IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

Bino6in® topte
(Bilobil® forte)

Cknap:

Aitoya peyvoBuHa: 1 Kancyna MiCTUTb CyXWUid eKCTPaKT McTa riHkro 6inoba (Ginkgo biloba L., folium) (BigHoLWweHHA BUXigHUX MaTepianiB 40 eKCTpakTy 35-67:1) i3
BMICTOM:

—17,6-21,6 Mr (hnaBoHOIAIB y BUrNA4I (D1aBOHOBUX MNMiKO3UAIB;

—2,24-2,72 mr riHkronigis A, B, C;

—2,08-2,56 mr 6ino6anigis — 80 mr;

EKCTpareHT — aleToH;

[OMOMI>KHI PEYOBMHU: 1aKTO3M MOHOTiAPaT, KPOXMasb KYKYPYA3SHWUIA, Ta/lbK, KPEMHIIO LIOKCUA KONOIAHWIA 6€3BO4HNIA, MArHito cTeapar, r1H0K03U PO3UNH;

060/10HKa Kancynu: xenaTuH, Tutany giokeuns (E 171), 6apBHuK a3opy6iH (E 122), 3aniza okcug vyepsoHuid (E 172), 3aniza okemg vyopHuia (E 172).

JlikapcbKa hopma. Kancynu.

OCHOBHI (pi3nKO-XiMiYHI B1aCTMBOCTI: POXEBOr0 KO/IbOPY Kancynu. Kancyna MiCTUTb MOPOLUOK Bif CBIT/I0r0 40 TEMHO-KOPUYHEBOIO KO/IbOPY 3 BULUMUMUN TEMHUMMU
yacTKaMu, MOXX/IMBA HaABHICTb HEBENMKNX MPYL0UOK.

dapmakoTeparneBTUYHa rpyna.
3aco6bwm, Lo 3aCTOCOBYHOTLCS NpK aemeHUiT. MHKro gsononarese. Kog ATX NO6D X02.

dapmMakosoriyHi BnacTmnBoCTI.

dapmakogrHamika.

NikapcbKuid 3aci6 POCIMHHOIO NOXOKEHHS, HOPMani3ye 06MiH PeYOBWH Y KNITUHAX, PEO/IOriYHi BMACTUBOCTI KPOBI i MIKPOLMPKYNALILO.

MoKpaLlye MO3KOBMIA KPOBOOOGIT i 3a6e3nevye MO30K KUCHEM i /IIOKO30H0, 3anobirae arperauii epuTpouuTiB, ranbmye (PakTop akTuBauii TpoMO0oUUTIB. YNMHUTL
[0303a/IEXXHUIA PEryNIOKYMIA BNAMB HAa CYAWHHY CUCTEMY, CTUMY/HOE NMPOAYKYBaHHSA eHAO0TeNin3aneXxHoro nocnabnioBanbHoro gakropa (okcug asoty — NO),
PO3LLNPIOE APi6GHI apTepii, NiABMLLYE TOHYC BEH, TUM CaMUM Peryntoe KPOBOHANOBHEHHS CYAMH. 3MEHLLYE MPOHUKHICTb CYAMHHOT CTIHKM (MPOTUHAOPAKOBWIA edheKT
AK Ha PiBHi r0/IOBHOr0 MO3KY, TaK i Ha nepudepir). Mae aHTUTPOMOOTUYHY Aito (3a paxyHOK cTabinizauii MembpaH TPOMOOUUTIB | epUTPOLUTIB, BNIMBY Ha CUHTE3
npocTarfiaHAVHIB, 3HKEHHSA AiT 610/10rYHO aKTUBHMX PEYOBMH | TPOMOOLMTOAKTMBYHOUYOIO (hakTopa). 3anobirae YyTBOPEHHIO BiNIbHUX PafUKasiB i NEePeKUCHOMY
OKWCHEHHIO NiNifiB KNITUHHUX MembpaH. HopMmani3ye BUBINIbHEHHS, MOBTOPHE MOr/IMHaHHA | KaTabonism HeiipomeAiaTtopiB (HopeniHegpuHy, AogamiHy,
aLeTUIX0/iHY) Ta TXHIO 34aTHICTb Cronyyatucs 3 peyentopamu. Mae aHTUTINOKCUYHY Aito, NOKpaLlye 06MiH Pe4oBMH B OpraHax i TKaHUHax, CNpUsie HaKOMUYeHHIO
Y KNiTUHAX Makpoepris, NiABULLEHHIO YTUAI3aLIT KUCHIO i FHOKO3K1, HOpMani3aL il MefiaTOpHMUX NPOLECIB Y LieHTpasbHi HEPBOBIli CUCTEMI.

PapmakoKiHe TuKa.

[itoya peyoBmHa — riHKro ABOMIONATEBOr0 EKCTPaKT CyXuil cTaHgapTm3oBaHuii (EGb761): 24 % reteposucie Ta 6 % riHkronigis-6ino6anigis (rivkronig A, B i



6inobanig, C).

Mpn 3acTOCyBaHHI BHYTPILLHLO 6i040CTYMHICTL riHKronigis A, B i 6ino6anigy C ctaHoBMTL 80—-90 %. MakcumasibHa KOHLEHTpaLis 4ocAracTbea Yepe3 1-2 roamHu
nicna npuinomy npenaparty. MNepiogy HaniBBMBELEHHS CTAHOBNATL NPUGIN3HO 4 rogunHm (6inobanig, rinkronig A) Ta 10 roguH (rivkronig B).

LLi cybcTaHLii B opraHiami He po3nafatoTbes, MPaKTUYHO MOBHICTIO BUBOAATLCA 3 CeYet0, He3HaYHa KiflbKiCTb BUBOAUTLCA 3 KaJIOM.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHA.

— KOrHiT1BHMIA OethiynT pisHOro reHesy (AUCLUMPKYNATOPHA eHuedanonaTis BHACMIAOK iHCYNbTY, YepenHO-MO3KOBUX TPaBM, Y NiTHbOMY Billi, O NPOSBASETLCA
po3najamu yearu Ta/abo nam’aTi, 3HVKEHHAM IHTEeNeKTyalbHUX 34i6HOCTeN, Bi4UYTTAM CTpaxy, NOpPyLUEHHAM CHY) Ta HEMPOCEHCOPHUIA fediuuT Pi3HOro reHesy
(cTapeya gereHepadlis XKOBTOI NAsiMK, AiabeTnUYHa peTUHONATIS);

— MepemidkHa Ky/braBiCTb MNP XPOHIYHUX 06/1ITEPYOUMX apTepionaTiax HMKHIX KiHLiBOK (I cTyniHb 3a ®OHTeHOM);

— NOPYLUEHHS 30pYy CYAUHHOIO reHe3y, 3HMXEHHS A0ro rocTpoTy;

— MOPYLUEHHA CYXY, A3BIH Y ByXaXx, 3anamMopOYeHHs i NOPYLUEHHS KOOPAMHALLIT MEePeBaXXHO CYAMHHOIO reHesy;

— CUHAPOM PeliHo.

MpoTurnokasaHHs.
MigBuLLEHA YYTAMBICTb 0 EKCTPAKTY FHKro 6i5106a abo 40 6yAb-AKOr0iHLLION0 KOMMOHEHTA NiKapCbKOro 3acooby.

B3aemogis 3 iHLWMMK NikapcbKMMK 3ac06amm Ta iHLLi BUAM B3aEMOZIN.

MauieHTy He cnif npuitmaTy Npenapar, AKLWO BiH TPUBA/IMIA Yac 3aCTOCOBYE aLleTUACaNILUIOBY KUCNOTY, BaphapuH abo TiasuaHi AiypeTuku.

Mpun ogHOYaCHOMY 3aCTOCYBaHHI NpenapaTty 3 NiKapCbKMMK 3aco6amu, WO iHFi6YHTL Koarynsuito KpoBi (TakKumm SiK (PEHNPOKYMOH Ta aueTuncaniumioBa K1cnoTa),
edheKT OCTaHHIX MOXXe NOCUINTUCA — MIABULLYETHCA PU3MK KPOBOTEYI.

OfiHoYaCHe 3aCTOCYBaHHS eKCTPaKTY MHKro 6i106a 3 HKYeHaBeAeHUMU NTIKapPCbKUMU 3aC06aMu BUMarae 0Cob6/IMBOI0 Harnsagy:

— TiHKro 6ino6a 36inbWwye MeTaboniaM NPOTUENINENTUYHUX MpPenapartis, WO MeTabonisyoTbes Nig aieto cuctemmn depmentie CYP2C. Mpu cynyTHIn Tepanii
npoTMeniNenTUYHI nNpenapaTty (BasbNpoat, (PEHITOIH) MOXYTb 3MEHLLUWNTY CYLOMHUWIA MOPIr, WO 36iNbLUye IMOBIPHICTb €NiNENTUYHOIO Hanazy.

— B3aemogis eKcTpakTy riHKro 6in06a 3 npenapartamu, WO MeTaboni3yoTbes Nif Aieto GepMeHTHOT cuctemm uutoxpomy P450, He MOXe 6YTU MOBHICTIO BUK/THOYEHa
(MOXnMBe IHribyBaHHA ab0 IHAYKLIA AesKMX 130(0epPMEHTIB).

Oco6MBOCTI 3aCTOCYBaHHSA.

MepLui 03HaKW NONIMLLIEHHSA CTaHy BUHMKAOTL Yepes 1 micAub Bif nMoYaTKy NiKyBaHHS.

Mpy NaTonoriyHo MiaBULLEHI TeHAEHUIT 40 KpoBoTed (remopariyHuii giaTes), a TakoX Y pasi OfAHOHMACHOro 3aCTOCYyBaHHS aHTMKOarynsHTiB npenapaTt HeobXigHO
NPUAMATK TiNbKN MiCNS KOHCYNbTaL il 3 NiKapeM.

Mpwy nosBi anepriyHol peakuii abo NiABMLLEHOT YyTAMBOCTI NaLiEHTY CMiA NPUNUHWTY NPUIAOM Npenapary.

OcCKifnlbKM € faHi, Wo npenapaTn, SKi MICTATb eKCTPaKT FiHKro 6ino6a, MigBULLYHOTb CXU/ILHICTb [0 KPOBOTEY, MPUIAOM LbOro npenapaTy Heo6XiAHO MPUNUHUTK
nepez XipypriyHvmMm onepavismu.

MpenapaT MICTUTL N1aKTO3y i roKo3y. lMauyieHTam i3 PIAKICHUMW CNafKoBMMM (DOpMamMy HerepeHOCUMOCTI rafiaktosu, fediuMtoMm faktasu Jlanna a6o
ManbabCcopOLED INHOKO3M-ranakTo3un He MOXHa NPpUMaTK Lein npenapar.



3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyagto.
Y 3B’A3KY 3 BiJCYTHICTIO KNIHIYHMX AaHWX MpenapaTt He PeKOMeH/Y€eTbCs 3aCTOCOBYBATI Y Nepiog BariTHOCTI abo rofyBaHHA rpyasto.

34aTHICTb BNAMBaTY Ha WBMAKICTb peakuii npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLWMMK MexaHi3mamu.
Mig yac nikyBaHHA HeOOXIAHO AOTPMMYBATUCS OBEPEXHOCTI MPU KepyBaHHI aBTOTPAHCMOPTOM ab0 IHLWWX MOTEHUIMHO Hebe3neyHnx Buaax AisNbHOCTI, WO
NoTpebyoTh NiABWLLEHOT KOHLEHTpaLiT yBaru Ta WBUAKOCTI NCUXOMOTOPHMX peaKLii.

Cnoci6 3acTocyBaHHs Ta [03W.

MpwitvaTy no 1 kancyni 2—-3 pa3u Ha fo6y nif vac ign. 3anneaTtu %2 CKNsHKK Bogun. CepefHa TpUBanicTb Kypcy NiKyBaHHA — 3 MicALi.

KorHiTwvBHI po3nagn: npuiimati no 1 kancyni 80 mr 2—3 pasu Ha fo6y. TpuBanicTb NiKyBaHHS CTaHOBUTb He MeHLle 8 TWXKHIB. YUepe3 3 micAui Tepanii nikap
MOBWHEH MEPEBIPUTN HEOOXIAHICTb MOAA/LLIOIO 3aCTOCYBaHHS NiKapCbKOro 3acooy.

MepudepnyHe OKNt03iliHE 3aXBOPIOBAHHS apTepiil, a TaKo>XK 3anaMOPOYEHHS CYAMHHOIO Ta iHBOMIOLIAHOr0 NOXOAXKEHHS: Npu3HaYvaTyi o 1 kancyni 80 Mr 2 pasu Ha
[06y. TpuBanicTb NiKyBaHHA CTAHOBUTb HE MEHLLE 8 TUXKHIB.

Mpy 3anaMopoyeHHi TpUBaNICTb Teparii CTaHOBUTb He BifibLue 6-8 TUXKHIB.

TpuBanicTb NiKyBaHHA LUYMY Y ByXax — He MeHLLe 12 TUXXHIB.

aiTn.
JlocTaTHbOro A0CBify 3aCTOCYBaHHA npenapary AiTAM HeMae, TOMY JliKyBaHHSA AaHOi KaTeropil nayieHTiB He peKOMeH0BaHe.

Nepeno3yBaHHS.
Mpwn ogHopa3oBoMy abo 6aratopa3oBoMy Nnepefo3yBaHHI NiKapCbKOro 3aC00y MOXYTb BUHUKHYTU AUCMENTUYHI PO3/1aAu, MOPYLLEHHS CBIAOMOCTI Ta FOMIOBHUIA Biflb.
NiKyBaHH#A cMNTOMaTUYHe.

Mo6iuHi peakuii.

Mpw 3acTOCYBaHHI MOX/IMBE BUHUKHEHHS TakMX NOGIYHMX peaKLiit:

3 60Ky TpaBHOro TPaKTY: po3nafmn TpaB/eHHs; AMCnencis; giapes; abfAoMiHanbHWUIA 6inb; HyaoTa, 6/110BaHHS.

3 60Ky iIMyHHOT CMCTeMW: peakLil rinepyyT/MBOCTI, BKNOYAKOYM aHMIOHEBPOTUYHNIA HAOPSIK, KPOMUB’AHKY, 3aULLKY.

3 60Ky HepBOBOI CUCTEMU: FONOBHUI 6iflb; 3aNaMOPOYEHHS; HEMPUTOMHICTb (Y TOMY YMCAi Ba3oBarasibHa).

3 60Ky LUKipW: 3ananeHHs LWKipy, MOYepBOHIHHA, HAOPSK, BUCUM, CBEPOIX, eK3ema.

Y MOOAMHOKMX BUMafKax Npv 3aCTOCyBaHHI MpenapaTis, WO MICTATb EKCTPAKT THKro 6in106a, 0C06/MBO NPV 04HOYACHOMY 3aCTOCYBaHHI 3 aHTMKOoarynsHTamMu Ta
HeCTepOiAHUMM NPOTM3anaibHUMKN 3acobamMun (TakuMKU SK PEHNPOKYMOH Ta aueTuicaniunioBa KUCoTa), MOXYTb BUHUKATV KPOBOBWMBU (LLTYHKOBO-KMLLKOBI,
OYHI, MO3KOBI). MPUYMHHICTb UMX BUMaAKIB He BCTAHOB/EHA.

Mpenapat MicTUTb 6apBHUK a30py6iH (E 122), AKuniA y NOOLNHOKMX BUMALKAX MOXE CIPUYMHATI afleprivHi peaxuii.

Y pa3i BUHUKHEHHS OYb-SIKUX HebaXKaHMX peakLiin cnif NPUNMHUTK 3aCTOCYBaHHA NpenapaTy Ta 060B’A3KOBO 3BEPHYTUCA A0 NiKaps.

3BiTYBaHHSA NMNPo Nigo3ptoBaHi NObIYHI peakLil.

3BITyBaHHA NPO Mifo3ptoBaHi NO6IYHI peakwyii Nics peecTpauil NikapCbKOro 3acoby Mae BeNnKe 3HaydeHHs. Lie fae 3mory npoBoAnTmn 6e3nepepBHe CNOCTEPEXEHHS 3a
CMNiBBIAHOLLEHHAM MIXX KOPUCTIO i pU3MKamm, MOB’S3aHNMU i3 3aCTOCYBaHHAM NiKapcbKoro 3acoby. Cnewianicti y raaysi 0XOpOHW 3[0pOB’S MOBUHHI NogasaTu
IH(hopmaLito Npo Byab-AKi Nif03PHoBaHI NOGIYHI peakLii 3a LOMOMOror HaliOHaIbHOI CUCTEMM 3BITHOCTI.




TepMiH NpUAATHOCTI. 3 POKMK.

YMoBW 36epiraHHs.
36epirati Npu TemnepaTypi He BuLLe 25 °CB opuriHaibHIN yNakoBLi 4na 3aXMUCTY Bif 4iT Bonoru. 36epiratny HegoCTynHOMY 415 AiTei Micui.

YnakoBKa.
Mo 10 kancyny 6nictepi; No 2 abo 6 6/1icTepiB y KAPTOHHI KOPOOLL.

Karteropis Bignycky. be3 peventa.

Bupo6HUK.
KPKA, a.4., HoBo mecto, CroseHis/ KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micusa NPoBafKeHHS MOro AisiNIbHOCTI.
LLImap’ewka yecta 6, 8501 Hoso mMecTo, CnoseHis/ Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



