KPATKA XAPAKTEPUCTHKA HA ITPOJYKTA



1. HME HA JIEKAPCTBEHHUA OPOAYKT

Bbrodun 40 mg TBBpIaM Kancyis

Bilobil 40 mg capsules, hard | ’j‘mw - «B g / /7 /}7 /7 f J" { /‘?/

LLTENIG T e s

29 09, 2

2. KAMECTBEH H KOJIHMMECTBEH CBCTAB

Beska TBBpAA Kancysna chabpka 40 mg padMHApaH U KOIHUECTBEHO ACPHHHMPAH CyX €KCTPaKT OT
nucta Ha ['ueKo 6unoba (Ginko biloba L., folium) (35-67:1), cranaapTH3HpaHH, TaKa, ve a ChAbpika:
- 8,8 no 10,8 mg runko ¢rapoHOHIH, KANKYIHPAHH KaTo (IaBOHOBH TTHKO3H/IH

- 1,12 ao 1,36 mg runkomumn A, B, C u

- 1,04 ao 1,28 mg 6unobannau).

ITupey excTparent e 60% m/m anerToH.

[ToMouHO(H) BelllecTBO(a) ¢ H3BECTHO JEHCTBHE:
NaKTo3a 62,7 mg

CAI0KO3a 2 mg
azopyOud (E122) 0,015 mg

3a npHMA CNUCHK HA MOMONIBHTE BelllecTRA, BIKTE TO4Ka 6.1,

3. JIEKAPCTBEHA ®OPMA

Tevpna Kancyna

Kancynute ca Bioneroso-kadasu. Te craspxar T cBeTAOKadAB 10 ThMHOKA(AB Npax ¢ BUEHMH N0-
THMHH YacTHIH H €BEHTYATHO MAIKH Gydnim.

4. KJHMHAYHH JAHHH

4,1 TepaneBTRYHE NOKAZAHHAA

BunoOnn € pacTHTelleH NIEKApCTBEH MPOAYKT 38 NOAoOpsABaHe Ha (CBLP3aHO ¢ Bb3pacTTa)
KOTHHHHTHBHO HApyLIEHHE W HA KAYECTBOTO Ha XKHBOT [IPH BE3PACTHH C j1eKa GopMa Ha JEMEHLIHA.

4.2 Jlo3BpoBKAa 4 HAYMHH HA NIPAJIOKEHHE

ﬂosupomca

Cmapuecka evapacm
BrapacTHM U DALMEHTH B CTAPYECKa BB3pacT TpAOBa Na Npuemat No 2 KancyaH 3 muTH THEBHO.

TpOALIDKHTENHOCT Ha PHEMa
Jleuenuero 1pabea Aa NpoIBIDKH Hali-Manko 8 ceaAMHIH.

AKo cnefi 3 Mecelia He ce Habmoara CHCTEMHO MoaeOpeHHe WK AKO MIATONOTHYHHTE C

Hedvampuuna nonyarayun
Hsama ¢BOTBETHO NPHIIOHKEHUE TIPH ACLA ¥ FOHOITH.

HauuH Ha npunoxexnue



Ilepopanna ynorpeba.
Kancynure Tpsa6GBa 1a ce MOrabLIAT LETH C JOCTATHYHO KOTHYECTBO TEUHOCT. Te Morar Jia ce
MPHEMAT HE3aBHCHMO OT XPAHEHETO.

4.3. IIporEBomoxa3aHHu

CEBpPBXYYBCTBHTEIIHOCT KBM 8KTHBHOTO(MTE) BELECTBO(A) HIH KbM HAKOE OT IOMOLUHHTE BEIIECTBA,
u30poeHu B Touka 6.1.
Bbpemennoct (px. TouKka 4.6).

4.4. Coenmanns DpeTynpeACHANA H HPeANAIHA MEPKH UpH ynoTpeda

IIpenn Havanoto Ha neveHueto ¢ bunobun e neobxoaHMo Ja ce MOTBBPAH, 4 CIIOMEHATHTE
CHMITTOMH He Ca Pe3yITaT OT APYTO OCHOBHO 3a(0isBaHe, KOSTO U3HCKBA CIELH(HTHO JIEUCHHE.
AKO CHMITTOMHMTE C€ RIOLIAT 110 BpeMe Ha yroTpefaTa Ha IeKapCTBEHM NPOXYKT, € HeoOxoauma
KOHCYIITalMA ¢ Iexap Wik papMauesT.

le‘l [IAIMCHTH C MaTOJIOHYHO MOBHHICHA CKJIOHHOCT KbM KBPBEHE (xemoparnqﬂa nﬂa'reaa) H
CHITPTCTRALLIO AHTHKOATYJIAHTHO H anmpomﬁounmo JNeyeHHe, NeKapCTBCHHAT NPOAYKT Tpnﬁna aace
npuaara ¢amo CJICA KOHCYIITalluA C JCKAP.

IponykTH, ceabpikauin I'iHko Gwioba, Moke Aa MOBHINAT CKJIOHHOCTTa KBM KbPBEHE H IIOPA/IH TOBA,
KATO MpeANa3HA MAPKA, IPHEMBT HA JIEKAPCTBEHHS NPOAYKT TPAOBA N1a ce NpeKpaTH 3 1o 4 AHH Npefu
onepawus.

B13M0XHO ¢ ipH npHeM Ha I'uHko 6unoba-ceabpKamy NpoayKTH A3 HACTRIT rbPYOBe MPH
HALHEHTH C SIHICNCHI.

CoiprerBainara ynorpeba Ha NPOAYKTH, ChAbpkawm I'iuko 61noda u edaBHpeHLl He ce IIpenopbYBa
(Bxk. TouKa 4.5). Ako No BpeMe Ha ynoTpeQaTa Ha NEKAPCTBEHHA NPOAYKT CHMITTOMHTE C€ BJIOIIAT,
TpAOBa Na ce KOHCYNTHPATE ¢ JIeKap WIH (papMaLeBT.

BHI0OHN ChHABPAKA TAKTO3a M roko3a. [TauMeHTH ¢ peaKH HacneacTeeHH npobaemn Ha
HEMOHOCHMOCT KM TAIaKT03a, ITHIIEH IaKTa3eH Ae(ULIMT KM IIOKO3HO-TAIaKTO3Ha ManaGeopbums
He TpAGBa Na npueMaTt TOBa JIEKapCTRO.

Azo ousetutenar azopyGun (E122) Moxke 12 Apean3BHER aJIEPTHIHH PEaKiidH.

4.5. BiaumoaeilicTBHE C APYIH JeKapcTBeHH NPOAYKTH H APYru opMa Ha B3aHMOAelHcTBHE

AKO NIEKAPCTBEHMAT NPORYKT CE TIPHEMA €HOBPEMEHHO C GHTUKOATYNAHTH (Hanp. PEHNPOKYMOH U
paphapHH) WIH AHTHTPOMOOLIMTHH JIeKapcTBa (HaMp. KTONMAOTPEIL, AUETHICATHMIIIOBA KHCETHHA H
APYTH HECTEPOUIHH MIPOTHBOBBLINANKTEHH IEKapCTEa), TEXHUAT epekT Moxe 1 Obae NoBusH.

Hannunure npoyusanus ¢ papdapus He nokasear B3aHMoeiicTBHE MEXTY BaphapHH M MPOIYKTH,
chAbprKaiiu [uHKo 61064, HO ce NpenopLyuBa aJIEKBATHO MPOCNEASBAHE [P CTAPTHPAHE, TIPH
NPOMAHA Ha A103aTa Ha ['Huko 61n06a, NpH NpHKIICYBaHE Ha NpHeMa Ha ['nHko 6unoba wnm npu
CMSHA Ha NMPOAYKTa.

[IpoyusaHe Ha B3aUMOREHCTBUATA ¢ TATHHOMION NOKA3Ba, ue I'uHKo GHno6a Moxe fa uHxHOMpa P-
FIIMKONpOTerHa B YepBaTa. Topa MOXe [a JoBeie A0 [TOBHLIEHA EKCNIOZHIIHA HA ICKapCTRa

TIOBMLIEHO BHAMAHWE NpH kOMOHHAIHA Ha ['HHKO 6unoba ¢ gaburaTpan.

EOHO npoyuBaHe Ha B3aUMOACHCTBHATA € NoKazano, 4 ['uako 6unoda moxe 1a yB
uudenunuH. Tpy HIKOM MHAKWBKAH e Habno aBaHo yBemuenue a0 100 %, soaew; &3hmafjﬂé)c1“ B
MOBHLIEHa HHTEH3WBHOCT HA NOPEILHTE BHIIHH. : i




He ce npenopbuBa ChITLTCTBALIOTO NPHICKEHHE HA TeKapeTsa, ChabpKamH [aHko 6unoba, 1
efasnpenu, TIna3zMeHHTe KOHLUEHTpalHK Ha eaBHPEHI, MOTaT A3 OBAAT HAMANEHH NOpaTH HHAYKUHA
Ha CYP3A4 (B:x. chino Touka 4.4).

4.6. DepTHIATET, (peMEHROCT H KhpMeHe

bpemenHoct
ExcrpaktaTe ot I'niko 6unoba Morar aa yepensar cnocobHOCTTa Ha TPOMOOLMTHTE J1a arperupar.

CKJIIOHHOCTTA KbM KBPBEHE MOKe Aa ce yBeauun. [IpoyusanuaTa npH XHBOTHHTE ca HEAOCTATHYHH M0
OTHOLIEHHE HA PENPOAYKTHBHATA TOKCHYHOCT (BXK. ToYKa 5.3). YnorpebaTa € NpoTHBONOKA3aHA 1O
BpeMe Ha OpeMeHHOCT (Bx. Touka 4.3).

Kspmene
He e m3BecTHO Jaiu excrpaxthte oT [inko 6uno6a wid MeTaGonuTuTe ce eXcKkpeTupar B kbpmata. He

MOXE 14 C& M3K/LIOUH PHCK 3a KbpMaueto. [Topau JIHTica Ha JOCTATHYHH JaHHH ynoTpebaTa no BpeMe
Ha KbPMEHE HE ce Mpenophyea.

DepTHIAHTET
He ca npoexaany cnempduany npoy4sanua ¢ Fuuko 6unota npu xopa 3a oligHKA Ha eeKTHTS

BBPXY (epTHnuTeTa. B mpoyuBaHe NpH KEHCKH MKLIKY ca HabnionaBaHn ehekTy BHPXY depTunaTteta
(Bxk. TOUKa 5.3).

4.7. Bamgade BLPXY cnocobHOCTTA 32 modHpane B pabora ¢ MAIBHH

He ca npoBeXIaHH anekBaTHH NpOy4BaHus 3a edekTa BbPXy cnocoGHOCTTA 3a modupae u pabota ¢
MALIKHH.

4.8. HexenaHnn NeKAPCTBCHH PEAKUHE

- MHoro dectu (> 1/10)

- Yectn (= 1/100 go < 1/10)

- Heuectut (= 1/1 000 go < 1/100)

- Penxwm (= 1/10 000 o < 1/1 600)

- Muoro peaku (< 1/10 000)

- C HeHM3BECTHa yecTOTa (He MOXKe f1a 6l OLEHEHA OT HANTMYHHUTE NAHHH)

TaGauueH BUA HA HEXKEITAHATE PEaKLHK

MHOro Yectu Yectn C HEH3BECTHA YECTOTA
Hapyienue Ha KpBBTA CrolwaBa ce 3a
H auMdHaTa ciucTeMa KBpBEHE OT OT/ICTTHH

opranu (o4n, HOC,
MO3BYEeH H CTOMAIIHO-
ypeBeH KPHBOHIITHE)

Hapymmenna Ha Moxke ga BH3HUKHAT
HMYHHATa CHCTEMa peaKkLuH Ha
CBPBLXUYYBCTBHTENTHOCT
(anepruyeH oK)
Hapyuiesus Ha I'narobonue 3amaiipane
HEepPBHATA CHCTEMA
CroMaiiHO-9PEBHH Juapus, kopemMHa
HapylleHHA Gonka, ragese,
TIOBPELIAHE

Hapyinenus Ha Koxara




H [OAKOMHATA THKAH ANEPrHYHHA KOXHH
peaxumu (epHTEMa,
OTOK, ChpOekK H
obpHB).

AKO HACTBIAT APYTH HEXENAHH PEaKUHH, KOHTO He ¢4 CIIOMEHATH N0-Tope, TpA0Ba Aa ¢ NOTHPCH
KOHCYJTTALMSA C JICKap HITH (apMaLeBT.

Croblaeane Ha NOAO3HPaHA HEXENaHH PSAKLIHH
CpoBLIaBaHeTo HA NONO3HPAHH HEXENAHH PEAKLHH Cliefl paspellaBaHe 3a ynorpeba Ha neKapcTBeHHs

NPoRYKT € BaxkHo. ToBa 103B0/IABA Ja NPOILHKK HaGMIOAEHHETO HA CHOTHOUICHHETO TOT3a/PHCK 33
nexapcTeeHns NpoaykT. OT MeJANLMHCKHTE CIELMATHCTH C& H3UCKBA a ChoOIMABAT BCAKA
noo3vupaHa HeXXeMaHa Peakiiig upes:

HanbnHATeNHa areHiivg 1o JIeKApeTBaTa

yn. ,JamaH [pyer” Ne 8

1303 Codun

Ten.: +35 928903417

yeGcaitr: www.bda.bg

4.9. Ipeaosnpane

Hsama cho0imenus 3a cnyyan Ha npefo3upane.

5. ®APMAKOJIOI'MYHH CBOMCTBA
5.1 dapmakogEHAMHYTHE CEOHCTBa
dapmakoTepaneBTHIHA Ipyna: APYTH JekacTBa cpeugy semeHuma, ATC xon: NO6DX02.

Kancynure chIBpXAT CTAHAAPTH3HPAH CyX €KCTPaKT OT JjiHcTaTa Ha ['uHko Gunoba (Ginkgo biloba
L.). TousHAT MEXaHA3LM He € H3BecTeH. JlaHHH oT apMaKOTOrHIHH Npoy4BaHHA IPH XOpaTa
rioka3saT fnoeuuicHa EED akTHBHOCT Npy repHaTpuyHy MALUKEHTH, HAMAIABAHE HA BHCKO3HTETA HA
KPBBTa M NIoK00pena LepeGpanya nepdysnd B crielndudHiA 061aCTH NPH 35paBH MEXe (60-70
FOJMHH), KAKTO H HAMAJIABaHE Ha TpOMOOLMTHATA arperalus. B nombaHeHne ¢a ASMOHCTPHPAHU
BA3OAHIATHPAINH e(DEKTH B KPBBOHOCHHTE CHAOBE HA MPEAMHIIHHULIATA, NPHYRHABALLNA OBHILIEH
PETHOHAJIEH KPEBEH TOTOK.

5.2 DapMakoKHHETHYIHH CROHCTBA

Cnea nepopanHo npunoxkende Ha 120 mg exctpakr ot ['mako 6unoba (kaTo pa3TBop), cpeAHaTa
GronanuuHOCT ¢ 80 % 3a TepneH JaKTOH ruHKONKA A, 88 % runkoman B, u 79 % 3a 6unobamun.
TleproabT Ha NONYETHMHHHpaHE Ha MMHKONHA A e 5 yaca, 3a runkonHa B 9-11 vaca v 3a 6unobanua
3-4 yaca, NHKOBHMTE NIA3MEHH KOHUEHTpaIK ca 25-33 ng/ml, 9-17 ng/ml u 19-35 ng/ml choTeTHO 34
rHHKONKA A u Ounobamuz,

Korato ce npunara noa ¢opmata Ha TaGneTky, MHKOBHTE IL1a3MEHM KOHLUECHTPALHU Ha TepricH
NaKTOHHTE ¢a B IMANa3oH o 16-22 ng/ml 3a runkonun A, 8-10 ng/m] ruakonua B 1 27-54 ng/ml 3a
6unobanua. ChOTBETHHST IUTa3MeH NOTY/KMBOT Ha TMHKONHA A 1 B B 6lo6anmma e pecnekTHBHO 3-4,
4-6 u 2-3 4aca. 120 mg ekctpakT oT G. biloba, HapaH KaTo MMKORH TUIA3MECHH KOHLICHTpALIHH HA
pasTBopa, ¢a choTBeTHO 25-33 ng/ml, 9-17 ng/ml 1 19-35 ng/ml 3a ruxkonna A, B u 6unobanua.

yaca.
5.3 IIpeaxnanayny JjanaE 3a GezonacHocT

Xponwuna moxcuunocm



XpoHHYHATa TOKCHYHOCT € H3CJeJBaHa IEPOPATHO B NMPOTBDKEHHE HA 6 Mecena NpH IIBX0Be H
Ky4eTa ¢ Tpunaraiu AReBHH 1o3u ot 20 1 100 mg/kg TenecHo Tersio (CHOTBETCTBAM Ha KOS(pULMeHT
Ha GezonacHoct 1o 3,3 npH mwikxose ¥ 11,6 npu KyyeTa), KAKTO M ¢ yBenHyapaia ce 1o3a ot 300, 400
# 500 mg/kg TenecHo Terno (mpH rwrexose) i 300 1 400 mg/kg TenecHo Terno (npu Ky4erTa)
(orroBapsigy Ha xoeduuHeHT 3a HesonacHocT 10 16,8 npu rwisxose u 46,3 npu Kydeta). Pesyirrature
MOKa3BaT, CAMO NPH KY4eTa, HHCKA TOKCHYHOCT B TpyNaTa ¢ HaH-BHCOKH [I03H.

Penpooyxmuena moxcuurnocm

Hamuue e camo orpaHryeHa HHpopMaLKs 3a peNpoNyKTHBHATA TOKCHYHOCT Ha CyXHA eKCTPaKT OT
I'uHko 6unoba, IlybnukyeanuTe gaHEH ca NpOTHROpEeYHBH. JloKaTo MpH Mo-cTapo nNpoy4eaHe npx
ILTLXOBE W 2afil{M M TIPH NIO-HOBO [IPOYYBAHE NPH MHIIKH HE Ca YCTAHOBCHH TEPATOTEHHH,
eMOPHOTOKCHUHH I HeGnaronpuaTHy ehekTy BLPXY PeNpoOAYKTMBHOCTTA, APYFO TPOYYBAHE IIPH
MHLIKH 0Ka3Ba eeKTH BBPXY PENPOAYKTHBHHTE IAPAMETPH KATO (hePTHIMTET M PENPOSYKTHBHH
CrocoOHOCTH M NPEAH3BHKBA BArMHANHO KbpBeHe. ChILO Taka TECTOBE C HEYTOUHEHH HIH Malko
pasnH4aBauM ce excTpakTd or IiHko 6wio6a ca nokasand edekTH Brpxy GeTarHOTO paseaTHE (Cbe
Wi Oe3 TOKCHUHOCT 32 MajikaTa) iin ca NPHIMHWIA NOAKOKHH KPbBOH3IMBH, XHIIOMHI MEHTALHA,
uHxuOHpaHe Ha pacTexa U aHodTammua npu munenxy eMOpuonu. He chulecTByBaAT aneKeaTHu
TECTOBE 33 PENPOTYKTHBHA TOKCHYHOCT.

Mymazenrocm, kanyepozennocm

He ca HATHYHW TECTORE 33 FEHOTOKCHIHOCT ¥ KAHIIEPOTEHHOCT 3a CyXMA eKeTpakT oT I'niko Gunoba.
IMomoben Ha onicarus B MOHOTpadHATa eKCTPAKT e M3CNeaBaH B PEIHIA IPOYYBAHKA 34
reHOTOKCHYHOCT H KAHIEPOreHHOCT. Pe3yATaThT € nonoxuTeNneH 3a reHHa MyTauis npu Gakrepuure.
MuxpoHykiieapeH TecT Ha nepH{epHY EpHTPOLIMTH OT MHIIIKH JaBa OTPHIIATE/IEH pe3yITaT npH
MBXKKH ¥ JIBYCMHCIIEH PE3YITAT [IPH KEeHCKH #HBOTHH. TYMOPHTE Ha LIMTOBH/IHATA XJIe3a, OTKPHTH
NPH NPOYYBaHE 32 KAHUEPOTSHHOCT NMPH IUTHXOBE H XENATOLCHYIAPHHAT KapiiHOM, OTKPHT B
NpOyYBaHe 32 KAHLEPOreHHOCT MPH MHLIKH, €& CHHTAT 3 criel(HIen NpA rpH3aYUTE He-
I'€HOTOKCHYEH OTTOBOP (TIPH OPOAB/DKHTEIIHO IEUCHHE) ¢ BUCOKH JI03H Ha MHIYKTOPH Ha
4epHOAPOOHHTE eH3HMH. Te3H BHAOBE TYMODH HeE CE CUMTAT 34 PEJICBAHTHA 33 XopaTa. EKCTpakTsT He
NpeaU3BNKBa U3MEPUMI reHOTOKCHYHH e)eKTH rpu MHIDKH B 1032 ao 2 000 mg/kg.

6. OAPMAIIEBTHYHHA JAHHH
6.1. Couchk HR DOMOINAUTE BCIECTRA

- Coovpacanue na kancyrama:
JIAKTO3a MOHOXH/PAT
LAPEBUYHO HHILECTE
tank (E553b)
CHNHLIHEB JHOKCH], KOJIoMIeH Oe3poneH
MaruesueB creapar (E572)

- (Obeusxy Ha Kancyramo:
THTaHOR AuMokcHA (E171)
HHaHroTHs (E132)
asopybun (E122)
yepeeH xkenesen okeug (E172)
yepen #xeneseH okcun (E172)
wenatan (E441)
Hlomouinu eewgecmea 6 pacmumennus npenapam
[JTIOKO3a, TeYHA, H3CYIIEHa Ype3 pasnpailasaHe

6.2. HechbBMeCTHMOCTH

Henpunoxumo.




6.3. Cpoxk Ha rogHocT
3 roguHu
6.4 ChnenuajJHH yCIOBHS 3a CbXpaHeHHe

,[Ia Ce CbXpaHsABa B OpUrHHAa/IHATa OMNAaKOBKA 3a /1a C€ npeanasy OT Bjara.
(4]
[Ha ce cpxpanssa noa 25 C.

6.5. BuaH cLAbLpKAHHE HA ONAKOBKATA

BaucrepHa onakoska (PVC/PVDC u anymunueBo donmo): 20 TBbapH Kancynu (2 6auctepa ¢ no 10
Karcymu), B KyTHS.

Bauctepna onakoska (PVC/PVDC u anymunueso ¢oauno): 60 Tebpan kancynu (6 6auctepa ¢ no 10
KaIlCyJii), B KyTHs.

He Bcuuku BUAOBE ONAaKkoBKH MOrar Aa ObaaT mycHaTH Ha nasapa.

6.6 CroenHa/HH NpelNa3HH MePKH IPH H3XBbLP.IsiHE H paboTa

Hsama cneunanHy H3HCKBaHHA 3a H3XBbPJISHE.

s IMPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

KRKA, d. d., Novo mesto, §marje§ka cesta 6, 8501 Novo mesto, CnoBeHHus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20020347

9. JATA HA TbPBO PA3PEIIABAHE/IIOTHOBSIBAHE HA PA3SPEIIEHHUETO 3A
YIOTPEBA

Jara Ha mepBo paspewarane: 07.05.2002r.
JlaTa Ha nocieqHo noaHoeseane: 16.04.2014 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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