
KPATKA XAPAKTEPI{CTI,IKA HA IIPOtrYKTA



I. I{ME HA JIEKAPCTBEHI4.fl IPONYKT

Anrucrarcc 180 mg Ka[cyJrrr
Antistax@ 180 mg capsules

2. KATIECTBEH I4 KOJII{IIECTBEH CbCTAB

E4ua rancyna cbAbpx{a 180 mg cyx eKcrpaKr or Jrrrcra Ha qepBeHa .nosa (4-6:l) (Extractum
Vitidis viniferae foliae aquosum siccum; eKcrpaxr4paul areHr: no4a)

flououlno BeIIIecrBo: 1 xancyra cbAbpxa 38,25 mg rer{Ha fJrroKo3a (u:cyruena upe:
pa3[parxaBane), ct,ornerBaqa ua 7,5 mg rn]oKo3a.

3a nt:rHuq crrrrcr'K Ha noMoIrIHr4Te BeurecrBa, Bl4xre roqxa 6.1.

3. JIEKAPCTBEHA OOPMA

Kancyru.

4. KJII{HI4IIHII AAHHI4

4.1. TepauenruqHu rroKa3aul'rs

flpo$u:raxruKa v JrerreHrre Ha crrMrrroMlr, AbJr)Kaqr4 ce Ha ycraHoBeHa xpoHrrqHa BeHo3Ha
HeAocrar:brrHocr, gBbp3alav a pa3rIrupeHl{ BeHrr, BKJIroqr{TeJrHo oroK Ha AonHr4Te rpaftuurlu,
TelKecr LInI{ yMopa B KpaKara, r{yBcrBo Ha HanpexeHze, LI3TpbrIBaHe u 6olra.

4.2. {o:lrponrca u HarrrrH Ha rrprrJro}r(eHrre

flpenoptvrzreJrHara Ao3a 3a BT,3pacrHr4 e 2 xatcyll'u (360 mg) AHeBHo. [o:ara Moixe Aa 6sre
yBenuqeHa 4o 4 rancym (720 mg) 4nenuo, Kor{ro Aa ce npveMar cyrprrH.
Kancy:rure rpa6na Aa ce rrorJrt,urar uenu c BoAa rrpeApr xpaHeHe.

4.3. flporunouoKa3aHuq

AHTI4CTAKC rancynv Lrnu AHTI4CTAKC $unnaupa:nu ra6terKrr He rpa6na ra ce npunafa
ilpu naqueHTrr c rr3BecTHa cBpsxr{yBcTBr.rTeJrHocT KbM eKcTpaKT oT JrrrcTa Ha qepBeHa no3a
r4rru npytvr cscTaBKr.{ Ha rrpoAyKTa.

4.4. Cneqlra,rnu flpeAyflpe]r(AeHnfl rr rrpeArra3Hrr MepKrr ra ynorpe6a

llpu noxna Ha BHe3aIIHo noAyBaHe, 3aqepBsBaHe Ha Koxara, HanpelxeHr,re, TorrJrrrHa u 6orxa,
oco6eso B eglrHr4s. or KpaKara, e neo6xoAr4Ma KoHcynrapfl c neKap. Tesu curraroMrr Moxe Aa
ca BcneAcrBr4e Ha rpou6o$.ne6ur. Tosa He e B pe3ynrar Ha JrerreHr.rero c eKcrpaKT or Jrlrcra
Ha rrepBeHa Jro3a, Karo JleqeHlrero Moxe la6r'Ie npoAbnlreHo.



B c:ryuafi Ha HeAocrarbqeH vJrv He3aAoBoJrrrreJreH crrMrlToMarl4qeH orfoBop B paMKHre Ha 6

ceAMr.rul4, rpx6ea Aa ce norr,pcn cr,Ber or JreKap, r:sfi raro 3a cI4MrIToMI4Te MolKe Aa I4Ma

Apyfa npuquHa.

AHTI4CTAKC r<aucynuHrrr4 AHTI4CTAKC $unnrirpauura6terxu 180 mg cbAt'pxa 30 mg
fjltoKo3a 3a MaKcLIMaJIHaTa rlpenopr,qBaHa IHeBHa Ao3a.

4.5. B:auuoAeiicrsue c Apyrrr JreKapcrBeHlr rpo[yrTu H Apyrlr {opuu ua

n:anuoAeiicrBrre

He ca r{3BecrHr{.

4,6, @eprururer, 6peuenHocr Ir Kr,pMeHe

AHTI,{CTAKC xancynu urv AHTI4CTAKC $unnrupaHu ra6nerKtr He ce nperopr,r{Bar no

BpeMe ua 6pelreuHocr r.rJru KbpMeHe. Hqr\aa KJrrrHrrqHI4 npoyr{BaHufl. npu 6peueuuu u

K:bpMeulu )KeHr.r. He ca rr3BbprrrBaur4 npoyqBaHr{r orHocHo e(fexra ua AHTITICTAKC Bt'pxy

Seprurzrera.

4.7. E$enru Br,pxy cuoco6uocrra 3a ruo{upaHe u pa6ora c MaIxIrHrr

He ca r.r3B:r,prxBaHr4 npoyqBaHuq orHocHo e$exra na AHTI4CTAKC Br,pxy cnoco6socrra 3a
ruoQupaue u pa6orara c MarrIr.IHI{.

4.8. HexenarurJreKapcrBeHrrpeaKrrrru

9ecrorpr Ha Br,3HrrKBaHe cbrnacHo MedDRA KoHBeHuIr{Ta:
Muoro qecrpr:  7. l l l0;
9ecru :  >  1 /100 ao  <  1 /10 ;
Heqecru: > l /1,000 ao < 1/100;
Pelxu: > l /10,000 ao < 1/1,000;
Mnoro peAKr{: <l/ l 0,000
C ueugeecrHa qecrora: or HaruqHVTe AaHHrr He Mo)r{e la 6rle HanpaBeHa oIIeHKa.

I-a c mp o uu m e c muH en H u H apyut e Huz
Heqecru: fa4ene, croMarrreH 4zcrcorra@opr r{ .4pyrl{ crrMrlToMrr cBr,p3aHrr c

xpaHocMr,rnaTenHaTa cIIcTeMa.

Hapyuteuun Ha Ko)rcoma u nodrcocrcHlrme mbKaHu
Heqecru: feHepalu:upau o6puB BcnelcrBne Ha cr,p6ex, KoTIpIIBeH o6puu u

Apyru peaKIII4LI Ha CBpbXtIyBCTBLITeJIHOCT.

4.9. flpegourpaHe

Cro6rqeura ca orAenHr4 cnyqar4 Ha rrpeAo3r,rpaHe. Hxvra cr,o6rqeHrs. 3a cepI4o3HI4 Hexe-naHlr
peaKuuu B pe3ynrar Ha reqeHr4ero c AHTI4CTAKC.

5. @APMAKOJIO|I4IIHI4 NAHHI4

5.1. @apnraxoqnHaMrrrrHr!ceoi icrsa



Oapnaar<orepalreBTr.rr{Ha rpyna: Cra6utmzwpautn Karrfinrpr{Te cpe.qcrna./6uoQ:ranoH otrAr4,
ATC xor:  C05CA

Excrpaxrrr or Jrrrcra Ha r{epBeHa no3a rrpeAcraBnsBa cJroxHa xou6uuaqus or pa3nr.rqHrz
KnacoBe cbeAr,rHeHr.rr, KbAero S:ranou-/SJraBoHoJrrJrroKo3rrArrre u fnroKypoHr4Arrre
rIoorIeJIHo rIpI,ITexaBar nporr4BoBb3rrirJrr4TeJrHo Aeficrsue. llpe4rnrzur4qHr.r npoy'tsauus in
vitro tpu rIJIbxoBe u sailr,\u rroKa3Bar, qe eKcrpaKTbr or rrr4cra Ha rrepBeHa Jro3a 14
cbAbpll(arql4Te ce B Hero Qnanouon4rr npeAna3Bar erruTeJra Ha KpbBoHocHrrre cr,IoBe, Karo
cra6utuzupar Krerbquure uelr6paHru [oBr4rxaBar rrxHara eJracrr.rr{Hocr (uopnranLsnpar
ctAoBara nponycKnrrnocr). HanrarqeaHero Ha o6err,rzre KJrerbqHa rrJra3Ma, rrporerrHrr rrnu
BOAa, KOI,ITO HeKOHTpOnI4paHO npeMr.rHaBaT B MelK.4yKJreTbrrHOTO npOCTpaHCTBO Ha T:bKaHuTe,
sao6nrarrrqv BeHlrre, HaMar.sBa Berle cb[{ecrByBaurlrre orollu u I]orHcKa o6pa:yeaHero Ha
HOBII ,

B lse 4nofiuo cJrelu, paHAoMr{3HpaHV, nraqe6o-xoHTponr.rpaHr.r npoyrrBaHus., ABe Ao3oBu
KoHrreHrpaqlru (360 mg Ha rer v 720 mg Ha IeH, rpr{eMaHrr cyrplru) AHTI4CTAKC
Karlcynl4 utu AHTWCTAKC $rz.nnrupauu ra6lerxu ca cpaBHeHn c u.rraqe6o rpu ilaurreHrri,
crpaAaulu or XBH (xponz.rHa BeHo3Ha HeAocrarbr{nocr). B ABe 4nofiuo cJrerru,
paHAoMpI3LIpaHv, nraIle6o-xoHTponr4paHr,r rtpoyrrBauufl, p.Be Ao3oBrr KoHueHTpaquu (360 mg
Ha AeH u 720 mg Ha AeH, nppreMauu cyrpulr) AHTI4CTAKC Kancynv utu AHTVICTAKC

Sun*rupauu ra6rerxz ca cpaBHeHu c uaqe6o rpv rarlaeHTr.r, crpaAaxlrl or XBH (xpoHr.ruHa
BeHo3Ha HeAocrar6.trocr). I-{enra Ha r,r3cJreABaHero e o6errzeHo ila ce onpeAenu
edruracuocrra Ha AHTI4CTAKC no orHorxeHr4e Ha HaMan.sBaHe Ha oroKa Ha AolrHu.s
xpafiuux u cy6extuBuo no orHorrreHr.re Ha cborBerHrrre crrMrrroMr,r na XBH. Crcl, 12
ceAMurIHo JleqeHrre oroKbr B AoJrHr,r.g rpaftHnx e crarr4crr,rqecKrr 3HaqrrMo HaMaJIeH H rrpr4
ABara Ao3oBLI pe)Kr4Ma B cpaBHeHr4e c nnaue6o. Pe:ynrarrrre ce nplreMar 3a Knr.rHrrrrHo
3Har{HMr4. florarpAeHo e cl,rMnroMarrrr{Ho uo4o6peuue. ,{osara Moxe Aa ce yBenuqu rc 720
mg Ha aeH. AHTITICTAKC ce noHacr 4o6pe r4 B ABere Ao3oBa HuBa.

Edruracnocrra Ha cyx eKcrpaKT or Jrr4cra Ha t{epBeHa Jro3a, npunaraH rrepopanHo 3a
HaMaJItBaHe Ha oroK, e KJILHI,IqHo AoKa3aHa npu nocneABalrlu 4nofiuo-c:renz, n,raqe6o-
KoHTponlrpaHu Krrurr4qHr4 r43nraTBaunfl, npr.I KoI4To ce ocbrrlecrssea Ha6rrcAeHr{e, c
rrpllnoxeHrre Ha npelopbqBaHara Ao3r4poBKa sa $um,rupasu ra6rerKr{ nplr laqrreHrrr c XBH.
llpz.noxeurrero Ha eKcrpaKT or Jrrrcra Ha r{epBeHa no3a e AoBeno Ao 3HaLrureruo uoAo6peHue
Ha MuKpoBacKynapHoro xprnoo6paueHue npu rarlzeHrrr c XBH. Kancylzre, Kar(To H
cf u.nlrzpanrzre ra6lerKrr rroKa3Bar cpaBHrrMr4 npo(pz:ru Ha pa3TBapsHe.

5.2. @apuarcorrrHerrrrrHrr ceoficrea

llepopa:uroro flpnnox(eHrre Ha eKcrpaKT or Jrr.rcra Ha qepBeHa no3a AaBa cbr.r3Mepr.rMa
cr4creMHa eKcno3r{uu fl. c ra3u ua $aplrar<oJrorr4rrHo 3HaquMr.rre $ranouoloez \4era6oruru.

5.3. flpegr,ruuurrHrr AaHHrr ga 6e:ouacnocr

flpu recroBe 3a ocrpa roKcrrrrHocr c eKcrpaKT or Jrrrcra Ha r{epBeHa Jro3a, cJreA nepopaJrHo
ilpunolreHlle ua 10,000 mglkg reJrecHo rerJro npu nnbxoBe rrrrr4 MprLUKrr, He ce ua6ln4anar
rutro 6ere3rr Ha roKcLILrHocr, Hrrro rlaroJlofrrr{Hrr aHaroMrrr{Hr{ npoMeHr{. B recToee ga

noAocrpa ToKcprrrHocT Ha rrJrbxoBe e npunoxeH eKcTpaKT oT rrvcTa Ha qepBeHa JIo3a B AO3LI
or 250 mg/kg renecHo rerJro Ha AeH, B npoAbnxeHr4e Ha 90 guvr, v He ca ua6mo4anaun
HrrKaKBI4 cr{creMHrr He)KetraHr.r e$exru.



flpz vrurpoHyKneapeH Tecr, rrppr recr 3a reHHr4 Myrarlrrr4 ess Yl9 KJrerKr.r or xuraficru
xaMcrep v ilpu MIrKpo3oMeH Ar.rcKoB cMeclrreJreH Tecr na Eftlrc c KnerKr.r ua Salmonella ce
AoKa3Ba, qe eKcrpaKTa or Jrrrcra Ha qepBeHara Jro3a HrMa MyrareHeH eSexr.
B npoyvnaHe 3a reparoreHHocr npu zaitgvt (re.reHrae or 6-ru 4o 18-rra .4eH or 6peueHnocrra)
ue ce sa6lloAaBa KaKbBTo u Aa e roKcr4qeH e$ercr B Ao3r4 ao 3000 mg/kg reJrecHo refro.

6. @APMAIIEBTI4IIHIT AAHHI4

6.1. Cnucr,r Ha rroMoruHrrre BeruecrBa
Cr4rpNaul{e Ha Kancynara: cr{JrrruueB ArroKcr4A, KoJror4AeH 6esnogeu, MarHe3r{eB creapar,
rlapeBur{Ho Hrrlrecre, T€uIK, tJrroKo3a, TerrHa (ra:cyureua qpe3 pa3[pauraeaue);
O6nusKa Ha Kancynara: )Kenarr.{H, Harpr.reB naypuncyn$ar, upevucreHa Bora, TrrraHoB
AIroKcIrA (E171), xeJre3eH AHoKcr4A, qepBeH (E 172), )Kene3eH oKcrrA, )Kr,Jrr (E 172)

6.2. HecreN.recrlrM0crrr

He e npurox(HMo.

6.3. Cporc Ha roAHocr

3 roAunu.

6.4. Cneqlra,rHu ycroBuq Ha cbxpaHeHrre

[a ce cbxpaH{Ba Ha cyxo Mrcro, noa 25oC.

[a ce cbxpauqBa Ha Mrcro, HeAocrbtrHo 3a Aerla.

6.5. lauulr 3a orraKoBKara

E:r u c rep u or P P /ar ylr nnufi . vnv zuly Mvutuit I PY C /P V D C.
KaproHeua orraKoBKa, cbAbpxarua 6lucrep or 20,50 utm 100 rancynu.

6,6, Cueuuarn[ [peAna3Hrr MepKrr [prr rr3xBr,prqHe

HqN,{a cneuuaJlHl4 vl3r4cKBaHvs.

7. TIPI4TENTATEJI HA PA3PEIIIEHIIETO 3A YIIOTPEEA

Boehringer Ingelheim International GmbH
Binger Strasse 173
D-55216 Ingelheim am Rhein
fepuauux

IlpoureogrrreJr:
Ginsana S.A.
Via Mulini 6934 Bioggio
[Ueefiqapus



a

8. PE|T4CTPAUT4OHEH HOMEP
20060752

9. AATA HA fIbPBO PA3PEIUABAHE/IONHOBflBAHE HA PA3PEIIIEHIIETO
3A' YIIOTPEFA

fiara ua rrT,pBo pa3perrreHr.re 3a yrrorpe 6a: 27 1I211006

r0. AATA HA AKTyAJII43I4PAHE HA TEKCTA

flo4po6na unSoplraqux 3a roBa neKapcrBo e rrperocraBeHa Ha ye6cafira Ha
tr4: nus zreJrH ara areH rlu-f, n o neKapcr yn a (\4AJI) : www. bda. b g


