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Toprosoe Ha3BaHHe
CuMHI0HA YHO

Memyﬂaponuoe HENMAaTCHTOBAHHOC HA3BAHHE

JlekapcTBenHas (popma
TabneTku 6,5 Mr

CocraB

1 TabneTka CONEP>KUT

axmueHroe gewjecmeo. 6,5 MI' CyXOro HaTUBHOT'O SKCTPaKTa KOPHEBHIL IUMUIIU(DYTH
(Cimicifuga racemosa) (4,5-8,5:1), akcTpareHT - atanoin 60 % (06/06),
gcnomozamenvhole 8eujecmea. TIOBUAOH, HATpHUS KPOCKapMelio3a, IEeUIHIo3a
MHUKPOKPHUCTAJUINYECKasl, JJAKTO3bl MOHOTHPAT, MarHus cTeapar, KPeMHHUS JTHOKCHUL
KOJUIOMTHBIM O0€3BOIHBIM.

Onucanue
Kpyrnele, IBOSKOBBIIYKIbIE TaOIEeTKH MKEITO-OXKEBOr0 IBETa C XapaKTepHLIM
3aMaxoM.

dapmakoTepaneBTHYeCKasl rpynna

[Tpoune cpencTBa, IPUMEHsIEMBIE B THHEKOJIOTHH. [{umuimbyru kopHeBuIna.
Kon ATX G02CX04

®apmMaKkoJI0ru4ecKue CBoiCcTBa

DapmaKkoOUHAMUKA

Hen3BeCTHBI HU MEXaHU3M JCHCTBUS, HU KOMIIOHEHTHI, OTBEYAIOIIHE 3a 00JeryeHue
»kasi00, BBI3BAHHBIX MEHOIIay30H.

Knuuandeckue (QapMaKONIOTrHYeCKHe HCCIENOBAaHUS yKa3bIBAlOT HA TO, YTO
MeHOIIay3aJlbHble CHUMIITOMBI (TaKHe KaK IPUIMBBI U OOMJIBHOE IOTOOTHEIEHHE)
MOTYT YMEHBIIMTBCS IIPH JIEYEHHMM JIEKapCTBEHHBIMH CpPEACTBAMH U3 KOpHEMN
MTUMHALIHQYTH.
DapmMaKOKUHEMUKA
JlaHHBIE HEAOCTYIIHBIL.
JloknuHuuecKkue OaHHbLE
B ucmeITaHMSX Ha KpbICax MNPOJOJDKUTENBHOCTBIO IIIECTh MECSIEB MaKCHMAallbHas
103a Tpenapara, He IPUBOASIIAs K pa3BUTHIO HabmonaeMbix agdexro (NOEL), mis
M30TMPOMIAHOJIOBOIO 3KCTpakTa (rpaHyndra) Obuia ompenenena kak 21,06 wr
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HAaTHBHOI'O OKCTPakTa/Kr Beca Tela. 9277 -2018
Ilonyyennsle naHHBle (apMaKOJOTHYECKHX WCCIENOBAHUN in-vitro W  in-vivo
TPEANoJaratoT, YTO SKCTPaKTHl UMMALMGYTH HE BIUSIOT Ha 3a[ePXKKy VI Pa3sBUTHE
paka MONIOYHOH Jkene3sl. TeM He MeHee, IPOTUBOPEYUBHIE PE3YNbTATHl OBLIH
NIOJTyY€HBI B JPYTHX [N-Vitro SKCIIEpUMEHTaX.

Ilpy npuMeHeHMH SKCTpakTa UHMHULKGYrH (M30IPOIAHOIOBOIO 9KCTpaKTa
IUMHIAQYTH, YTO IKBHBANEHTHO 40 MI KOPHS M KOPHEBMINA) Y TPAHCTEHHEIX CAMOK
MBIIICH, TIPOLUEHT MEBIMEeH C [OeTeKTHPYEMBIMH JIETKUMH METACTaTHYeCKUMHU
OIlyXOJIIMH NP HEKPOIICHH OBLI YBENMYEH, MO CPABHEHHUIO C MBIIAMH, KOTOpBIE
ObUTH Ha JHMeTe, HCKIIOYAMOIIEN HccaenyeMoe BemectBo. TeM He MEHee, B TOH XKe
OKCIIEPUMEHTANBHON MOJeNH, He ObUIO OOHApYXEHO HHUKAKOTO YBEIHYECHHS
NIEPBUYHON OIyXOJM MOJIOYHOM jxene3bl. BiusHue HA paK MONOYHOM Kenespl M
APYTHE rOPMOHO3aBUCUMBIE OITYXOJIM HE MOXET OBITE ITOJHOCTHIO HCKIIIOUEHO.
HccnenoBanre  reHOTOKCHYHOCTH — (TECT ¢ MeTaGONHYecKoi aKTUBaIueil)
3TAHOJIBHOTO 3KCTpakTa (4,5-8,5:1, stamon 60 % (06/06)) ObBUIO TpOBemeHO O
KOHIEHTpalMK 1 MI/METalIM4ecKyl0 IUIaCTMHKY. TecT He COOTBETCTBYET
COBPEMCHHBIM KPUTEPHUAM TaKOTO TECTHPOBAHUS H, CIENOBATENBHO, 3HAYMMOCTD
3THX pe3yJIbTATOB )i OLEHKHU 0€30IMaCHOCTH COMHHUTENIBHA.

Her oxoHYaTenBHBIX wHcClEnOBaHHE  KAaHIEPOTEHHOCTH | PENPOLYKTUBHOM
TOKCUYHOCTH.

IHHoka3zanua NPpUMEHEHHIO
HeKapCTBeHHOC CPCOCTBO PACTHUTENBHOIO MIPOUCXOXIEHUS IS OO0JIeryeHus
KIINMMaKTCpHUYECKUX )KaJIO6, TaKHX KaK IPHIIHBE U oOunBHOE IIOTOOTACIICHUE.

Cnocob npuMeHeHHs H 103bI

Llo3b1

Bspocneie srcernwyunor 6 nepuoo MeHonay3uvi

| pa3z B mews mo 1 tabnetke (YTPOM HIIM BEUepoM), LIENHKOM, 3aIliBas HeOOIBIIIM
KOJIMYECTBOM XKHUIOKOCTH, IMIPEATIOYTUTEIIBHO B OXHO U TO KE BpECMHI. HpI/IeM Ta6JIeTOK
HE 3aBHCUT OT aneMa ITUIIH.

OQdekT He HacTymaeT MTHOBEHHO. PekoMeHI eTCSC DR

YHO B
T€YECHHH MHHUMYM 6 HeIelb MUHUCTERCT o)

P KH B .
HDO,ZIOJ'DKI/ITCJ'IBHOCTB IIDHMECHEHUSA . €lapycy,
ECHI/I CHUMIITOMBEI COXpaHﬂIOTCSI BO BpEMA INPpHUMCHEHUSA HeKapCTBeHHOl" O CpEICTBa,
cne/:[yeT O6paTI/ITBC$I 3a KOHC)’III:T&L[HGI’I K Bpaqy HI1 (bapMaueBTy.

Humuuubdyry He clemyer MpHHUMATE B TeueHHe Gonee 6 Mecs1eB 0€3 KOHCY IbTaluy
Bpaua.

Crocob npuMeHeHus
IlepopansHoe npuMeHeHue.
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Ileyenovnass TOKCHYHOCTH (BKIIOYAs TIeNaTHT, KENTYXy, OTKIOHEHHE B
(QYHKUHOHANBHBIX [po0ax MeYeHM), CBSI3aHHAS C MCIIOIB30BAHUEM [IPENapaTos,
comepxamumx nuMunndyry. Yacrora He u3BecTHa.

Beinu oGHapyKeHB! KOXXHBIE peakuuu (KpalMBHHINA, 3y, dK3aHTeMa), OTeK JIHIIa,
nepuQepuvecKkue OTeKH W KelyJOYHO-KUIIEYHBIE  CHMIITOME] (rampumep,
AMCIICTICHYECKUE PacCTPOHCTBA, quapes). YacToTa He U3BECTHA.

Ecmu mabmonarorcst apyrue no6ouHkle peakuuy, He yKa3aHHEBIE BBIIIE, HEOOXOAUMO
00paTHTECS 32 KOHCYJIbTalMeR K Bpady Wil dbapmarenry.

IIpornBonokasanus

I'HIIepYyBCTBUTENEHOCTE K AKTHBHBIM JIM60 BCIIOMOIATENbHEIM KOMITOHEHTaM
npernapara.

B3aumopeiicTBue ¢ APYrUMH JIEKAPCTBEHHBIMH CPEACTBAMH
He coobmanocs.

Ipenocrepesxenust H MepbI MPeJOCTOPOKHOCTH

Ilanuentam ¢ 3a60eBaHUAMU [IEYEHH B aHAMHE3e CIIeNlyeT NPUHMMATh IpenapaTsl
IUMULIHE(YTH C OCTOPOXKHOCTEIO (cM. paszien «ITo6ogHoe JENUCTBHEY).

IaruenTs! TOMKHEL IPeKPaTUTh IPHHAMATE IIpenapaTel UUMULU(YTH ¥ HEMEUTEHHO
0OpaTUTLCSA K Bpady, IIPH MOSBIEHUH [IPU3HAKOB U CHMIITOMOB, YKa3BLIBAIOIIMX HA
MOBPEKACHAE TIEICHH (YCTAIOCTE, [IOTEps! ANIETHTA, TIOKENTEHHE KOXKH M a3 JIM
CUIIbHBIE OOJNH B BepXHeH YacTH HBOTA ¢ TOIIHOTOMN H PBOTOM WJIM MOTEMHEHUEM
MOYH).

B ciyyae BarMHaNBHOrO KpOBOTEUEHHS MM HOSBICHME IPYTrdX CHMITOMOB,
HEo0X0MMO 06PaTHTECS 33 KOHCYIIBTAIHEH K Bpauy.

IIpenapaTsl HUMHIMGOYTH He NOIDKHBI [IPUMEHATECS. BMECTE C 3CTPOTE€HAMHM, eCIIH
TOJIBKO UX TIPHEM He Ha3HA4YEH BPadoM.

HaHHCHTBI, KOTOpbI€ NPOXOOUNIH HIU IPpOXOoOsT JIeUeHHe IIPOTHUB pPakKa MOJOYHOH

w

KEJIC3BI HUIIA APYTHX TOPMOHO3aBUCHUMEIX OITyX HMaThb

npenapar CHMUIOHA YHO 6€3 MeIHIHHCKOH KOHCY W@Mcﬂ%&&?&%ﬂ% pute

pasnen «loKIMHHYeCKre TaHHEIE. PECIVEIUKN BERAPYCI,
INpuxas Musucrepersa 31PaBOOX pAHEHUS

Ecnu Bo Bpems mpumenenus nekapcTeHHOrO CPEZCTBA PEMMATOMIPYXY IIIIAJOTCS,
HEOOXO0IUMO OOPATHTECS 3a KOHCYIBTAIHEH K Bpady WK (apManesTy.

IIpumenerue 6o epems bepemenrocmu unu KOpMIEHUSA 2pYObio

beszomacuocTs Bo Bpems Gepemennocty u KOPMJIEHUS TPYBIO HE YCTaHOBNIeHa. M3-3a
OTCYICTBUA NOCTATOYHBIX NAHHBIX, UCIONB30BAHHE BO BpeMs GEPEMEHHOCTH K
KOPMJIEHUS TPYIBIO HE PEKOMEH/IYETCSI.

XKeHIMHaM ¢ penpoLyKTHBHBIM [OTEHIMATOM CIIEyeT pacCMOTPETH BO3MOXKHOCTD
HCTIONB30BAHKS IP(YEKTHBHBIX METOIOB KOHTPALENITHY BO BPEMS! JIEUSHIS.
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Ocobernnocmu enuaHus N1eKapCMEEHH020 CPedCcmea HA CHNOCOOHOCMb YNPaBNsAMb
MPAHCNOPMHBIM CPEOCMBOM UNU NOMEHYUATILHO ONACHBIMU MEXAHUSMAMU
OtcyTcTBYIOT HCCNENOBaHUsA IO H3YYEHHIO BIHSHUS HAa CNOCOGHOCTH YIPABIISTH
TPaHCIIOPTHBIMH CPEACTBAMH WM paboTaTh C APYTHMMH aBTOMATH3MPOBAHHBIMU
CHUCTEMaMH.

IlepenoznpoBka
He obnapy>xeHo ciydaeB nepeno3upoBKH.

Popma BbINYCKA U YNIAKOBKA

Io 30 Tabnetok B KOHTypHOH sueiikoBoit ynakoske u3 IIBX/TIB/IX u amoMuHHeBO
donbru.

Ilo 1 mnma 3 KOHTYypHBIE SYEMKOBBIE YNAKOBKM BMECTE C HHCTPYKLHUEN TIO
MEAUUMHCKOMY IPUMEHEHHIO IIOMEINAIOT B KAPTOHHYIO HaYKYy.

YeaoBust Xxpanenns

XpaHuUTh IpK Temiepatype He Bblile 25 C B OpUTHHATBHOMN yIIaKOBKe.
XPpaHHUTh B HEJJOCTYIIHOM I feTeif MecTe.

Cpok xpanenus
3 rona
He npuMeHsITh OCTIE MCTEYEHHUs CPOKA TOTHOCTH !

YcnoBuS OTIYyCKA H3 aNTEK
bes peuenta

IIpousBoaurens

Makc Lemnep 3poHe AT, 3eebGnuxiuTpacce 4
8590 PomancxopH, IIseituapus

(Max Zeller Sohne AG, Seeblickstrasse 4,
8590 Romanshorn, Switzerland)

Hep:kaTenb perHcTpanHOHHOIO YA0CTOBEPEHHSI
Awmaxca ®@apma JIT/,
Jlonnon, Benuxobpurauus
(Amaxa Pharma LTD,
London, United Kingdom)
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