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Cumupgona gopre
COTJAC
Toprosoe Ha3panue MHHUCTEPCTBOM 3)&33(%?;3}1%&171 :

Cumu IOHA (l)OpTe PECOYBJIWKY BEIAPYChH

Hpuxas Munucrepersa 3APUBOOXPAHEHII 51

L L BT P05, 705

Memnyﬂaponnoe HEMATEHTOBAaHHOC HA3BaAHHE

JlekapcTBeHHas (popma
Tabserxu 13 mr

Cocras

1 TabGneTKa CONEPKHUT

akmusHoe eewjecmso; 13 MI Cyxoro HaTMBHOI'O SKCTPaKTa KOPHEBHL] IUMUIUDYTH
(Cimicifuga racemosa) (4,5-8,5:1), axctparest - araHoin 60 % (06/06),
gcnomozamenvHvie 8ewjecmea: TIOBUJOH, HATPUsS KPOCKApMEIIOo3a, LIEJUII0JI03a
MHKDPOKPUCTAJUTHYECKas, JAaKTO36l MOHOTUAPAT, MarHus creapar, KpEMHHS JHOKCHI
KOJUTOUIHBIN O€3BOIHEIH.

Onucanne
Kpyrible, 1BOSKOBBITYKIIBIE TabIETKH KeNTo-0exeBoro npera ¢ THcHeHHeM "C" Ha
oJ1HOM cTopoHe U "13" Ha Apyroi CTOPOHE U XapaKTEPHBIM 3aI1aXOM.

dapmakoTepaneBTHYEeCKas Ipynna

INpourie cpeacTBa, prMeHsAeMbIe B THHeKONoruy. [ {uMuiiugyra KopHeBuILa.
Koxg ATX G02CX04

dapmakoJiornyecKue cBoicTBa

DapmaKkoOUHaAMUKa

Hewn3secTHB! HE MeXaHU3M NIEHCTBHS, HA KOMIIOHEHTHI, OTBEYAIOIIUE 32 O0JIETYCHHE
’KaJ100, BEI3BaHHBIX MEHOIIAY30H.

Knuangeckue ¢apmakomoryueckue HcCIEIOBaHMS YKa3blBalOT Ha TO, YTO
MEHOIIay3aJbHbIE CHMIITOMEI (Takhe KaK MPWINBEI U OOMIBHOE ITOTOOTHACICHHUE)
MOTyT YMEHBIIMTHCS IIpH JICUEHHMH JIEeKapCTBEHHBIMUM CpEACTBAMM U3 KOpHEH
OUMHALAQYTH.

DapMaKOKUHEMUKQ

JlaHHBIE HEJJOCTYTIHEI.

Joxknunuueckue oanHble

B uchelTaHUAX Ha KphICax IPOAOIDKUTENBHOCTBIO IIECTh MECALEB MaKCHMallbHasl
J103a Iperapara, He IPUBOJSIIAS K pa3BuTHio HabmonaeMsix a¢dextos (NOEL), mis
M30NPONAHOJIOBOr0 9JKCTpakra (rpasyisTta) Obuia ompeneneHa kak 21,06 wr
HATHBHOTO SKCTPaKTa/KI Beca Tela.
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[TonydenHsle fAaHHBlE (ApPMAKOJIOTHYECKHX HCCIEAOBAHUA in-vitro U in-vivo
IPEINONIAararoT, YTO SKCTPAKThl UMHLIU(YTH HE BIUAIOT Ha 3aJepXKKy UIIH Pa3sBUTHE
paka MOIOYHOM »ene3bl. TeM He MeHee, NPOTHBOPEYMBEIE PpE3yJbTaThl OBUIM
IHOJIyYEHBl B APYTUX iN-Vitro 3KCIIEpUMEHTaXx.

Ilpy DNpUMEHEHWH OJKCTpaKTa HMUMHIMGQYTH (M30NpPONAHOJIOBOrO  JKCTpPaKTa
MMHULMGYTH, 9TO SKBHBaJIeHTHO 40 MI KOpHS M KOPHEBHINA) y TPAHCTEHHBIX CaMOK
MBIILIEH, TPOLIEHT MBIIEH C JeTEKTHPYEMBIMH JIETKUMH METacTaTHYeCKUMHU
OITyXOJISIMH TIPU HEKPOIICUM OBLT yBENHWYeH, N0 CPaBHEHUIO C MEBIIIAMH, KOTOpPBIE
ObUTH Ha AMeTe, UCKIIOYAlolIel uccieqyeMoe BeIlecTBO. TeM He MeHee, B TOM XKe
3KCTIIEpUMEHTAIBHON MoJend, He ObUlo OOHapy)KeHO HHUKAaKOro YBEIWYEHHs
IIEpBUYHOM OITyXOJIM MOJIOYHOH JXKese3bl. BiusHue Ha pak MOJOYHOHM JKese3bl WU
ApyTHE TOPMOHO3aBUCUMBIE OITyXOJIM HE MOXXET OBITh ITOJHOCTHIO UCKITIOUEHO.
HccnenoBaHue TE€HOTOKCHMYHOCTH (TecT ¢  MeTabonuueckod — akTuUBanue)
3TaHOJBHOIO 3KcTpakTa (4,5-8,5:1, aranon 60 % (06/06)) Gbul0 mpoBeneHO IO
KOHIIEHTpaIiu 1 MI/METaJUTMYECKYIO IIaCTUHKY. TeCT He COOTBETCTBYET HEAaBHUM
KPUTEPHUSM TaKOI'O TECTUPOBAHHUS U, CIeOBATEIHHO, 3HAUUMOCTh 3TUX Pe3yIbTaTOB
IUIs1 OLIEHKH 0€301aCHOCTH COMHHUTEIBHA.

Her oOxoHYaTenbHBIX HCCIENOBAHMH KAHIEPOreHHOCTH M  PENpOAYKTHBHOM
TOKCHYHOCTH.

Iloka3anus K NPpHMEHEHHIO

JIekapCTBEHHOE CpEACTBO PpACTHTEIBHOIO MPOUCXOXNAEHUS JUIs OOJIerdeHus
KIMMAaKTepHUYEeCKUX JKano0, Takux KaK IpWIMBEl U OOWJIBHOE IOTOOTHAEJIECHUE.
Cumunona ¢opre (Cyxol HaTUBHBIN 3KcTpakT KopHeBuin nuMuimdyra (Cimicifuga
racemosa) 13 Mr) pexkoMeHIyeTcs IPUMEHATh B cCiydae, Korma 3(QQeKT oT
npuMeHeHnss CUMHIOHa YHO (CyXOH HAaTHMBHBIN SKCTPAKT KOPHEBHIN LMMHUIUDYTH
(Cimicifuga racemosa) 6,5 MI') He1OCTATOYHBIIA.

Cnoco6 npuMeHeHHs H JO3bI

O3Bl
Bspocnuie srcenuyunuvl 6 nepuod menonaysol
1 pa3 B nenp no 1 TaGnerke (YTpOM WM BeuepoM), LIEJTHKOM, 3alMBas HEOONBIINM
KOJIMYECTBOM XMIKOCTH, IPEATIOYTHTEIBHO B OHO U TO e BpeMs. [IpueM tabnetok
HE 3aBHCUT OT NpUeMa ITHIIH.

Oddext He HacTynaer MrHOBeHHO. PekoMeHyeTcs npuauMaTs Cumuona gpopre B
T€YEHHE MUHUMYM 6 HeZelb.

IIponomKUTENbHOCT IPUMEHEHHUS
Eciu cMMITOMBI COXpPaHSIOTCS BO BpeMsl MPUMEHEHHs JEKAPCTBEHHOIO CPENICTBA,
CclefyeT 00OpaTUTHCS 3a KOHCYNbTalUed K Bpady WK (hapMaleBTy.

Llumunudyry He cienyeT NpUHUMATD B TeueHHe Ooliee S_Mecsues. 0e3 KOHCYIRTAIN
Bpaya. COTJIACOBAHO |

MUHUCTEPCTBOM 3APABOOXPAHEHUS
PECIIYBJIMKU BEJIAPYCD

IT M 3apa
Criocob npuMeHeHus pHKas P’éﬁ?%i‘,’fiﬁ%ﬂ‘;;ﬁi’“’a“e“”"
[lepopanbHOe IPUMEHEHHE.
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[leuenouynas TOKCHMYHOCTH (BKJIOYas TIENaTHT, JKENTyXy, OTKIOHCHHE B
GyHKIMOHANBHBIX NPOOax I€YEeHH), CBA3aHHAs C HCHOJB30BAHUEM MPENaparos,
conepxaiux uumMunudyry. Yacrora Hen3BeCTHa.

Beud o6HApyXKeHbl KOXKHBIE peaKluM (KpanuBHUILA, 3y, 9K3aHTeMa), OTeK JIUIIa,
nepudepuueckue OTEKH M JKEIyAOYHO-KUIIEYHBIE  CHMITOMBI (Hampumep,
JMCIIETICUYECKHE PacCcTpoicTBa, auapest). Yactora HEU3BECTHA.

Eciu HaGIIOHAIOTCS ApyTrUe MoGoYHbIE peakiy, He yKa3aHHBIE BBIIIE, HEOOXOMUMO
0OpaTHTHCS 338 KOHCYJIbTallMel K Bpayy UIM apMalleBTy.

IIporuBOoNOKA3aHUA

[unep4yBCTBUTENBHOCTh K aKTUBHBIM JIMOO BCIOMOIaTeNbHBEIM KOMIIOHEHTaM
npernapara.

B3aumojeiicTBHe ¢ APYTHMH JIEKAPCTBEHHLIMH CPeJCTBAMH
He coo0lmanocs.

IlpexocrepesxeHusi 4 Mepbl IPeJOCTOPOKHOCTH

IManuenTaM ¢ 3a00JIeBaHUSIMH [I€YeHH B aHaMHe3€ CIeAyeT NMPUHHMATh Ipenaparsl
IAMULEQYTH ¢ OCTOPOKHOCTEIO (cM. pasnen «[lobounoe nedcTBue»).

ITanmeHTHl JO/DKHBL IPEKPATUTH IPHHUMATH [penapaThl HIUMHAIMQYTH U HEMEJICHHO
o0paTHTECs K Bpady, [IPY MOSIBICHUU NPH3HAKOB ¥ CHMIITOMOB, yKa3bIBAaIOIIUX Ha
IIOBPEXIEHUE MeYeHU (YCTAJIOCTh, IIOTEPs allleTHTa, MTOXKEITCHHE KOXKHU U a3 WX
CHJIbHBIE 00JIM B BepXHEH 4acTH >XMBOTAa C TOLIHOTOH M PBOTOH HIIH IIOTEMHEHHEM
MOYH).

B ciydae BarmHaJdbHOrO KpPOBOTEYEHMS WIIM IIOSABICHMS JPYTMX CHMITOMOB,
HeoOXOAUMO OOpaTHTHCS 32 KOHCYIbTALlUEH K Bpayy.

Ipenapatsl HUMULUQYTH HE HOJDKHBI MPUMEHATHCS BMECTE C 3CTPOTeHaMH, €CIH
TOJIBKO UX NPUEM He Ha3HAa4eH BpauoM.

[TanuenTEl, KOTOpEIE MPOXOOMIM HIIH MPOXOAAT JICUCHUE NPOTHUB paka MOJIOYHOM
KeJe3sl WM JPYTrMX TOPMOHO3aBUCHMBIX OIyXOJNed He IOJDKHBI INPHHUMATh
npenapar CummponHa ¢opre 06e3 MeAMUIUHCKOM KoHCynbTauuu. lloxamyicra,
CMOTpUTE paszen «JJoxInHuYecKe JaHHbIE.

Ecnn Bo BpeMs IpUMEHEHMS JIEKapCTBEHHOI'O CPEACTBAa CUMIITOMBI YXY/IIAIOTCH,
HE0OX0AUMO 00PaTUTHCS 32 KOHCYJIbTAallHeH K Bpauy WK GhapMaleBTy.

Ilpumenenue 6o 8pems bepemeHHOCMU U KOPMAEHUS 2PYObI0
Be30macHOCTh BO BpeMsl OepeMeHHOCTH U KOPMIIEHHS TPy IbIO He yCTaHOBIeHa. H3-3a
OTCYTCTBMSI JOCTATOYHBIX [aHHBIX, HCIOJB30BaHHE BO BpeMs OepeMEHHOCTH H
KOPMJICHHUS TPYABIO HE PEKOMEH Iy ETCS.
JKeHImpHaM C penpOAYKTHBHBIM NMOTEHIMATIOM CIIETYET I;QC(%%T&I QBGS}HGJKHOC‘TL
HCITIOJIb30BaHus 9 (HEKTUBHBIX METOZOB KOHTPALEIIU{ BO BIYEMA BN BRIy e

Mpuxaa Munucrepersa 3APABOOX PAHEeHU s
Pecnyéauku Benapycs
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OcobernHocmu @IUAHUA NIEKAPCMBEHHO20 CPedCmea HA CHOCOBHOCMb YNpas/iimb
MPAaHCNOPMHBIM CPEOCMBOM UNU NOMEHYUANILHO ONACHLIMU MEXAHUSMAMU
OTCyTCTBYIOT HCCIEIOBAHUSA 10 WU3YUYCHHUIO BIMSHUA HA CIIOCOGHOCTH YIIPaBJISTH
TPaHCIIOPTHBIMH CPEICTBAMH MM paboTaTh C APYTMMH aBTOMATH3MPOBAaHHBIMU
CHUCTEMaMH.

Ilepeno3upoBka
He obHapyxeHo ciydaeB nepeo3upoBKH.

®opma BbINYCKA H YIAKOBKA

ITo 30 tabnerok B KOHTYpHOIT suelikoBoii ynakoske u3 IIBX/TIBJIX u amoMHAHHEBO
¢omnbru.

Ilo 1 wim 3 KOHTYpHBIX $YeHKOBBIX YNAKOBOK BMECTe C HHCTPYKIHeil o
MEJMIMHCKOMY IIPUMEHEHHIO IOMENAIOT B KAPTOHHYIO IAYKYy.

YcnoBust XxpaHeHHst
XpaHWUTh TIpK TeMIIepaType He Bbiie 25 C B OpUTHHAILHOIM YIIaKOBKE.
XpaHHUTh B HEAOCTYITHOM IS IETEH MecTe.

Cpox xpaneHnus
3 roma
He mpuMeHATs 1ociie UCTeYEeH s CpOKa FOAHOCTH !

YciioBust 0TOyCKA H3 aNTeK
bes penenra

IIpousBoguTen

Makxc Lennep 3vone AT, 3eebukinTpacce 4
8590 PomancxopH, [seiinapus

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

JlepxaTeib perucTPalHOHHOIO YAOCTOBEPEH
Awmaxca ®apma JIT/I,

Jlongon, Benukobpuranus

(Amaxa Pharma LTD,

London, United Kingdom)

COTJIACOBAHO
MUHHCTEPCTBOM 3JIPABOOX PAHEHUS
PECTIYBJIMKM BEJIAPYCh

[Tpukas MunHCTepCTBA 3APABOCKPAHEHHA
Pecny6auku Benapyce




