KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA



1. HME HA JEKAPCTBEHUS IPOAYKT

buno6un ¢opre 80 mg TREPAH KANCyIH
Bilobil forte 80 mg capsules, hard

; R

2. KAYECTBEH M KOJIMYECTBEH CbCTAB - e

Bcesaka TBbpaa kancyiaa ceaspka 80 mg padurupan # KomudecTBeHO AehHHApaH CYX eKCTPaKT OT
nvcra Ha I 'uiko 6unoba (Ginko biloba L., folium) (35-67:1), cranzapTH3HpaH Taka, Y€ Ja ChIbpPKa:
- 17,6 no 21,6 mg ruiko praBoHOHAH, KAIKYIHPAHH KATO (pIaBOHOBH TTTHKO3HAH

- 2,24 no 2,72 mg ruvkomuau A, B,C i

- 2,08 no 2,56 mg crwrobammumm).

ITbpeu exctpareHT € 60% m/m aneroH.

LlomomHo(1) BenmecTpo(a) ¢ M3RECTHO JAEHCTBHE:

JIaKTO3a 125.4 mg
IIIoKo3a 4 mg
azopybun (E122) 0,029 mg

3a TEIHKA CIIHCHK HA NOMOIIHHTE BELIECTRA, BIKTE Toyka 6.1

3. JEKAPCTBEHA ®OPMA
Tenpaa xancyna

Kancynure ca po3oBH. Te cbIbpHKAT CBETIO 10 TBMHO KA(AE NPax ¢ BHAUMH TBMHH YaCTHLIH H €
BL3MOMKHO HATHYHE Ha MaiKH Oyakn.

4. K/HMHHAYHH JAHHH
4.1. TepaneBTHUHRH NOKAAHRASH

Bunobun dopre e pacTeTenen nekapcTBeH NPOAYKT 3a nofoOpaBase Ha (CBLP3aHO C BR3PacTTa)
KOTHHHHTHEHO HAPYIIEHHE H Ha KAYeCTBOTO HA XKHBOT NPH BE3PACTHH C JIeKa (OPMa Ha JIEMEHLIH .

4.2. [lo3HpoBKa H HAYHH HA TPH/IOKEHME

AOSHQOBKH

B13pacTHH M malMeHTH B CTapdecka BL3pacT TpabBa fa npueMar o 1 Kancyna 3 meTH JHEBHO.

[ponpKHTEIHOCT HA NpUeMa
Jleuenuero Tpabsa a npoaboKH Hali-Maiko 8 ceaMHiM.

Axo crren 3 Mecenla He ce Habmogaea cicTemMHo nofoOpeHHe WM aK0 NATONONHYHHTE CHMIITOMH Ce
3aCHJIAT, IekapaT TpA6Ba fa NpeLeH: Nany NpoIb/DKABAHETO HA JIEHEHHETO BCE OILE € OTPaBAaHo.

Heouampuuna nonysayus
Hama cnoTBeTHO MOKa3zaHHe TPH JIela M 10HOIIIH.

Ha4yMH Ha NpuioxKeHHe
Ilepopanua ynorpeba.




Nanuentnte TpaGBa A2 NOMIBLIAT KANCYIHTE ¢ AOCTATHYHO KONMYECTBO TeuHoceT. Kancynute morar
na Obpat npHeMaHH, HE3aBHCHMO OT XPAHEHETO.

4.3 TIIpoTuponoKazaHHA

CBPBLXYYBCTBHTENHOCT KBM AKTHBHOTO BEIECTBO WM KBM HAKOE OT MTOMOILHHTE BELIECTEA,
H30poeHH B Touka 6.1,
BpemeHHoCT (Bk. TOuKa 4.6).

44 Coenumajnnn OpexynpexiaeHHs H NpcANa3zHH MEPKH npH ynorpeba

Tlpenn Havanoro Ha neuenneto ¢ bunobun dopre e Heo6xo0AEMO A3 Ce NOTBEPH, Y€ CIIOMEHATHTE
CHMIITOMH He Ca PE3yJITaT OT IPyro 0CHOBHO 3a00/%RaHe, KOSTO H3HUCKBA CNCUH(HYHO NeyeHHe.
AKO CHMITOMHTE €€ RJIOLLAT 1O BpeMe Ha ynoTpebara Ha JeKapcTBEHHs NIPOAYKT, € Heobxoauma
KOHCYNTALMS C JieKap WITH (apMalleBT.

flpH nauueHTH ¢ MATONOTHIHO MOBHIIEHA CIUICHHOCT KbM KbpBeHe (XeMopar#JHa JuaTesa) 6
CBHITLTCTBAIIO AHTHKOATYIAHTHO H AHTHTPOMBOLMTHO fiedeHne, bunobun popre Tpabea na ce npunara
caMo clell KOHCYJITALMS ¢ fieKap.

TIponyxTH, ceappsrainy [ Mako 61106a, MOKe Aa NOBHIOAT CKIIOHHOCTTA KbM KBPBCHE H IOpaiH TOBA,
KATO ApeAnazHa MApKa, PHEMBT HAa NEKAPCTBEHNA NPOOYKT TpAGBa fa ce npekpatd 3 10 4 HH Npeax
onepanna.

B13MoxxHO € npH npHeM Ha FHHKO 61106a chAbpkalM NPOAYKTH A2 HACTHAAT IbPIOBE NPH
NAIMEHTH C eNWIENCus.

CroeTcTBallaTa ynorpeba Ha NPOAYKTH, ChAbpKaIy I HHKO 6Hnoba u epaBBpEHI HE ce NpenopbsYBa
(k. TouKa 4.5). AKO 1o Bpeme Ha ynoTpedaTa Ha NekapcTBeHuA MPOAYKT CHMITOMHTE Ce BIIOLIAT,
TpAGBa N1a ce KOHCYNTHPATE C JeKap WiH dgapManesT.

Kancynure bunoGun hopre ¢prepKkaT 1akTO3a M rmoko3a. ITanpeHTH ¢ peaky HacaeACTEEHH
npodneMi Ha HEMOHOCHMOCT KbM MAllaKTO33, TEIEH JIAKTa3eH JAeGHLMT WIH FIOKO3HO-TalakTo3Ha
manaGcopOuua He TpAGBA 1a IPHEMAT TOBA NEKAPCTRO.

A30 ouerTensT asopyons (E122) Moxe 12 npeIM3BHKA aNEPTrHIHH PEaKIIHH.

4.5 BsauMmopeilicTBRE C APYTH JEKAPCTECHH IPOAYKTH R ApYrH GopME HA B3aAMOJeHCTRAE

AKO JICKapCTBEHHAT NPOAYKT CE MPHEMAa €AHOBPEMEHHO C aHTHKOATYIaHTH (HaNp. (PEHNMPOKYMOH
papapHH) HIH AHTHTPOMOOLIHTHH NeKapCTBa (HAIp. KIOMAAOTPEN, AllCTHICANHIIAIOBA KHCEIHHA H
JPYTH HECTEPOHIHH NPOTHBOBEIMATHTEHH JICKAPCTEA), TEXHHAT eekT Moxe da 6ba¢ NORIHAR.

HanuyHHTe npoyuBaHus ¢ BaphapHuH He NOKA3paT B3aHMOACHCTBHE MEXY BapdapHH M MpOXyKTH,
chAbpkallH I'HHaKo Gunoda, Ho ce MpenopbYBa aAEKBATHO TIPOCIEAABAHE HPH CTAPTHPaHe, MPH
NpOMAHA Ha fo3aTa Ha I'HHKo 6unoba, npu Npuxioysane Ha npdeMa Ha [Huko Ounoda niu npu
CMsHa Ha NPOOYKTA.

Mpoyusane Ha B3aUMOIEHCTBHATA ¢ TATMHONON 10Ka3Ra, 4e [uHKo 6unoba Moke na unxubupa P-
IIHKONPOTEHHA B YepeaTa. ToBa MOke Ja IOBEE 4O NOBHILCHA eKCMO3UIHA Ha ACKapCTBa

3HAYHTEIHO NOBIHAHH OT P-rnukonporenHa B yepsara, kaTo naburatpan eTekcunar. I1
MOBULIEHO BHUMAHWE NpH KoMOuHaupa Ha ['uako Gunoba ¢ gaburatpas.

EnHo npoy4pase Ha B3aUMOACHCTBHATA € MOKka3alo, ye I HHko Ounoda moxke
nudeaunun. Mpy Haxou HHAKBHAM € HabMogaBaHo yeeaHuense 1o 100 % Bo,
NDOBHUIEHA HHTEH3HBHOCT Ha ropeliyTE BhJIHH.



He ce npenopbyBa CHITETCTBAIIOTO NPHIIOKEHHE Ha EKAPCTBA, ChABPKamH [ianko 6unoba, W
epasupenil. [LrasmMeHuTe KOHLIEHTpaLHH Ha edaBHpPEHL MOraT fa 6bJaT HaManeHH NOpaji HHIYKUMS
Ha CYP3A4 (Bx. cbuio Touka 4.4).

4.6 Depraamrter, bpeMeEHOCT B KLPMeHe

BpeMmenHoeT

ExcrpakTuTe 0T [ HHKO 6HN0Ga MOraT aa yBpeasT cniocoSHOCTTa Ha TpOMOOLIMTATE [a arperipar.
CKJIOHHOCTTA KbM KBPBEHE MOXKeE 11a c¢ yBejuun. [IpoyyBaHHATA IPH JKMBOTHHTE C& HEAOCTATHYHH
10 OTHOIICHHE HA PENPONYKTUBHATZ TOKCHYHOCT (B. Touka 5.3). Ynorpebara ¢ IPOTHROMOKA3aHA 110
BpeMe Ha OpeMeHHOCT (BX. Touka 4.3).

KnpMmene
He e w3BecTHO nanu ekcrpaxtute ot I'iHko Guiioba win MeTaboJauTHTE Ce eKCKPETHPAT B KbpMaTa.

He Moxe na ce M3KII0UH PHCK 32 KbpMaveTo. [lopany nurca Ha A0CTATHYHH JaHHK ynoTpebata mo
BpEME HAa KbPMEHE He ce Mpenopb4sa,

QeprHaARTET

He ca nposexxnanH cneludHysyA npoyusanud ¢ ['mHko 6unoba npH Xopa 3a OLeHKAa Ha eeKTUTe
BEpXY $epriniTeTa. B npoyuBaHe NpH XeHCKH MMILKH ca HaGmojaeaHH edeKTH BbpXy epTiiuTeTa
(Bx. TOuka 5.3).

4,7 BurauHe BbLPXY cnocobHOCTTA 32 modupane H padora ¢ MAIIEAH

He ca npoBexnaHH afeKBaTHH NPOY4YBaHHS 32 e(eKTa BEpXY cocoOHOCTTa 3a modupate u pabora ¢
MAIIHMHH.

4.8 Hexenanw NeKApCTBEHH PeaknaH

HexenaHute peakiiii, KOWTO MOTAT /1a BB3HAKHAT 110 BPEME HA IEUYEHHE € €KCTPAKT OT I'HHKO ca
KIACHOHIPAHH B CNEAHUTE IPYTHN B 3aBHCHMOCT OT YECTOTATA:

- Mmnoro vecth: (= 1/10)

- Yectu: (= 1/100 mo <1/10)

- Hedectn: (= 1/1 000 no < 1/100)

- Pegpxu: (= 1/10 000 po <1/1 000)

- Muoro peakn: (<1/10 000)

- C HeuzpecTHa YecTOTA (HE MOXKe a Oblie OleHeHa OT HUTHYHATE AaHHH)

MHoro uectu YectH C HeHM3BECTHA 4eCTOTA
HapyireHue ga kphsBTa Crobuiasa ce 3a
o ambHaTa cHCTeMa KEPBEHE OT OTRe/HM

opraHu (04#, HOC,
MO3BbYeH H CTOMALIHO-

4PEeBEH KPbBOH3IIHB)
Hapyienns na Mozke 1a BE3HHKHAT
BMYHHAaTa CHCTEMa peaKiLiHK Ha
CBPBXYYBCTBHTETHOCT
(aneprudeH oK)
Hapytienus sa I'nasoGonne 3amaiisane
HEPBHATa CHCTEMa
CroManigo-4peBHH Huapus, xopeMHa
HapyuIeHA oMK, TageHe,
TOBpBIUAHE

Hapyluenns Ha ko)kaTa
# NOJKOXKHATA ThKaH

]

A




peakiiu (epHTema,
OTOK, CHpOesk H
obpue).

AKO HACTBIAT APYTH HEXeENAHU peakLiH, KOMTO He ca CIIOMEHATH Mo-rope, TpAOBa 1a ce NOThPCH
KOHCYNTaNuA ¢ eKap uiy ¢apMaiesT. :

CpobumapaHe Ha NORXOIMPAHH HEKENIAHK PEaKIIHA
CrofOuiapaHeTo Ha NOJO3MPaHH HEXENIAHH PEAKIMH Clle]l pa3pellaBaHe 3a ynoTpe6a Ha JTeKapCTBeHHS

MpoAyXT € BaxkHOo. ToBa NO3B0/IABA Ja NPONR/LKH HAGIIONEHHETO HA CHOTHOLIECHHMETO MON3A/PHCK 32
NEKAPCTBEHHA TPOAYKT. OT MEIMLIMHCKHTE CIELMAHCTH Ce H3KCKBA 13 ¢bho0maBaT BeaKa
MOAO3MPAHA HEKENaHa peaKklMA 9pes:

H3ms/iHATENHA areHIHA 110 TeKapCTBaTa

vi. ,Jlamau I'pyes” Ne 8

1303 Codmsa

Ten.: +359 2 8903417

yeOcaiir: www.bda.bg

4.9 IHpeao3mpane

Hama cLobieHus 3a ciysan Ha npenosupase.

5. ®APMAKOJOIHYHH CBONCTBA
5.1 <dapmakoIHHAMHIHH CBOKCTBA

(apmaxoTepanesTHYHa rpyna; Apyru ieKapcTeeHH NpoayKTH cpeury aemenumsa. ATC kon:
NO6DX02.

Kancynure ¢chbIbpKaT CTAHOAPTH3MPAH CYX €KCTPAKT OT nucTara Ha [unko Gunoba (Ginkge biloba
L.). TousiHAT MEXaHA3BM HE € H3BecTeH. Jlanun oT hapMakonorHYHH Npoy4YBaHHs NPH XopaTa
nokasgat nosiiieHa EEI” akrHBHOCT NpH repHAaTpHYHH NALKEHTH, HAMallIBaHE HAa BHCKO3HTETA Ha
KpbBTa K nonobpena nepebpanna nepdysus B cneunduyHE 061aCTH MPH 3apaBH MExe (60-70
rOJMHH), KAKTO H HaMaNABaHe Ha TPOMOOLIMTHATA arperausa. B nomenHeHue ca AeMOHCTPHPAHH
Ba30[M1aTHPAIIH e(eKTH B KPbBOHOCHHTE CHAOBE HA NPeAMUITHALIATA, NPHYHHABALIM NOBHIEEH
PETHOHAJICH KPbEEH NOTOK.

52 dapmaxkoKHHeTHIHH CBocTBa

Cnen nepopanto npunokenue na 120 mg excrpakt ot ko 6unoda (karo pasteop), cpeaHara
OuonanuyHocT € 80 % 3a Tepnen nakToH reEkonua A, 88 % runkonuz B, u 79 % 3a Gunobamma.
IlepHOABT Ha MOMTyEIMMHHHPAHE Ha THHKOIM A € 5 4aca, 3a raHkonua B 9-11 #aca H 32 Gmrobanma
3-4 vaca, nMKOBMTE MAa3MEHH KOHLEHTPAUHH ca 25-33 ng/ml, 9-17 ng/ml u 19-35 ng/ml chorBeTHO 32
FHHKOJAUT A 1 6unobamu,

Koraro ce npunara noa ¢opmara Ha TabneTky, MAKOBUTE [UTA3MEHH KOHIIEHTPALIMA Ha TEPEH
JIAKTOHMTe ca B OHana3oH or 16-22 ng/ml 3a runxonun A, 8-10 ng/ml runkomiz B u 27-54 ng/ml 3a
6unobannn. CrOTBETHHAT IUIa3MeH NOMYKHBOT Ha THHKONHA A U B u 6unobanua e pecnekTueHo 3-4,
4-6 u 2-3 qaca. 120 mg exctpakr ot G. biloba, 1aBaH kaT0 NHKORM ILTA3MEHN KOHLIGHTPAllHHM Ha
pa3sTBopa, ca ceoTBeTHO 25-33 ng/ml, 9-17 ng/m! 1 19-35 ng ml 3a runkomn A, Bu 6

yaca.

53 TMpeaxnaHHYHH AAHAR 3a Ge3oHacHOCT

Xponuurna moxcuinocm
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XPpoHHYHATA TOKCHYHOCT € H3CJIeIBaHa NepOpalIHO B POAR/DKEHHE Ha 6 MECELIa NPH ILTBXOBE H
Ky4eTa ¢ IpHIaraHH AHeBHH 1034 ot 20 u 100 mg/kg TenecHo Tero (CHOTBETCTBAINM HA KOSHIUHEHT
Ha GezonacHoct g0 3,3 npu rwbxose 1 11,6 npH ky4eTa), KakTo M C yBelH4apalla ce 103a ot 300, 400
1 500 mg/kg TenecHo Tero (npa mabxose) win 300 u 400 mg/kg TenecHo Terno (npu Ky4eTa)
(otropapsu Ha koeuureHT 3a GezomacHocT Ko 16,8 npr nrexoee H 46,3 npu Kydeta). Pesynrature
I0Ka3paT, caMO NPH Ky4eTa, HUCKa TOKCHYHOCT B TPYNaTa ¢ Hail-BHCOKH JI03H.

Penpodyxmuena moxcwirocm

Hanmue e camo orpanHdena uudopmanss 3a penpoayKTHBHATa TOKCHYHOCT HA CYXHA €KCTPAkT OT
IMabko 6unoba. [ybaukyeannTe naHHH ca NpoTHBOpedHBH. JIOKATO NpH NO-CTapo MPOYYBAHE NPH
[LTLXOBE # 3aHIH H NPH NO-HOBO NMPOYYBAHE MPH MHULIKH HE €& YCTAHOBCHH TEPATOrCHHH,
eMOPHOTOKCHYHH HIH HebnaronpuaTHH eeKTH BEPXY PelpoAyKTHBHOCTTA, APYTO MPOYYBAHE IIPH
MHIIKH NOKa3Ba eekTH BEPXY PENPOAYKTHBHATE HapaMeTpd KaTo (PEPTHIHTET H PENPOAYKTHBHH
crnocoOHOCTH H NPEAM3BHKBA BATHHAITHO KbpBeHe. CHINO TAKA TECTORE ¢ HEYTOUHEHH WIH MAJIKO
pa3HYaBalIH ce eKcTpakTH oT [ MHKo Grnoba ca nokasanu eekTH BEPXY ()ETATHOTO Pa3sBHTHE (CHC
WK €3 TOKCHYHOCT 33 MalKaTa) WIH ca IPHYHHITH MOJKOXKHH KPbBOHITHEH, XHIOMATMEHTALIMS,
HMHXHOHpaHe HAa pacTeXa H aHOPTAIMHA NpH NHIekH eMOprHoHu. He chinecTBYBAT afleKBaTHH
TECTOBE 3a PENPOAYKTHBHA TOKCHUHOCT.

Mymazennocm, xanyepozennocm

He ca Hanu4HK TECTOBE 38 TEHOTOKCHYHOCT H KAHIIEPOTEHHOCT 38 CYXHS eKcTpakT oT I'MHKo 6unoda.
Honoben Ha omycanya B MOHOTpa(hHATA EKCTPAKT € M3C/IESIBAH B PeAHLIA IPOYUBAHHA 32
reHOTOKCHYHOCT M KaHUeporeHHocT. PesynrarsT e monoskuTeneH 3a reHHa MyTaUHa npH 6akTepuure.
MukpoHyKkiIeapeH TecT Ha NepHPEPHH EPUTPOLIMTH OT MHIINKH JABA OTPHLIATENICH Pe3yTaT NpH
MEXKH H JBYCMHCIIEH pe3y/ITaT MPH JKeHCKH JKHBOTHH. TymopHTe Ha IIHTOBHAHATA JKII€3a, OTKPHIH
[IPH NPOY4YBAHE 34 KAHLEPOTCHHOCT NPH IUTHX0BE H XCIATONETYIApHHUAT KAPLHHOM, OTKPHT B
POyYBaHE 33 KAHLUCPOreHHOCT NMPH MHIIKH, C& CUHTAT 33 CNeLUHYEH NIPH FPU3AYHTE He~
FEHOTOKCHYEH OTTOBOP ([IpH NPOIBLIDKHTENHO JIEHEHHE) ¢ BHCOKH A03H HA HHAYKTOPH Ha
uepHOAPOOHUTE eH3HMHA. Te3H BUIOBE TyMOPY He Ce CUMTAT 3a PENICRaHTHH 3a Xxopara. EKCTpakThT He
HPEOIH3BHKBA H3MEPHMH F€HOTOKCHYHH edeKTH ITPH MHLIKH B 5o3a ao 2 000 mg/kg.

6. @APMAIIEBTHYHH JAHHH

6.1. ChnECBLK HA NOMOIMHHTE BEUIECTBA

Crovpoicanue na xancynamd.
Jlakro3a MoHOXMApaT

CrHnuuHes THOKCH, KONCHAEH 6e3BoaAHeEH
HapesradHo HuIIECTE

Marse3ues creapat (E572)

Tank (E553b)

Crovpricanue na obgugkama.
sKeneseH okcHy, deped (E172)
KENEC3CH OKCHA, Yepren (E172)
xkenataH (E441)

azopybun (E122)

THTaHOB AuokcHa (E171)

Ilomownu sewecmea e pacmumennus npenapam
rIoKO3a, TEYHA, H3CYLIEHa Upe3 paziipailasate

6.2 HecnhBMecTHMOCTH

Henpunoxumo




6.3 Cpok Ha rogHocT
2 roiMHH
6.4 CneusajHH yc/10BHH 32 CbXpaHeHHe

Ja ce cpxpansasa nop 25°C.
Jla ce cbxpaHsiBa B OpMIrMHA/IHATa ONAKOBKA, 32 /1a ce NpeanasH oT Biara.

6.5 BuaHcbIBpPKAHHE HA ONAKOBKATA

Baucrepu (PVC / PVDC donuo, Al donuo): 20 kancynu, Tebpau (2 G1ucTepHu onakoBku 1o 10
KancyJiu), B KyTHs.

Baucrepu (PVC / PVDC donuo, Al donuo): 60 kancynu, Tebpau (6 61uctepHyn onakosk mo 10
KarcyJim), B KyTH.

He BcHuKH BHIOBE ONMAKOBKM Morar Ja Obat MmycHaTH Ha nasapa.

6.6 Cnenuajuu npeIna3sHH MEPKH NPH H3XBbP/IsHe H paboTa

Hsma cneuuanHy H3HCKBaHMA 33 M3XBBPIIAHE.

Heu3non3saHuAT JieKapcTBEH NMPOAYKT WIH OTNAAbYHHTE MaTEPHAIIH OT Hero TpAOBa 1a ce M3XBbPIAT
B CbOTBETCTBHE C MECTHUTE H3UCKBAHMA.

7.  IIPHTEXATEJI HA PASPEIIIEHHETO 3A YIIOTPEBA

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

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20040128

9, JIATA HA ITHPBO PA3PEIIIABAHE/TIOJHOBABAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

Jlata Ha mbpBO pa3pewaBane: 29.03.2004
JlaTa Ha nocnenHo nogHosasade: 12.09.2014

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




