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1. HAME HA JEKAPCTBEHUA TITIPORYKT |
; M,.“M ;aww-“”“‘“"”"ﬂ“ - O
Buiobun uareHc 120 mg TBLPAH KancynK é’ / /7 ” Hﬁ J’ 5 /6’

Bilobil intens 120 mg capsules, hard

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Beska TBRpAA Kancyna ceabpika 120 mg padMHApaH B KONTHYECTBEHO ACPHHHMPAH CyX €KCTPaKT OT
Adcta Ha I'naxo Gunoba (Ginko biloba L., folium) (35-67:1), cTannaprisHpany, Taka, 4¢ 0a ChAbpKa:
- 26,4 o 32,4 mg rusko GnaBoHOMAN (KaNKYTHPAHH KATO (ITABOHOBH IITHKO3HIIH)

- 3,36 no 4,08 mg ruskonnou A, B, C

- 3,12 no 3,84 mg Smnobanuy,.

IIupeu excTpareHT: anerod 60% m/m.

[loMomno(H) BemecTBO(a) C M3BECTHO TEHCTBHE:
JIAKTO3a 188,1 mg
rIoK03a 6 mg

3a MuAHEA CIUCHK HA MOMOIIHUTE BCLICCTBA BHKTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Tebpna kancyna.

Kancynure ca xadaBu Ha 1BaT. Te ChbABPHKAT NEKO A0 ThbMHO Kafsis Npax ¢ BAZHMH N0-TbMHH
YaCTHLIH ¢ BE3MOMKHM MATIKH Oyuki.

4. KIHHHAMHH JTAHHH

4.1 TepaneBTHYHH DOKAIAHASA

B1I0GHI HHTEHC € PACTHTENEH JISKAPCTBEH NPOAYKT 3a NoAoOpaABaHe Ha (CBBP3aHO ¢ BE3pacTTa)
KOTHHHHTHBHO HAaPYMIEHHE H HA KA4ECTBOTO HA KHBOT NIPH BE3PACTHY C JIeKa (POPMa HA NEMEHIHA.

4.2 [lo3HpoBKa H HAYHH HA DPHJIOKEHHE

Hoauporka
Bu3pacThu 1 NauueHTH B cTapyecka BH3pact Tpa0B2a Aa pheMaT | Kancysa JBa ITTH THEBHO Wil 2
Kancy.# BeAHBK AHEBHO.

[poapmkuTeIHOCT HA pHEMa
Jleuenuero TpsabBa na NPOTBIKM Hal-Manko 8 cenMuuy.

Axo cnen 3 Mecena He ce HablONaBa CHCTEMHO NIOAO0PEHUE HIH aKO NATOJOTHYHUTE CHMIITOMM C€
3aCHJIAT, IEKAPAT TPAOBA Jja MPeneHH AN NPOABJDKABAHETO HA JICHEHHETO BCE OLIE € OMPABAaHo.

Heduampuuna nonynayus
HaMa cBOTBETHO NPRIOKEHHE APH AeUa H IOHOLIM.

Haunn Ha npunoxeHHe
Tlepopanno npunoxeHue.
Kancynure TpsaGsa 42 ce MOrMBIIAT ¢ JOCTATHYHO KOJUUECTBO TEYHOCT. Te MOT:




HE3aBHCHMO OT XPaHEHETO.
4.3 IlpoTHEONOKA3aHHSA

CBpBXYYBCTBHTENHOCT KBM aKTHBHOTO({MTE) BELIECTRO(2) WM KbM HAKOE OT MOMOIIHHTE BEIIECTBRA,
H30poeHH B Touka 6.1.
bpeMennoct (BK. Touka 4.6).

4.4 CoenHAIHE DpeAynpexIeans W OPeana3Ha MepKH NPR ynorpeba

Ilpenn HavyanoTo Ha fAeveHHeTO ¢ BUnobun MHTEHC € HeoOXxoIAMO fia ce MOTBEPAH, Y€ CIOMEHATHTE
CHMITTOMH HE Ca Pe3y.NITaT OT JAPYro OCHOBHO 3a50MABaHE, KOETO H3HCKBA CelnHYHO JIEYEeHHE.
AKO CHMIITOMHTE Ce BIIOILAT 10 BPpeMe Ha yrioTpeGaTa Ha neKapcTBeHHs NPOAYKT, € HeobxonnMa
KOHCY/TTalHA ¢ ieKap HIH hapMauesT.

Tpy natmeHTH ¢ NATOMOIHYHO NOBHINEHA CKIOHHOCT KBM KbpBEHE (XeMOpardyHa iHaTesa) u
CBHITETCTBAILQ AHTHKOATYIAHTHO H aHTHTPOMOOLIMTHO JTEYEHHE, IEKAPCTBEHHAT MPOIYKT TpAGRa na ce
MIPUIIAra caMo cllel KOHCYATALMA C JIeKap.

IponykTh, ceabpxamy I'vuko O1100a, MOke Aa MOBHIIAT CKIOHHOCTTa KBM KbPBEHE H MOPaIH TORA,
KATO NpeanasHa MApPKa, NIPUEMBT Ha JIEKAPCTBEHHS NPOAYKT TpabBa na ce npekpark 3 ao 4 au# nped
oneparms.

Bwamoxno € npu npHem Ha ['aako Ornoba-chIbpkall| NPOIYKTH Aa HACTBIAT FbPYOBE NpH
MNAalHEHTH < CITAIETICHA.

CrrpTeTBAAT YIOTPeGa HA IPONYKTH, CHABPXanH ['niko 6nno6a i eharHpeHL He ce MpenopbYsa
(Bx. Touka 4.5).

Kancymwre binobHn HHTEHC CBABPKAT J12KTO3a H IoKo3a. [JalmenTH ¢ peaKH HACNEACTBEHH
NpoOieMH HA HENOHOCHMOCT KBM rajlakTo34, IThIeH JaKTaseH AegHIHT Wik [MOKO3H0-TallaKTO3Ha
manabcopbiusa He TpAGBa Aa NpHEMAT TOBA 1IEKAPCTRO.

4.5 BiaumoaeiicTBHE ¢ JPYrHE JeKAPCTEEHH NPOLAYKTH H Apyrd ¢GopmMnA HA B3AAMOaeHCTBHE

AKO NeKapCTBEHHST POIYKT CE NPHEMa SAHOBPEMEHHO C AaHTHKOAryaaHTH (Hanp. QeHnpoKyMoH u
Bap(hapuH) Win aHTHTPoMOOLIMTHH AEKaPCTBA (Hanp. KIOMHJOTPEA, aUCTHIICANLMIIOBA KHCEITMHA H
APYT'H HECTEPOMIHH MPOTHROBb3NANKTEIHH TEKAPCTBA), TEXHHAT edeXT Moxke Ja 6bae NOBIHAH.

Hanuuxute mpoyusaHus ¢ BapdaprH He [I0KA3BaT B3AHMOACHCTEHE MEXKAY BapdapHH H NPOJYKTH,
cpappxame M'uHko 6MnoGa, HO ce MpenopbuBa ANEKBATHO IPOC/IEHABAHE PH CTAPTHPAHE, MPH
TIpoMAHA Ha No3ara Ha I'unko 6mnoGa, Npy NpyKIIoYBaHe Ha IpueMa Ha IiHKo 6unoba unu Npu
CMAHA HA NPOJYKTA.

TpoydpaHe Ha B3aHMOASHCTBUATA C TAIMHONON NOKa3Ba, Ye ['uHko Gunoba moxe Aa MHXHOupa P-
TITTHKONPOTCHHA B YcpBara. ToBa mMoxke Ja JoBeOe 70 MOBHILCHA eKCNnO3HLMA Ha NeKapeTea
3HAYMTETHO NOBNMAHH 0T P-rTMKONpOoTeHHa B YepBaTa, KaTo AaburaTpan eTekcunar. Ilpenoptuea ce
MIOBULIEHO BHHMAHHE TpH KoMOuHaiua Ha ['urko 6unoba ¢ gaburarpad.

Envo npoyvBaHe Ha B3aHMOJEHCTBHATA € TIokasano, ue [uHKo Gunoba Moxke Aa yBenuud Cmax
MOBHINEHA HHTEH3HBHOCT HA rOPEINHTE BHIHH.
He ce NpeneppYBa CEIILbTCTRAIIOTO OIPHNOKCHHE HA JICKapCTBa, ChADPKALIH ko

edasupents. [InazMeHuTe KOHLEHTPALKMH Ha e(aBHPEHL MOTaT Ja &hIaT HaMaIeH! Il
Ha CYP3A4 (BX. cblio Touka 4.4).




4.6 PeprranTeT, DpeMeHHOCT H KbpMeEHe

bpemennoct

Ekcrpakrute ot ['iko 6unofa MOrar ia yBpeast cnocoBHOCTTa Ha TPOMOOLMTHTE [a arperupar.
CKRIOHHOCTTa KbM KbpBeHe MOKe Aa ce yBelmHun. [poyuBaHUATa NpH SKUBOTHHTE Ca HENOCTATHYHH
MO OTHOUIEHHE HA PeNMpOoAYKTHBHATA TOKCHYHOCT {BX. To4Ka 5.3). YnotpebaTa € MpoTHBONOKa3aHa no
Bpeme Ha OpemenHoCT (BK. TouKa 4.3).

Krpmene
He e u3BecTHO natH excrpakTHTe oT FHHKO GHnoGa wm MeTabonHTHTE ce eKCKPETHPAT B KbpMara.

He moxe fa ce w3kmo4u prCK 3a Kepmayeto. ITopanu nwiica Ha AOCTATHYHA A3HAR ynotpebara no
BpEME Ha KbPMEHE HE ce Npernophyea.

DepTHIHTET

He ca nposexaanu cnenudmynun npoyusatns ¢ [iasko Gunola npu xopa 3a olieHKa Ha edextute
BBPXY (pepTHIMTETA. B NpoyyBaHe npH jkeHCKH MMLIKH ca HaGNIoaBaHH e(ekTH BEPXY depTrInTeTa
{BK. TOuKa 5.3).

4.7 Bansnane BLpPXy cnocobrOCTTA 3a modHpane H padoTa ¢ MAITHEH

He ca npoBexxIaHH afekBaTHA Npoy4YBanus 34 epekTa BLPXy crnocobGHoCTTa 38 wodupane H paboTta ¢
MALIHHA.

4.8 Hexenann IeKAPCTBCHH Peakinn

HexxenaHure peakiyy, KOHTO MOraT [a BB3HHKHAT [0 BpeMe Ha NledeHHe ¢ excTpakT oT ['aHko Gunoba
ca KIACHQHUHPAHH B C/IEAHATE IPYNH B 3aBHCHMOCT OT 4ECTOTATA:

- Mmnoro vectH (> 1/10)

- Yectu (= 1/100 o < 1/10)

- Heuectn (= 1/1 000 o < 1/100)

- Penkn (= 1/10 000 o < 1/1 000)

- Muoro peaku (< 1/10 000)

- C HeH3BECTHA YECTOTA (He MOTAT A ce NPSABUAAT OT HANWIHHYS NAHHI)

MHoro gectu Yecty C HeH3BECTHA 4ECTOTA
Hapywenue na kpbBTa Crobmasa ce 3a
# NimMHaTa cHcTeMa KBPBEHE OT OTACTHU

oprasu (oum, HOC,
MO3BUEH H CTOMALITHO-

uypeseH KPbBROM3NMB)
Hapywienns Ha Moxe aa Bp3HHKHAT
HMYHHATa CHCTEMA peaKkuny Ha
CBPBXYYBCTBHTEITHOCT
(anepruueH WIOK)
Hapyuwienss na I'naeoGonwe 3amaiiBane
HEpBHATA CHCTEMa
CromMaliHo-4ypeBHH Juapus, kopeMHa
HapyLICHHA 6onxa, rageue,
NoBpbIIaHe

Hapyenusa Ha koxara
W [OKOKHATA THKAH




AKO HACTBNAT APYTH HEIKENAHH PeaKuyu, KOHTO He ca CIIOMEHATH No-rope, TpA0Ba [a ce MoTHPCH
KOHCYJITALMA ¢ JleKap KiM dapmaniesT.

CrobinapaHe Ha NO03UPAHH HEKENAHH peaKIiMH

Cro0LUaBaHeTo Ha MO03MPaHH HeXKeNaHH PEaKIMH Cllejl pa3pellaBaHe 3a ynoTpeba Ha JleKapcTBEeHHS
NPOAYKT e BaxkHo. ToBa N03BoNsABA A2 NPOARLKE HabIIOAEHHETO Ha CHOTHOLICHHETO NOMI3a/PHCK 34
JEKApCTBEHHA MPOAYKT. OT MEIHIMHCKHMTE CTISIIHATHCTH ce M3KCKBA a ChODINABAT BCAKA
NO03KPaHa HeXKeNaHa peakliua Jpes:

H3nbnHHTENRA areHlms N0 JIeKapcTeaTa

yn. Jlamsn I'pyee” Ne 8

1303 Codus

Tead.: +35 928903417

yeGcaifT: www.bda.bg

4.9 Ilpenozmpane

Hama crobnienna 3a cry4an Ha npenosHpaHe.

5. ®APMAKOJIOITHYHHM CBOMCTBA
5.1 PapMaKoJHHEAMHYHHE CBOHCTBA

(dapmakoTepaneBTHYHA IPyNa: APYTH IEKAPCTBEHH NPORYKTH cpeiny aemenrms, ATC kon:
N06DX02.

Kancynure bunobun urreHc cbabpxar cyx paduHHpaH H KOJIHYECTBEHO AeHHHPAH eKCTPaKT OT
T'unko 6mnoba (Ginkgo biloba L.). TouHHAT MeXaHH3BM He € W3BecTeH. JlaHHM OT hapMaKkonorHyHH
NPOyIRaHHA [pH xopaTa Nokazeat noerieda EET” akTHBHOCT NMPH MrepUaTPHYHH NMALHCHTH,
HAMAaNsBAHE HA BUCKO3HTETA HA KPBETA M NofobpeHa uepebpanna nepdysns B cneuHpuunn 061acTi
pH 3ApaBH MExKe (60-70 roguHi), KAKTO A HAMAaJIABaHe Ha TPOMOOIHTHATA arperawys. B
ACITBJIHEHHE €A NEMOHCTPHPAHH Ba30AMIATHPAIIH e(eKTH B KPEBOHOCHHTE CBJOBE Ha
NpeaMHITHHMIATA, TPHYHAABAINHN NMOBHLIEH PETHOHANEH KPBBEH MOTOK.

5.2 PapmakoxkEHETHIHH CBOHCTBA

Cnen nepopanto npunoxexue Ha 120 mg excrpakr ot I'wako 61ioda (kato pasTeop), cpeaHara
Ouonamutoct e 80 % 3a TeprieH nakToH rHExoMHA A, 88 % runxonua B, u 79 % 2a 6unobanua.
TMepuobT Ha NONYETHMHHHPAHE HA THHKOMHA A € 5 yaca, 3a rimkonug B 9-11 uaca M 3a 6wiobanun
3-4 yaca, NMKOBHTE IUIAIMEHH KOHUEHTPALWH ca 25-33 ng/ml, 9-17 ng/ml u 19-35 ng/ml croTBETHO 32
HHKONTHA A 1 Gwobanu.

Korato ce npunara nog ¢opmara Ha TabneTkd, MMKOBHTE IUTA3MEHH KOHICHTPALHH Ha
TeplieA TaKTOHUTE ca B JHanasoH ot 16-22 ng/ml 3a ruakonua A, 8-10 ng/ml runxomua B 1
27-54 ng/ml 3a 6unodanua. CLOTBETHHAT IIIA3MEH MOJYKHBOT Ha THHKOMAA A ¥ B u
ounobanua e pecriekTHeHO 3-4, 4-6 u 2-3 yaca. 120 mg excrpakt ot G. biloba, nanan xato
IHKOBH TINTA3MEHH KOHIECHTPALHH Ha PA3TBOpa, ca ChOTBETHO 25-33 ng/ml, 9-17 ng/ml 1 19-
35 ng/ml 3a runkonuz A, B u OunoGamun. Crbp3aHusT NOMYKHBOT 3a THEKONKHA A ¢ 5 yaca,
3a ruHKOrHA B 9-11 yaca u 3a 6unobamma 3-4 yaca.

5.3 IHpeaxIaAAYHEH AIAHHE 32 Ge30mMaCHOCT

_X:mHH‘lHH MOKCUYROCR

XpoHHYHAT2 TOKCHYHOCT € H3C/IEABaHa NePOPATHO B NPOABDKEHHE Ha 6 Mecell,
Ky4eTa C NIpiiaraHd qHeBHH qo3W ot 20 u 100 mg/kg TenecHo Teryo (CLOTBETC




Ha GesonacHocT 10 3,3 npu wisxose 1 11,6 npH kyvera), KakTo H ¢ yBeJM4aBama ce 1o3a or 300, 400
1 500 mg/kg TenecHo terso (npu wrsxose) wiau 300 u 400 mg/kg TerecHo Terno (IpH Kydera)
(oTroBapawm Ha xoeuumendT 3a 6ezonacHoct ao 16,8 opu wisxose u 46,3 npH xyduera). Pesynarature
MOKA3BAaT, CaMo NMPH Ky4eTa, HUCKA TOKCHYHOCT B IPYIIaTa ¢ Hail-BUCOKH /I03H.

Penpoodyxmuena moxcuunocm

Hanuue e camo orpannuena nidopmaims 3a penpoZyKTHBHATa TOKCHYHOCT HA CyXHA ¢KCTPaKT OT
I'niko 6unoba. [lybnukyBaHuTe naHHH ca mpoTHEOpeuHBH. JOKaTo MPH NMO-CTApO NPOYYBAHE P
IUILXOBE H 3afllA U NPK MO-HOBO NpOyYBaHe IIPH MMINKH He ca YCTAHOBEHH TEPaTOreHHH,
eMOPHOTOKCHYHH WA HeGNAronpHATHH €)eKTH BLPXY PENpOAYKTHBHOCTTA, JAPYro NPOYy4BaHe NpH
MHIIKH TIOKa3Ba e(peKTH BbpXy penpoAyKTHBHHTE IAPAMETPH KATO GEpTHIHTET H PENPONAYKTHBHH
CHOCOGHOCTH M NPEAN3BHKBa BATHHAIHO KbpBeHe. CHIO TaKa TECTOBE ¢ HEYTOUHEHH HITH MAIKO
pazin4aBally ce excTpakTd oT FrHko 61noba ca noxazanu edekTH BpXy GETanHoOTO pasBUTHE (CbC
HNK 6€3 TOKCHYHOCT 3a MalikaTa) WiH ¢a NIPHYHHITH NOJKOXHH KPhBOH3IIHBH, XHITONHIMEHTALYS,
MHXMOHpaHe Ha pacTexa H aHodranmMua MpH nuneiwky emOpuoHA. He ChIlieCTBYBAT aNCKBATHH
TECTOBE 33 PENPOAYKTHBHA TOKCHYHOCT.

iu YIRAZEHHOCH, KAHHEPOLERHOCIN

He ca HalH4HH TECTOBE 33 FEHOTOKCHYHOCT M KAHLEPOreHHOCT 38 CyXus ekcTpakT or ['HHko Ounoba.
[lonoGen Ha onMcanua B MOHOrpadMsTa €KCTPAKT € H3C/IeABAH B PEAHLIA IPOYYBAHHA 34
FEHOTOKCHYHOCT H KAHIIEPOTEHHOCT. Pe3ynTaTsT € MONOXKTENEH 3a FeHHa MyTalws Ipy GaKkTepHuTe.
MHKpoORYKIIeapeH TecT Ha Nepu(epHH EPATPOLIMTH OT MHUIKH JaRa OTPHLATEICH PE3yATAT NPH
MBKKH H JBYCMHCIIEH PE3y/NTAT [PH CHCKH XMBOTHH. TyMOpHTe Ha LHTOBH/IHATA JKIIe3a, OTKPHTH
OPH TPOYUBANE 33 KaHLICPOrCHHOCT NPH ILTBXOBE H XCNATONCTYIaPHHAT KAPIHHOM, OTKPHT B
NpOYYBaHE 33 KAHLIEPOTEHHOCT NPH MHIIKH, C€ CUHTAT 3a CrieipHUCH OpH MPH3aYHTE He-
FEHOTOKCHYEH OTTOBOP (NPH NPOMBIDKHTETHO JIEYEHHE) ¢ BUCOKH JO3H HA HHIAYKTOPH Ha
YepHOAPOOHHTE eH3HMH. Te3i BHAOBE TYMOPH He CE CUHTAT 3a PEJIEBZHTHH 3a Xopata. EKCTpakTsT He
NpeJU3BHKBa H3MEPHMH FeHOTOKCHYHH ediekTH npd MuwixH B Ao3a ao 2 000 mg/kg.

6. @®APMAIEBTHYHH JAHHHU

6.1 CoucnLk Ha DOMOMHBHTE BeNMIECTBA

- ChappxaHHe Ha Kancynara:
JIAKTO3a MOHOXHIPAT

LapeBHYHO HHILECTE

Tank (E553b)

CHJIHLIHEB JTHOKCH], KOJIOWAESH Oe3BoacH
marHesmes creapar (E572)

- OG6BHBKA Ha KAOCYATA:
yepeH JxkeneseH okcun (E172)

qyepBeH XkeleseH okcun (E172)
HCBIIT xeneseH okeua (E172)
THraHos auokend (E171)
xenatiH (E441)

INoMomHH BeLIECTRA OT PACTHTENEH MPENapaT:
F'nioko3a, TeqHa, HRCYIIEHA Yypes pasnpaliaBaHe.

6.2 HecneMecTAMOCTH
Henpunoxumo

6.3 Cpok na roggoct




2 TOJAMHH
6.4 Cneusa;jHH yCI0BHH 32 ChbXpaHeHHe

Jla He ce cbxpansBa Han 25°C.
Jla ce cbXpaHsBa B OPHrHHAIHATA OTIAKOBKA 3 /1a Ce Mpe/nasH oT Biara.

6.5 BuancbIAbpKAHHE HA ONAKOBKATA

Bancrepua onakoBka (PVC/PVDC u anymunueBo donno): 20 TBbpau kancynu (2 6nauctepa no 10
KarcyJiv), B KAPTOHEHA KYTHS.

Baucrepha onakoBka (PVC/PVDC u anymunueso dponuo): 60 Tebpau kancynu (6 6naucrepa no 10
KarcyJju), B KAPTOHEHA KyTHA.

He BCHUYKH BHI0BE ONIAaKOBKH MOraT a ObaaT nycHaTH Ha nasapa.

6.6 CrnennajJHH NpeaANa3HA MEPKH NPH H3XBbPJsiHe H paboTa

HsMa crneuMaiHy H3MCKBAHMA 3a H3XBBPISHE.

Hewnsnon3eaHuaT nekapcTBeH NPOAYKT HIH OTTIAAbYHHTE MAaTEPHAIH OT HEro TpAOBa /1a ce U3XBbPJIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHMS.

7.  IIPHTEXATEJ HA PABPEHIEHHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, S";marje§ka cesta 6, 8501 Novo mesto, CiioBeHHA

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20090528

9. JIATA HA ITBPBO PA3PEHIEHHE 3A YIIOTPEBA / TIOJHOBABAHE HA
PASPEIIEHHUETO 3A YIIOTPEBA

Jarta Ha nbpBO paszpewuasane: 26.11.2009
Jara Ha nocnenHo noaHoBseaue: 04.12.2014

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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