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2, KayecTBeH M KOFIMYECTBEH CHLCTaB
1 chunmupaxa tTabneTka cbabpHa:
Ginkgo biloba folium extractum siccum (35-67:1) 40 mg; extraction agent: acetone 60% (wiw)

Dry extract from Ginkgo biloba leaves, adjusted to 8,8 — 10,8 mg flavonoides calculated as flavone
glycosides and 2,0 — 2,8 mg terpene lactones, of which 1,12 — 1.36 mg ginkgolides A, B, C and 1,04
— 1,28 mg bilobalide and contains no more than 0,2 pg ginkgolic acids for each film-coated tablet.

3. NekapcTBeHa hopma

dunmupaHn TabneTkn 3a npuemaHe npes ycrara

4. Knrunnuyny gaHnu

4.1. Nokazauuna

3a cMMNTOMAaTVYHO JFiedeHne Ha:

- Nleky [0 cpepHn bopmMy Ha IeMeHUMs B paMKuTe Ha oblua TepaneBTUYHa cxema

- 3abonsBaHvsA Cbe 3anyLwBaHe Ha nepudiepHuTe apTepuanim cbaose ctaguii |l criopeg Fontaine B
pamMKITe Ha USUKaNHO-TEPANEBTUMHUTE MEPONPUATHA, 0COBEHO NpY PasfBUKBaHE.

- CBETOBBPTEXK, LWYM B YLUMTE B Pe3ynTaT Ha HapyleHnsa B UMPKYNauuaTa Ha KPbBTa 1 CBBP3aHN C
Bb3PacTTa M3MeHeHUst

4, 2. floanpoeka M Ha4YUH Ha ynoTpebdba

Hemernmenr cundpom:

MpuemaT ce Tpy NBTU AHeBHo 1 - 2 doynmTabnet™ (CboTBeTCTBALUM Ha 3 T AHesHo no 40 go 30
mg excTpakr oT Ginkgo biloba).

3Babonssanus ¢cbe 3anywisare Ha nepughepHume apmepuanHu cedose, eepmuazo, MuHumyc:
Mpuema ce no 1 dunmupara Tadnetka (cLoTs. Ha 40 mg ekcTpakT oT Ginkgo) 3 MbTU fHEBHO MU
no 2 dounmMupann Tabnetim (cboTB. Ha 80 mg ekctpakT ot Ginkgo) 2 NbTh SHEBHO.

Hauut Ha ynotpeba:

dunMTatneTkuTe ce NPUEMAaT HeCQbRKaHN ¢ Manko TeuHocT. [TpnemMsT He 3aBUCK OT XpaHeHeTo.
MpoABIUKUTENRHOCT Ha PUNOXKeHKe:

JlemermeH cuHdpom:

FpOABLIBKUTENHOCTTA Ha NPUMNOXKEHUE 3aBUCK OT TEXECTTa Ha CUMMTOMWTE U NpU TOBA XPOHUYHO
3aBonsBade Tpsbba Aa ObAe Hali-manko 8 cegmuum. Crieg nepuog, Ha neverHune ot 3 Mecetla Tpsbaa
[la ce NpeueHn Aany e onpasAaHo NpoAbikaBaHe Ha JieYeHNETo.

3abonisisaHusi cbe 3anywiearne Ha nepugbepHume apmepuandu cbooee!

VobIKaBaHe Ha pasCTOSHWMETO, MaMyHaBaHo Ges Gonka wsnckea MUHUMANEH Kypc Ha neyeHue 6
ceaMuLin.

Ceemosbpmex, LWyM & ytuume:

Crnef neyeHve ¢ NPOSbIDKMTENHOCT OT 6 - 8 cepgMMLM He MOXe Aa ce 04aKsa No-HaTaTbLUHO
nogobpeHne Ha oNnakeBaHnATa.

4. 3. lIpoThBONOKasaHWA

CBBLPXUYBCTBUTENHOCT KbM eKcTpakTi oT Ginkgo biloba vnn KM HAKOS OT SPYTATE ChCTaBKU.
3abenexka; Toi KaTo He pasnonarame ¢ 4OCTaTbYHO NMPOoYYBAHUA, Kacaell NPUITOXEeHNeTo Ha To3N
rnpenapar npu gela, Toll He TpaGBa Aa ce npunara npu aela nog Jfg»ronmm_-m

MoHexe Ginkgo ekcTpakTuTe He Ca oule ACCTaTb4yHO fp E\HW“'B cny an Ha [fenpecuu u
rnasofonue, KOUTO HE ca CBLP3aHu G AeMeHTHU CUHEPOMUY,

j eﬁ\ nnaHT MO}Ke a ce npunara npu
. v-7

4.4 Crieunaryy npoTUBOAOKa3aHWA U CHelnantHu npeny 1 £l
Mpeau Aa sanodHe nedeHmeto ¢ ekcTpakT oT Ginkgo bi FIHOB a‘ W3ACHEHO Apanu
naTofiorMYHMTE CUMITTOMIW He IiexaT B ocHoBata Ha 3ab HB' lig.-‘l(oe'ro ,ma éxea crieyuduyHo
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B nucmoskama 3a nayueHma e exriiovera cnedHama 3abenexka:

UecTuTe CBETORBLPTEXM WU LUIYM B ylIWTe BUHarK TpabBa fa ce W3AcHABaT oT nexkap. B cnyvai Ha
BHE3anHo HamarssaHe unn 3aryba Ha cnyxa Tpabsa HesabasHo Aa ce KoHCynTupare ¢ nexkap.

[a ce npunara ¢ BHUMaHWe Npw KPLBOVZNUBY (FaCTPOUHTECTUHANHN, UHTPAKPaHWanHWn, peTuHaniu).
4.5. JlekapcTBeHn 1 ppyru B3auMoneicrema

He moxe pa 6bge v3KMoveHo B3aumMoaeicTBue ¢ MHXUBWTOpW Ha Koarynaumsata Ha kpesTa. B
nnauebo-KOHTPONMpPaHo LBOWMHO-CNANO  u3crieapaHe BbpXy 50 pgoBpoeonun 3a 7 gHK,
BaaumopeicTeue mexay EGb 761® {(fiHeBHa go3a 240 mQ) 1 aueTuncanMuMnoBa KMcenuHa (gHeeHa
go3a 500 mg) He Mmoxa Aa ce [oKaNe.

4.6. BpemMeHHOCT 1 KbpPMEHe

Peayntatute OT eKCNepuMEHTanHW W3cnefBaHus HE rMokasaxa HWKaKsM eMOpPUOTOKCUYHWU unin
TepatoreHHn edhekTu Ha crieumanHus ekcTpakT oT EGb 761®, ceabpxany ce B Memoplant. Bee nak,
ThiA KaTo HAMa HabrogeHnsa BePXY Xopa, TpabBa fa ce npunara cnesi BHUMarTesnHa npeLeHKa Ha
CHOTHOLUEHUETO puck/rion3sa npu Bpementn xeHu. He e uaBecTHO Aanu CbCTaBKUTE Ha eKcTpaKkTa ce
eKCKpeTupar Ypea Kbpmara.

4.7. EchbekTy BBPXY criocoBHOCTTA 3a wotupaHe ¥ pabora ¢ MawinHmn

Hama

4.3, Hexxenauyn nekapcTBeHU peakumm

MHoro psgko cneg npueMmaHe Ha Memoplant ca HabriogasadHu Nieky CTOMAaLLHO-YpPEBHW CMYLLEHUA
(abpoMuHanHn Gonkwn, CTOMAalHO Pa3cTPONGTEO, rageHe), rnasobonue MNu anepruvyHn KOXHU
peakuun (3auepBsipaHe, OTOK, Cbphexk).

Burnio e HabniofaBaHO KbpBEHE B OTAENHU CNyyau crneg fpogbrXUTENHO neveHue ¢ [MHKro-
npenapaty; NpUunMHHaTa Bpb3ka Ha KpbBOM3NVBMTE G NPYeMa Ha Teal MPOAYKTK HE € fioKasaHa.

4.9. MNpepozvpane (CUMATOMKU, MEPKM NPpKU HEMACTHYU CIyYau W aHTHAOTH)

a) CumniToMY Ha MHTOKCHMKaLns

Jo momeHTa He ca u3BeCcTHM

6) lleueHne Ha NHTOoKCKKauunTe

OTnapa

5. dapmaKosiorMuHM AaHHU

ATC koa: NO6 D X02

Mo OTHOILEHME Ha NOKa3aHNATa Ha KOMMUYECTBEHO onpeaeneHus exctpakt EGb 761, cuabpxaly ce
B TO3W NEKapcTBeH NpogykT, komnanmata Dr. Willmar Schwabe e nposena HesaBucuMO HayvHO
uscnensaHe.

5.1. PapmakoAMHaMMuKHN CBOWCTEBA

OT chapmakonorMyHnTe EKCREPUMEHTH, NPOBEAEHN CbC ChabpKatiusa ce B Memoplant cneuunaneH
ekctpakt EGb 761 ® ca BUNM YCTAHOBEHN CHIEAHUTE AENCTBUS:

MNoBultapaHe Ha TonepaHca Npu XWMOKCWA, OCOBeHO B MO3BYHWUTE TBKaHU, orpakuyasaHe Ha
PE3BUTUETO Ha TPABMATUYHO WM TOKCUHHO 0DYCIOBEHU MO3LYHM EAEMM N YOKOPABaHE Ha TAXHaTa
perpecis, HamanseaHe Ha eAeMa Ha PpeTMHaTa 1 YBPEXOAHEeTO Ha HeWHUTe KneTkw,
BBSNPENSATCTBAHE Ha ODYCNoBEHOTO OT Bb3pactra HawmansBaHe Ha  MyCKapuHOBUTE
XONUHOPELIENTopU 1 ¢ -aaPeHOPELIENTopY, KaKTo 1 CTUMYNMpaHe Ha NpuxBalliaHeTo Ha XonuHa ot

XWMOKaMNyca, NOBUILABAHE Ha MOTeHUMara 3a MoMHeHe u criocobHocTTa 3a ydede, nofobpexa
KOMNEHCaLMA Ha CMYLUEHWs! B PABHOBECWETO, CTUMYNMpaHe Ha KpbBOCHabAsBaHeTo, NpefrmMHO B
ofniacTra Ha MUKpoUMpKynauuwsaTa, nofobpsaBaHe Ha PpeonorviHWTE foKasaTeiiu Ha KpbBia,
MHAKTUBMPAHE HA TOKCUHHWUTE KUCNOPOZHWU paaukann (hrasaHowiu), aHTaroHW3bMm ChpsaMo PAF
(TUHKrOMARIA), HEBPOMPOTEKTNBHO AelicTaune (rukkronnan A u B, buniobanun).

Mpu xopa MOrar ga ce NposiBAT W NPOTEKTMBHUTE edieKTM BBPXY XWMOKCUATa Ha cneuuantis
ekcTpakt oT Ginkgo EGb 761®. Kakto mpu onuTM C XMBOTHW, Taka W Npu apMaKkoioruyHu
U3NUTBAHUS NpW Xopa, ce HabnopasBa nopobpAsaHe Ha KPbBOCHAOZABaHETO, ObMXAW0 Ce Ha
cneunankna  excTpakt, ocobeHo B ofnactta Ha MuKpouwpkynauwaTa. [logoBpeHueTo Ha
peoniorMyHUTE NokasaTeny Ha KpbBTa oT EGDh 761% moxe ga 6Gbae SEeMOHCTPUPAHO MpY Xopa, Npu
ONMMTK C XUBOTHW 4 in vitro, KaTto TyK ce BKNwodBa U Mmeﬁmp%e;erﬂ‘au jpyuvHeHaTa ot PAF
TpoMBoOLNTHa arperaLiusi. PR 5 S \
finauebo-KOHTRONMPaHO [BCONHO-CIANO U3cneABaHe, BKNYBa gac-;i{é' rifieBya gosa ot 240
mg cneunanen ekcrtpakt EGh 761 B xombunaims ¢ auetw YrnesEs: kuedgita, He nokasa
HUKEKbLB eeKT BbpXy KOoarynaLuoHHUTE napameTpu (BKIoY E'Q‘gi @ st, Bpeme Ha
KbpBEeHe). i
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5.2. PapmMakoKMHEeTUYHM CBOMCTBA

fipv Xopa e ycraHoseHa uepebparnHa BUoHanMHHOCT Ha criedmantus ekctpakt EGb 761® ua Gasata
Ha 3aBvcelym oT fo3ata edekTh ebpxy EEF aktuBHOCT.

fipn xopa, cneg opanHo npurioxenne Ha 80 mg oT creynanHua ekcrpakt EGb 761%,
TEPINEHNaKToOHUTE TuHKronivg A, rusHkronng B v Bunobanng nokasaxa mHoro pobpa abcomoTHa
GuoHanuuHocT ot 100% (98% - ruHkronug A) n 93% (V9% - rmnkronng B) v 72% 3a 6unobanug.
MakcumanuuTe nnasMeHyn KoHUeHTpauun cnep npunarade Ha 80 mg EGb 761® ca 6unu 15 ng/m!
3a rmukronva A, 4 ng/ml 3a rmHkronug B u okono 12 ng/mi 3a dunobanng. EnvmuHauuoHHuAT
nonyxuBoT € 6un 3,9 yaca (3a rmukronng A), 7 yaca (3a ruHkrormp B) v 3,2 vaca (3a 6unobanug).
EnumyHaLWOHHBUAT NONMYKMBOT Cied i.v. npunoxeHne e onpegened Ha 3.5 4aca (3a ruHkronung A),
5.5 vaca (3a ruHkronug B) u 3.2 yaca (3a 6unobanug).

CBBP3BaHETO C NNAasMeHNTE NPOTENHN (HOBELLUKA KPbB) € 43% 3a ruHkronng A, 47% 3a ruHkronug B
n 67% aa 6unobanun.

Mpu nnbXxoBe crigq opanHo npuemMaHe Ha pagyoakTVBHO MapikupaHust ¢ e creunanel excTpakT
EGb761® e YyCTaHOBEHO, Ye pesopbupanara yact e 60%. MakcumanHu nnasMeHn KoHHeHTpaumm ca
Bunu ycTasoBehr 1,5 yaca cniefi NprueMa, enuMUHaLMOHHUST RonYKUBOT € 6un 4,5 vaca. Bropn nuk
Ha firiasMeHaTa KoHUeHTpauura cnefl 12 yaca e ykasaHue 3a yuacTue B eHTepOoXenaTudHuA Kpbr.

5.3. TokcHMKONOTrYHU CROKCTEA

MNocovenuTe No-gony AaHHW Ce OTHACAT 3a ChAbpXaLmA ce B Memoplant cneumanen ekctpakt EGb
761®:

Ocmpa moxcuurocm (LDgp):

[NepopanHo npunoxeHue:

MUK 7725 mg/kg TenecHo Terno,
nnexose: > 10 000 mg/kg TenecHo Terno.
MHTpaBeHO3HO NPUIToXEHWE:

muki: 1 100 mglfkg TenecHo Terno,
nnbxoee: 1 100 mgfkg TenecHo Terno.
WHTpanepuToHeanHo NpunoxeHme:
muyikn: 1 900 myg/kg TenecHo Terno,
nmnbxose: 2 100 mgfkg TenecHo Terno.
CybxpoRu4Ha U XpOHUYHE MOKCUYHOCTT!
WanensanusTa 3a cyBXpoHUUHa TOKCUYHOCT 0BxBawaT onuTu ¢ nnbxoBe (15 - 100 mg/kg TenecHo
Terno AHEeBHo i.p.) 3a nepuos 12 ceamuum u ¢ kyveta (7,5 - 30 mg/kg TenecHo Terno JHEBHO i.v.,
pecri. 5 mg/kg TenecHo Terno AHEBHO i.m.) 3a nepnog oT 8 ceamMuuM. XpOHUYHATA TOKCUYHOCT &
uacnensaHa 3a nepuop oT 6 Mecela Npy NTLXOBE Y KyYeTa ¢ 0panHo npuemaxy AHesHn 4o3n oT 20
u 100 mg/kg TenecHo Tersio, KakTo W 3asumapade ot 300, 400 u 500 mg/kg TenecHo Terso
(nnexose), pecn. 300 u 400 mg/kg TenecHo Terno (KyueTa). XWCTONOTUYHUTE, DrOXUMUMHUTE Y
XEMaTONOMMYHUTE UW3CNEeABaHna NOTBLMKAABAT HesHauuTenHara TOKCUYHOCT Ha crneduanHus
excipakr oT Ginkgo EGb 761% .

PenpodykmusHa moKcu4YHocm:!

WacnenBaHusaTa BKWOYBAT opanHo npunoxedne Ha 100, 400 n 1 600 mg/kg TenecHo Terno ripu
nmbxoge ¥ 100, 300 1 500 mg/kg TENECHO TErno rpy 3aiun.

CrieyunanHuat exkctpakt oT Ginkgo EGb 761®  He nokasa TepaToOreHHO WM YBPEXAALUO
PENPOAYKTUBHOCTTA AENCTBNE.

MymazeHHOCI U KaHUepO2eHHOCT

MacneppaHisTa cbG cheuvantus exctpakt EGb 761®  He nokasaxa HUKEKLB MyTareHeH unu
KaHLeporeHeH edexT.

6. ®apmaneBTUYHN [aHHU

6.1. CArchbK HA NOMOILHKUTE BEllecTBa:
Lactose monohydrate, Highly dispersible silicon dioxide, M[crocrystay [I‘ibs‘e\Malze starch,
Croscarmellose sodium, Magnesium stearate, ':"

Lacquer coating:

Methylhydroxypropyl cellulose, Macrogol 1500, Talc, Antifoamin
E 172, Titanium dioxide E 171

6.2. DU3NKO-XUMUYHN HECHBMECTUMOCTH

Hama

6.3. Cpok Ha rogHoCT

hydrate

%’ﬁa};m 4
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CpokbT Ha roaHocT € 5 roanHu. [atarta, Ha KOSITO TOM M3TWYa € OTNEMaTaHa BbPXY ONakoskaTa.

Ha He ce usrnonsea cnes N3Ti4aHe Ha cpoka Ha rogHoct!

6.4. CriemarnHim yCnoBusa Ha CLXPaHeHue

Hsama

6.5. Nanumn 32 onakoBKaTa

BrucTepsT e HanpaeeH oT TebpAo PVC - u anymunneso donmo. bnncrepure ca onakoBaHW sasgHo
C NMUCTOBKATa B KAPTOHEHA KYTUSA.

6.6. [ipenoptky npu ynotpeda

Hama

7. Vime n agpec Ha APOM3BOANTENS U MpUTEXATENA Ha Pa3pelleHUeETo 3a ynoTpeda

Dr. Willmar Schwabe GmbH & Co.KG

Willmar Schwabe Str. No 4

76227 Karlsruhe, Germany

8. Pernctpanunorer Ne B peructbpa

20011088

9. Aata Ha NTBEPROTO paspewiaBaHe 3a yrnoTpeda Ha neKapCcTBeHMUs NPOAYKT

940 0034/21.04.95 1. (kaTto Tebokan forte), npomnara nog cbLumsi Homep Ha 29.10.96 (kaTo
Memoplant)

10. flata Ha akTyanusauns Ha TekcTa
Mapt 2005




