOI'O
mpernapara OUTORJINTA® METACTOII B COOTBETCTBHM C HHCTpYKLMEH He
HabmronaeTca. B pemKux CIydadx Mocie MPUMEHEHMA IperapaTa y JKHBOTHOTO
oTMedaeTcs 03HOD, JpOKaHWe, TOBBIIIEHHE TeMIEPaTypsl. ITH Peakluu SBILIOTCA
(hH3MONMOrMYECKH a/(eKBAaTHBIMUA Ha BO3JEHCTBHE Iperapara U He TpeOyIOT OTMEHBI
Tpenapara.

17. CuHMITOMOB MepPENO3UPOBKM He BblgBieHo. IIpH MTOBBIIICHHOR
VHAMBAIYaIbHOM UyBCTBHTEIBHOCTH JKMBOTHOTO K KOMIIOHEHTaM JIEKapCTBCHHOTO
mperapata M MOSBICHHMH TIOOOYHBIX —PEaKIMH  HKCMONb3OBAHME — Tpenapata
[IpeKpaialT ¥ NPOBOIAT ECEHCHOMIM3MPYIOUIYI0 HIA CHMITOMATHHECKYIO

TeparnuIo.
18. CsemeHms O  HECOBMECTHMOCTH  JIEKApCTBEHHOrO  Mpenapara

OUTORJIUTA® METACTOII ¢ npyrduMu JIeKapCTBEHHBIMU IIperapaTaMyu H (urn)
KOpMaMH OTCYTCTBYIOT.

19. OcobenHocTel aeiicTBHUA JIEKAPCTBEHHOIO IIperapara IIpH MepBOM NpUeMe
HJIM TIPH €r0 OTMEHE HE YCTAHOBJICHO.

20. TIpu npomycKe IpreMa OJHOHM WM HECKOJNBKHX 103 MpelapaTa JICICHNe
HeoGXOMMMO BO300OHOBHTH KaK MOYHO CKOpee B IpPEeTyCMOTPEHHOH IO3HPOBKE H
cxeMe TPUMEHEHH L.

21. TIpenapar He IpeAHA3HAYEH JUIS IPUMEHEHHU MPOAYKTHBHBIM XKHBOTHBIM.

HawnmeHoBaHUS U aqpeca 000 «BEJIA» (142281, MockoBckast
MPOU3BOACTBEHHAIX [IOMA/I0K 061acTh, T. IIpoTBHHO, 3aBOACKOM
[IPOM3BOIUTENS JIEKAPCTBEHHOTO mpoesm, A. 14)

Ipernapara i1 BEeTEpHHApHOT0

IPUMEHEHHUSL.

HauMeHOBaHKe, aipec OpraHH3alluH, 000 «BEJTA» (142281, MockoBcKast
YIIOJTHOMOYEHHOH epKaTeeM Ui 067acTs, r. [IpotBuHO, yi. JlenuHa, 1.27,
BJIAJEIbIIEM PETUCTPALIOHHOIO kB.129)

YIOCTOBEPEHUS JIEKAPCTBEHHOTO
Tpenapara Ha IIPUHATHE IPETEH3HH OT
OTpeOUTENS.

Iupextop OO0 «BEJIA» BHquHKo B.b.



