Kparka XapaKTepucTUKA Ha HPOAYKTA

1. THproeeko HMe HA JEKAPCTBEHUS NPOAYKT

Bekunis Herbal Tea

bexynnc, 0MIK0B Yai

2. KOJ’II’I‘IBCTBEH H Ka‘leCTBEH ChCTAB

Enma uvacHa NBKAIKA (1 2¢) uali ChABpKA:
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Sen'nae -Folium 0.72 g .

(CTaHI[apTI'ISI'IpaHI’I KaTo XI’IIEPOKCI/IaHTpalIGHOBI/I I‘J’II/IKOBHJII/I I/IBTE[I/ICJICHI/I ‘

karo Sennoside B 18 mg )
3.'JI_e1capc1'BeHa (l)opma e
Yaif, OHIKOB. |

4, KnuHuYHA JaHHH

‘4,1 HoxazaHus ‘

3a HenpoaBIDKATENHS yIoTpeda Ipy KOHCTHAIIANNS (3aHeK). |

4.2 Jlo3upoBKAa M HAYMH HA yHOTpeda

QOSH PpOBKA .

s - 1V qaena JIB}KHT{ka (0,6-1,8 g) ,D;HG,BH(.).A

Hauun pa ynm‘peﬁa




H3BIIEK Ce Ipelexza U ce IHe Ha MaJKi DIGTKU. [Ipenopruntento e yasr
Ia Ce IprieMa Bedep ey JiraHe. : ‘
IpoxbIKHTEeNHOCT HA YHOTpeOa

l_nd 2 cemMuIu

4.3 TIpoTHBONMOKA3AHUS

Bekunis Herbal Tea re Tpa6a na ce ynorpebdsasa npn CBPBXUYBCTBUTENHOCT
KBM JIEKAPCTBEHOTO MK KEM HIKOE OT HOMomHHTe BelIecTBa ;B CIyYau Ha
YpeBHa HENPOXONYMOCT (MIEyC), OCTPH BE3IANUTENHH 3a00NIBaHMA Ha
gepBaTa, Hamp. Oonecria Ha Crohn, yIlepo3eH KONMT ¥ . ACHIMIHT,
CTOMAITHKM OONKHA C HEW3BECTEH MPOHM3XOM; IPH CIydYad Ha TEXKKA
. AeXWApaTailisi C HapylUleHWe BHB BOAHO-GIEKTPONUTHHA OaNaHC;Ipu
XPOHHYHA KOHCTHIAMS; IIPK Aella Ha Bb3pacT nox 12 -roguHm.,

4.4 CpnenuajHy NPOTHBOHOKAZAHUA H CIICUMATHI
_ Ipenynpe:KAeHus 3a ynorpeﬁa

Bekunis Herbal Tea He TpﬂﬁBa na ce yn0Tpe6;IBa IIOBE:T-Ie oT 1—2 ce,u;MHuH
0e3 KOHCYNTays ¢ JeKap. -
TIpombmKUTeNEaT YIOTpeba MOXKe Aa 0600TpH KOHCTI/III&I_II/I}{TEI.

IIpu TarMeHTy ¢ HEKOHTHHeHIFLT TPAOBa Na ce u3baArBa HPOXBIDKATETISH
KOHTAKT MeX( Ty KOXKaTa H HBHpa}KHeHHHTa K4TO YECTO ¢ CMEHS IeneHara
YOTH TTAMIIEPCHTE., :

B ciTyuJait, e CHMITOMUTE HpO,ILBJI}KaT HJIPI CHCTOSHIETO Ce& BIIOLLIH
TEIEHHAETO, TpH6Ba nace npeoue}m '

45 JIeKachBeHu H APYru B33PIMOIIGI/ICTBHH

B cmydait Ha XpOHHYHA yroTpeba WiIH 3Jonn0Tpe6a no;pa,un 3ary6a Ha
KaJlui, € B3MOXKHO 3aCHIIBaHEe Ha gcbeKTa Ha CBPACYHUTE TTTHKO3HIH, KaKTO
1 TIOBJIMABAHE Ha JAeHCTBUETO Ha aHTHAPUTMUYHUTE JTeKapcTBa. Jarybata Ha
Kanyil CBIIO Taka ce yBe'JIanBa ‘ npy ep;Hoi:-ipeMeHHOTo TIPHTTIOKE c
};{c{u‘i*ffaﬂfsx

THASUOHN JUYPETHIH, - KOpTHKOGTGpOH,I[H u Radix Liquirit
KOpEeH). Moxce a 6'5)16 VIeIKHEH C'BIIJ,'BCTBYBaJ]I eJIeI{TpOJmTeH ‘




BBBMO}KHO c J'IeKO T—ICPBCHO OIJ;BeTﬂBaHe Ha yanaTa KOCTO © 663 KJII/IHPI‘IHE{
3Ha‘IHMOCT

4.6 BpemMeHHOCT H KbpMEHE

Vnorpe6a'ra na Bekunis Herbal Tea o Bpeme Ha OPEMEHHOCT W KBpPMEHE
Tps0Ba 2 CTaBa eAMHCTBEHO CleNl peBapHTeNHa KOHCYITalKs ¢ IeKap.
Hpes IBPBHTE TpH Mecexia ot OpeMerHocTTa Bekunis Herbal Tea Tpabsa ma
ce ynoTpeGsBa camo, aKkO 3alleKbT He MOXe Jia Ce JIeKyBa C IPOMsiHA B
. HadMHa Ha xpaHeHe 15014V IIpI/I6aBKa Ha 0araCcTHH BEINECTBA .
Mankn KxonmdecTBa OT pasTpagsMre TPONYKTH Ha CeHara, KOWTO
TpUTEKABAT JaKcaTHBeH e(eXT (Hamp. penH) IpeMEHABAT B . MaiuMHOTO
miriko. He e HaGJIIO,IIaBaH JIAKCATHBEH e(pem: I'IpI/I K’bpMaT{eTaTa.

4.7 Edextn B"bpxy crmcoﬁnocn*a 3a moqmpane n paﬁoTa c
Mammm

HsMa faHHE 32 HpOM}IHa B CIOCOGHOCTTA" 3a motbnpaHe 51 pa60'ra c
MaIHHy.

4,8 "Hexxenanu JieKapcTBEHH PEeaKIUM

B orpennu cnyqan MOTAT. []a* BE3HUKHAT Ca3MatiiHH CTOMAITHO-UPEBHH
pascTpolicTea. BE3MOXKH2 € [I0SBaTa Ha CBPEXTYBCTBUTENHOCT, IPOABABAIIA
ce ¢ KOXKHU peaxIyu. HpI/I Te3r 00CTO4TENCTBA € He0OXO0IMMO 1o3aTa a Cce
namanu. B ciayyait Ha xponpdHa ynorpeba MiIn 3310yr10rpe6a e B'BSMO}KHa_
[OBYIIEHA 3ary6a Ha BOZia ¥ CONH, 0COOEHO HA KaHeBU COJIH. Ocgexi ToBa €
BE3MOKHA I0SBaTa Ha ANGyMAHYPHS -H. XEMATYPWS, KaKTO ¥ JIBKIHBA
IMMTMEHTALMA Ha 4YpeBHATa MyKo03a (pseudomelanosm .coli), xosTO €
Oe3BpenHa H OGHKHOBEHO. H39e3Ba CIeH TpeKpaTsBaHe Ha ‘ynorpebata Ha
9ad, 3ary6a*ra Ha xamuif MOXe Ja HOBede IO CMyIIIeHHSI B CBpJleuHaTa -
dyHKIES ¥ [0 MyckyiHa craboct, ocoﬁeHo B CIyIau HA eHOBPEMEHHO
NPUNOKEHHE CBC CHPACYHH IIMKO3UIM, THAsHAHW JAVYPETHLH |
KopTKKoc'repon,nH. : ‘ o -

4.9 Hpe,uosnpaﬂe
OcTpaTa HHTOKCUKAIMAL C Hepopamm: JIaKcaTHBHH I
XapaKTepusupa Hal-Bede ¢ TexKKa JWapyd, B HAKOH CIryqan B & 58 ggl &
TEXKO *-IPEBHO pa3,npa3HeHHe KOeTO MOXe [1a. 6'.5;[:6 Ch ED O




CEpHO3Ha BOJIHO- eJIeKIponHi"Ha 3aryba. ToBa wMoxe fia néBe):(e A0
Xumokanvemus (3aryba Ha Kammi) ¥ GONe3HEeHH MYCKY/IHH. CIIa3sMiL. AKO
KOMMKUTe M = HOBHIIEHOTO ' Ta3000pasyBaHe ¢a IBPBOHAYATHO
HpeobianaBaluTe CHUMITTOMH, ITPH-ONPENeIeHH 06CTOATENCTRA KIIMHIIHATA
KapTHHA MOXE XA HAIof00fBa TAa3d Ha ' OCTHP XHPYPrUYecKH KOpeM.
- XpoHHYHaTa 37T0YHOTPe6a.C JaKCAaTUBHM JIEKApCTBA Ce XapaKTeph3upa
Openp BCHYKO C XUIIOKaAIHEMHSI | 9eCTO C- MYCKyJIHa OTIIaZHAIOCT.

II'sppuyna  MegunHHCKA _ moMouy: - BE3CTaHOBABaHE : Ha - BOJHO-
eNEKTPONUTHYS OaaHC. ‘ S ) : ‘

5. (I)apMaKO.}IOFH‘IHH JNAHHY - ATC ko,z[ A06AB 06
5.1 (I)apMaKO,HHHaMIfI‘IHPI CBOHCTBa

OcBen  ciy3nHu BemeCTBa H Q)naBOHormIfI ceHaTta cvf,m;pma - 1,8-
MEXEAPOKCHAHTPAXUHOHOBY  TPOU3BOSHM CBC ‘cnabuTenHO HeficTBEE.

KoImKOTO [0 CEHO3MAUTE, KOMTO KOJNHYIECTBEHO HpeobiapaBar, WM IIBK
TeXHUTE aKTHBHH META0ONUTH B KOJOHA ~ PEHH-AHTPOH, ePeKTHT ce Gasupa
TaBHO HA IOBIABAHE Ha MOTOPHKATA HA' IeOEoTO IepBO,. KOETo: ce
H3pasiBa B Hﬂxu6npa1{e Ha 3afpbXKHATE KOHIpaKIIKPI W CTHMYIUpaHe Ha -
HpPOIyICHBHATA MOTOpKKa. Karo pesynTaT ce YCKOpsBa ITACaXKBT TIPe3
YepBara, a KaTo CEACTBHE OT HAMAIECHOTO KOHTaKTHO BpeMe ce HOHKKABS .
abcopbrusATa Ha TEIHOCTH. Karo )IOHTBJIHSHHG BOJIaTa U EIEKTPOTUTUTE Ce
OTHAEIAT Ipe3 CTUMYIHpPAHE Ha aKTUBHA CeKpeIlHs Ha. XJI0P. :

5.2 ®apMaKOKHHETHYHH CBOHCTBA

Cenosumute ca prodrugs KOHTO HHTO ce pe3opOrIpaT, HUTO ce pasrpa}ma'r B
TOpHAT2 9acT HAa CTOMAIIHO-YPEeBHUA TPakT. B’ J:{eﬁenoro 9epBO ce pasuajiar
IOR HelCTBHETO Ha GaKTepWanHUTE GH3UMY IO DEHH-aHIPOH. PeuH-
QHTPOHBT € MeTaloNUT C. JAKCATHBHO JeHCTBHe: BUOHANMYHOCTTa MY €
MHOrO0 Hucka. IIpu eKCHepKMeHTH C JXHBOTHY, T10-MaiKo 0T 5% ce OTAe ¢
ypHuHaTa oz GopMara Ha OKHCICHH ¥ YACTHIHO KOHIOTHPAHH TIPOJYKTH —
pern ¥ cenmyuH. OCHOBHATA YacT OT PeMH-aHTPOHEBT (>90%).ce crEp3Ba C -
YPEBHOTO CHIBPXKUAMO B H3NPAKHEHUATA U CE erccchempa TIOX - cbopmaTa Ha
TONUMEPHH ChEIHHCHU. : \
MaJIKH KOJMYeCTBA OT aKTHBHUTS MeTaﬁoJmTH (Hanp pePIH) npeMH

HPH eKCHepHMeHTH HpOBGI[GHH C }I{KBOTHH HpHC’BGTBIfIGTO 0
’HJIaIIeHTaTa € H3KIIIOYHTCHHO HHCKO. -



5.3 TIpexaIHBAIHE JAHKH 32 (€30IACHOCT

"V cTaHoBeHO e, e OocTpaTa TOKCHYIHOCT Ha IDIOZIOBETE OT. C€Ha, Ha
CHeILHaJIfiIf;Te E€KCTPaKTH,IIPOU3BEHECHE OT 1X, KaKTO ¥ Ha- CCHO3UIUTE ©
MBoro Hucka. Cropex. pe3ynTaTHTe OT IIPOYYBAHUATA, HAIPABEHH IIPH
napeHTepanHo NPUIOKEHHE. BEPXY MHMIIKH, eKCTPaKTHTe NOKa3BaT- II0-
Bncoxa obmia TOKCHTIHOCT Beposm:Ho IOpajiy CBIBPKAHEETO HA aI‘J'II/IKOHII

ITpy DpHITOXKeHHS BBPXY Kydera B fo3u fo 300 mg/kg 3a noseye ot 4 ‘
C@I{MHIIH KaKkTO ¥ BBEPXY InbXose B 1031 7o 100 mg/kg 3a TI0BeYe OT 6§
. Mecera, CeHO3UAKTE He. IPOsBIBAT crienahmHa TOKCHYHOCT, -

, Tlpu nneXoBe ¥ 3all Her € HabmolaBan ©MOpHOIETalEH, -

. TEPaTOreHeH HIH (beTOTOKcheH ethekT CclIel IEePOpanHO NPHIOKEHHE Ha
cenosimu. OcBen ToBa, He ce HabmONasa TIOBNHABAaHE Ha [IOCTHATAIHOTO
. pasBUTHEe Ha - MIaJETe TTEXOBe, IIOBEAEHHETO * - -Ha: Maifkara, IpH
OTITIeXKaHeTo Ha HOTOMCTBOTO unn nnonom'roc:'r'ra Ha MBXKHATE H
JKEHCKHTE THIBXO0BE.. : : o Co :

In Vitro, eKCTPaKTET OT. CEHA HPOHBE[Ba MyTareHHom: 2 TIpH HHCTHTE
cyﬁcTaHumI cemosun A, B.J.perH pe3ynTaThT € OTpI/IIIaTeJIeH In. vwo
TECTOBETE 38 MYTAréHHOCT C onpe;xeneHH eKCTPaKTH OT - TITOZIORe Ha cera
TIOKA3BaT OTPHUIATENHH -pesyrrard.. Ilposepenn ca JM3NUTBAHKA 32
- KAHIEPOreHHOCT ¢ 0bOraTeHH CEeHOSHRHY (bpaKiHy.’ B ToBa TpoyuBaHe,
OCBHIMECTBEHO BBHPXY MIEBXOBE 3a NoBeye ot 104 CeIMULH [ Ao3H N0 235
mg/kg TenecHo Terno, HUTO eHO BCI}'_};eCTBO He HpS,EIHBBI/IKBa YBENHYCHHAS Ha
YecToTaTa Ha TyMopHTe - -

6. (I)apmaueBanHn ):xamm
'6.1 ConcbK HA nomomHnTe Beme(:TBa H TeXHnTe Konnqecma

_nucra ot Merra -Menthae piperitae folium -

-nsar Xubnckyc —Hibisci flores cum calyxes
-mueta ot Kbnusa ~Rubii fruticosi folium <

6.2 ®HINKO-XUMUIHH HECHBMECTHMOCTH

.Hsna B3BECTHY KO MOMEHTA,




6.3 Cpok Ha rofHoCT
3 ro,uHHﬁ .
6.4 Cneunanng yCJIOBHH H_a CpréiHe}me;

Ha ce CBXpaHHBa Ha MSCTO, HEAOCTBIHO 32 gleua' .
Hace C’BXpaHHBa npu- TeMIIEPATypa oA 25 C !

' 6 5 Jlamm 3a OHaKOBKaTa

I_[HJIHHszHqHa KyTHA, H3pa60TeHa OT. CIIKpaJIHO HaBET KapTOH, C, -
aTyMMHEEBE . .OONHAIIOBKA OTB'BTpe KY’I'I/ISITa e ° 3arevaTaHa OTrope c
anyMuEueBo: homo u’ OJMETHIICHOB KallaK. IisHOTO, ‘¢ HU3paboTEHO OT
naMapuHa. OpHmHaJIHaTa OlIaKOBKa cr:map;xa 55 g 6HHKOB Taif,

7. Ame m anpec HA. npnTemaTe.uﬁ Ha pa?.pemeﬂﬂe'ro 3a
yIIOTpe6a ' ’ : ' : :

roha arzneimittel GmbH
Rockwinkeler Heerstrasse 100
"~ D-28355 Bremen '
Germany

8. Pernﬂpauuonen Ne g pernc*n:pa o l1.11.28 SJIAXM

9. ,II,'aTa Ha m:.pBo pa3pemenue 3a yImTpeGa Ha JIeKapCTBeHnﬂ
HpOﬂYKT(HOIIHOBﬂBaHe Ha paspemeﬂne'ro)

10. I[a'ra Ha (qacanHa) axryannsauna HA TeKCTa
05. 2004 - : :




