IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Bino0in® intenc 120 mr

(Bilobil® intense 120 mg)

CKnao:

Oitoui peuoguHu: 1 Kamcya MiCTUTb CyXUlM €KCTPAKT NUCTS TiHKro 6imoba (Ginkgo biloba L., folium)
(35-67:1) i3 BmicTOM:

- 26,4-32,4 Mr (p1aBOHOIAIB y BUTIAML (PIIaBOHOBUX TJTiIKO3UIB;
- 3,36-4,08 mr rinkromnifis A, B, C;

- 3,12-3,84 mr 6ino6amninis - 120 mr;

€KCTPAareHT - alleTOH;

0onoMIdCHI pe40BUHU: TaKTO3W MOHOTIAPAT, KPOXMalb KyKypPYA3sHUY, TalbK, KPEMHIIO JiOKCUT
KOJIOImHUY 0€3BOIHMI, MarHilo cTeapat, III0OKO3HM PO3YMH;

000/10HKa: XenaTuH, TuTany giokcun (E 171), 3amisa okcup yopuuit (E 172), 3amiza oKcUa 4epBOHUM
(E 172), 3amiza okcup xoBTui (E 172).

JIikapcbka ¢opma. Kancymu.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: KOpUYHeBi Kancynu. Kancyna MiCTUThL TTOPOIIOK Biff CBITIOTO
[0 TEMHO-KOPUYHEBOT'0 KOJIbOPY 3 BUOUMUMYU TEMHUMU YaCTUHKAMU Ta MOXKJIMBUMU HEBEJIUKUMU
IPyZOYKaMH.

dapMakoTepaneBTHYHA rpyma.

3aco0wu, 1110 3aCTOCOBYIOThCS IIpU AeMeHIlil. I'inkro gBonomnaTtese. Kog ATX NO6D X02.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

[TpemapaT POCIMHHOTO ITOXOMAXKEHHS, HOpMaJli3dye 00MiH pe4OBUH Y KJIiTUHAX, PEOJIOTiYHi
BJIACTUBOCTI KPOBi I MiKPOIIUPKYJIALIIO.

TTokpaliye MO3KOBHI KpPOBOOOIT i 3a0e3medye MO30K KHCHEM i TTI0K03010, 3armobirae arperariii



E€PUTPOLUTIB, TaIbMy€e PaKTOP aKTUBAllil TPOMOOIUTIB. [IpOSIBIIsS€ M0303aMeXKHUM PETYITIOIYNN
BIUIUB Ha CYOWHHY CUCTEMY, CTUMYJIIOE€ TPOAYKYBAHHS €HOOTENiN3aIeKHOT0 0C1abII0BaIbHOT0
daxTopa (okcup a3oTy - NO), po3mupioe apibHi apTepil, mifBuIlye TOHYC BEH, TUM CAMUM PETYIIIOE
KPOBOHAIIOBHEHHS CYOUH. 3MEHIIYy€E MPOHUKHICTh CYOUHHOI CTiHKM (TPOTUHAOPSAKOBUY ePEeKT K Ha
PiBHi roJIOBHOTO MO3KY, TakK i Ha nepudepii). Mae aHTUTPOMOOTUYHY Ail0 (3a paxyHOK cTabimizarril
MeMOpaH TPOMOOIIUTIB i epUTPOIUTIB, BIJIUBY Ha CHHTE3 IIPOCTATIaHANHIB, 3HUKEeHH [l 6iooriyHO
aKTHBHUX PEYOBUH i TPDOMOOLMTOAKTHUBYIOYOTO (akTopa). 3anodirae yTBOpeHHIO BITbHUX PaguKaliB i
TIepEKUCHOMY OKMCHEHHIO JTimifiB KiTuHHNX MeMOpaH. HopMarni3ye BUBiTbHEHHS, TIOBTOPHE
IIOTTIMHAHHA 1 KaTabosi3aM HelipoMefiaTopiB (HopeniHedpuHy, modaMiHy, alleTHUIXOJIiHY) Ta iX
3[ATHICTh CIIONyYaTUCS 3 pelenTopaMu. Mae aHTUTINIOKCHYHY [Iif0, TOKpallye 0OMiH PEYOBUH B
opraHax i TKaHWHAaX, CIIpHsI€ HaKOMUYEeHHIO ¥ KJIiTUHAX MaKPOEpPriB, MiABUIIEHHIO YTUITi3allil KACHIO i
TJII0K03H, HOpMasti3allil MeiaTOPHUX IIPOIEeCiB y LIeHTPasbHill HEePBOBi CUCTEMI.

dapmMaxkoKiHemuxka.

[litoYa pe4yoBHHA - TIHKTO [JBOJIONIATEBOr0 EKCTPAKT CyXUM CTaHOapTU30BaHu: 24 % reTepo3ucis Ta
6 % riukromninis-6imobaninis (rinkromig A, B i 6imobanin C).

[Ipu 3acTOoCyBaHHi BHYTpPIlIHLO OiogocTymHicTh riHKrominis A, B i 6inobanigy C cTaHOBUTH
80- 90 %. MakcuManbHa KOHIIEHTpALlid JOCATAEThCA Yyepe3 1-2 TOgUHM MiC/s IPUUoMy
npemnapaty. [lepiogu HamiBBUBEIEHHS CTAHOBJATH NpubIU3HO 4 rogunu (6inodartif,
rigkromig A) ta 10 rogus (rigkrosin B).

Lli cyOcTaHnIii B opraHiami He po3mafaloThCs, MPAKTAYHO MTOBHICTIO BUBOOSATLCS 3 CEYE0,
He3HayHa KiJIbKiCTh BUBOAUTHCS 3 KAJIOM.

Kniniuni xapaKTepuCTHKH.
Iloka3aHnHs.

- KorniTuBHu# nedinuT pi3HOTO reHesy (AUCUUPKYISTOPHA eHlledanonariss, BHACigOK iHCYIbTY,
YepemnHo-MO3KOBUX TPaBM, y JIITHHOMY Billi, IIJ0 TPOSIBIISIETHCS PO3JIafiaMy yBaru Ta/abo mam’siTi,
3HUKEHHSM iHTeNIeKTyallbHUX 3[i0HOCTEN, BifUyTTSIM CTpaxy, MOPYIIeHHIM CHY) Ta HEHPOCEHCOPHUN
nedinuT pidHOTO reHesy (cTapeda mereHepalliss XK0BTOI IIIIMHU, HiabeTUYHA PETUHONIATISN);

- TIepeMikHa KyJIbraBiCTh IPU XPOHIYHUX 00JIiTEPYIOYUX apTepionaTiax HUKHIX KiHIIIBOK (II
CTyIiHb 3a DOHTENHOM);

- IIOPpYIIEeHHA 30Py CYOIMHHOTO I'eHe3y, SHUKEHHA 1oro TOCTPOTH;

- IOPYILEHHS CIIyXy, A3BiH y ByXax, 3allaMOPOY€eHHS i IOPYIIeHHs KOOPAXHalil TepeBaXkHO
CYOUHHOTO TeHe3y;

- cuHgpoM PeiiHo.



IIpomunoka3aHHs.

[TigBUllleHa YYTNIHBICTh M0 €KCTPaKTY TiHKro 6imoba a6o mo Oyab-KOT0 HEAaKTUBHOTO
KOMIIOHEHTa JIiKapChKOro 3acoby. BariTHiCTE.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

CymyTHE 3aCTOCyBaHHS JIiKapChKOro 3aco0y 3 aHTHKOAryasHTaMu (GeHIpoKyMoH, BapdapuH) abo
aHTUTPOMOOLIMTaPHUMU 3aco0aMu (KJIOMiZorpesib, alleTHICAiMI0Ba KICI0Ta Ta iHIIl HecTepoigHi
IIPOTHU3amabHi JiKapchKi 3aco01M) MOXKe BIIJIMBATH Ha if0 LKX 3ac00biB.

Y npoBepmeHuX OOCTiAXKeHHAX 3 BapdhapruHOM He BUSIBIEHO KOMHOI B3aeMofil BapdapuHy Ta
nmiKapchKux 3ac006iB 3 TIHKT0, OOHAK PEeKOMEHIOBAHO 3a0e3MeYnT HaleXXHUY KOHTPOJIb ¥ pasi
CYTIyTHBOTO 3aCTOCYBaHHS BapdapuHy 3 JTiKApChKUMHU 3aco0aMy Ha OCHOBIi TiHKIO Ha IIOYATKY Ta
HAIPUKIHII JTiKyBaHHSA ab0 y pa3i 3MiHM JTiKapchKOTo 3acoly.

HocnipKeHHS B3a€EMOil 3 TaliHOJIOIOM BKa3y€e Ha MOXKJ/INBY 30ATHICTh FiHKIO IPUTHIYyBaTu P-
TIKOIPOTEIHN Y TOHKOMY KUILIEUHUKY, BHACIIJOK YOT0 MOXKe 30ibIIyBaTUCS €KCIIO3HUIIis TiKapChKUX
3aco06iB, UyTIUBUX 0O P-TTiKONpOTEiHiB, y MITYHKOBO-KHAIIIKOBOMY TPaKTi, HallpuKJiaf gabiratpany
eTekcunaty. Crig 3 06epeKHICTIO IpuiiMaTH TiHKI0 pa3oM i3 gabiraTpaHoM.

HocmimKeHHS B3aEMO{Iii mpogeMoHCTpyBaro, 1o C,,. Hibenuniny Mmoxe 30inblryBaTucs Ha QoHi
3actocyBaHHS THKTO 10 100 % y messKuX MalLli€HTiB, y IKUX CIIOCTEpiraayu 3aliaMOpPOYEeHHS Ta
30i/IbIIeHHS iIHTEHCUBHOCTI ITPUIIIUBIB.

CymyTHE 3aCTOCYyBaHHS JIiKapChbKuX 3aco0iB 3 TiHKT0 Ta edaBipeHIly He peKOMeHIOBaHe 3 OTJISIAY Ha
MOXKJIMBE 3MEHIIEeHHs KOHIIEHTpallii edaBipeHIly B IIJIa3Mi BHACNiAOK iHAYKIil uToxpomy CYP3A4
(ouB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

Oco06.1ueocmi 3acmocye8aHHs1.
[Tepiui 03HAKY MOMIMNIEHHS CTaHY BUHUKAIOTh Yepe3 1 MicAlp Bifl IOYATKY JIIKyBaHHS.

ZKIII0 CUMIITOMH TIOTIiPIIYIOTHCS TIifl 4aC 3aCTOCYBaHHS JTIKapChKOTO 3aco0y, Ciif 3BepHyTUCS
0o JiKaps.

[TamienTaMm 31 CXUIBHICTIO [0 KPOBOTEY (reMopariyia CXUIbHICTh), IKi OTPUMYIOTh CYIIyTHIO
Tepariio aHTUKOATyJITHTaMU Ta aHTUTPOMOOLIMTaPHUMU JTiKapChKUMU 3acobaMu, CIif
IIPOKOHCYJIbTYBATHUCA 3 JIiIKapeM Ilepef 3aCTOCYBaHHSAM IIbOT0 JIIKapChKOT0 3aco0y.

JlikapchKi 3aco0u 3 TIHKIO MOXKYTh IiABUINYBATU CXUIBHICTE 10 KPOBOTEY. K 3amobixkHuM
3axifi, MpuioM IIbOTO0 JiKapChKOT0 3aco0y CIif MPU3yNuHUTH 3a 3-4 [Hi [0 XipypriyHOTO
BTPY4YaHHS.

Y naui€eHTiB 3 eminencielo He MOXKHa BUKIIOYUTY BUHUKHEHHS OOMAaTKOBUX HallaliB Ha (QOHI
IPUMOMY JTiKapChKUX 3aC00iB 3 TiHKTO.

He pekoMeHOoOBaHe CYIIyTHE 3aCTOCYBaHHS JIiIKAPChKUX 3aCc00iB 3 TiHKI0 pa3oM 3



edaBipeHIIoM (OuB. po3min «B3aeMopmis 3 iHIMKMME JTiKapChbKUMHU 3aco0aMu Ta iHIII BUOU
B3A€EMOIII»).

[Tpu mosiBi anmepriyHol peakiiil MaIiEHTY CJIif TPUIUHUTHY IPUIOM IIpenapary.
LlonomidcHI pevo8uHu

Jlikapcbkui 3aci6 MicTUTE MakTo3Yy i rmoko3y. [lamienTam i3 pigkicHuMu criafKoBUMHU HopMaMu
HEeINlepeHOCUMOCTi rajakTo3u, fedinuToM nakTa3u Jlanma abo MambaOCcopOIIielo TII0KO3U-TalaKTO31
He CIIif IpuKiMaTH Iled npemnapar.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00Ho.
Barirtnicts

EKCTpakKT TiHKIo MOXe 3MEeHIITyBaTH 30aTHICTh TPOMOOIUTIB 0 arperartiil. CXUIbHICTL [0 KPOBOTEUi
MoxKe 30inbuyBaTucs. [IoCligKeHHsI Ha TBAPUHAX He MOCTATHi A1 BUCHOBKIB CTOCOBHO
PEeNpPOIYyKTUBHOI TOKCUYHOCTI.

JlikapceKui 3acib TpPOTUIIOKa3aHUM Y Iepiof BariTHOCTI.

JlakTaIlisa

IHaHux IIpo Te, II0 MeTabOJIiTH TiHKI0 IIOTPAIIJIAIOTE Y IT'PyOdHE MOJIOKO, HEMAE. He Mo0xXHa BUKITIOUUTH
PH3HUK [JId HOBOHAPOO2XKEHHNX Ta HEMOBJIAT.

3 OoTJIAMy Ha BiCYTHICTb MOCTATHIX MaHUX, 3aCTOCYBAHHS JTIKApChKOro 3acoby y mepion rogyBaHHS
TPYLOI0 He PEKOMEHYETHCA.

QepTUIBLHICTE

CreniaibHOTO [OCTiOXKEHHS BIUJIMBY TiHKTO Ha (epPTUIbHICTh TIOAUHYU He mpoBoaunu. OgHaK meBHi
e(eKTu crocTepiranay y caMOK MHUILEHN.

30amuicmb 8nauBamu Ha weudkicme peakuii npu KepyeaHHi asmompaHcnopmom abo
IHWUMU MexXaHi3Mmamu.

HocmimKeHb BINIMBY Ha MIBUAOKICTh peakilil TPy KepyBaHHi aBTOTPAHCIIOPTOM abo iHITuMu
MeXaHi3MaMu He IIPOBOJUIIN.

[Tig yac nikyBaHHS HEOOXiOHO HOTPUMYBATHCS 00€PEKHOCTI IpU KepyBaHHI aBTOTPaHCIIOPTOM abo
IIPY iHIIKUX OTEHIIiHO Hebe3neUyHNX BUAaX His/IbHOCTI, 10 TOTPeOyIoTh MiiBUILIeHOI KOHIIeHTpallil
yBaru Ta MIBUOKOCTI ICUXOMOTOPHUX PeakKIli.

Cnoci6 3acmocyeaHHss ma do3u.

[Tpusnavatu mo 1 Kamcymi 1-2 pa3u Ha moOy mim vac imu. 3anuBaTH Y2 CKISHKY Bogu. CepenHs



TPUBAJIICTh KyPCY JIIKyBaHHA - 3 MiCALI.

KoenimueHi po3aadu: nipu3HadaTtu 1o 1 kancyni 120 Mr 1-2 pa3u Ha no0y. TpuBamicts
JIiKyBaHHS CTAHOBUTH He MeHIe 8 TuXKHiB. Yepe3 3 Micsmi Teparlil Tikap MTOBUHEH
mepeBipuTH HeoOXimHICTh MOOABIIOT0 3aCTOCYBaHHS MIpemapary.

ITepugepuuHe 0KAM03ilUHE 3aXB0PHOBAHHA apmepill, a MAKoM#c 3anamMopoOYeHHA CYyOUHHO20 Mmda
iHB011OUIilIHO20 NOX00JCeHHA: Ipu3HavyaTH 1o 1 kKamcyni 120 mr 1 pa3 Ha go0y. TpuBamicTh
JIIKyBaHHSI CTAHOBUTH He MEHIIEe 8 TUXKHIB.

[Tpu 3anamopoyueHHi TPUBAJiCTh Tepalii CTaHOBUTH He OinbIle 6-8 THUKHIB.

TpuBamicTe AIKYy8AHHA WYyMY Y 8yXax - He MeHIe 12 TUXKHIB.

Himu.

IoCcTaTHBOTO [MOCBily 3aCTOCYBaHHS Npelapary AiTAM HeMae, TOMY JIiKyBaHHS aHOl KaTeropil
MTAlliEHTIB HE PEeKOMEHIOBaHe.

Ilepedo3yeanHs.

[Tpu ogHOpa3oBoMy abo GaraTopa3oBOMY Iepem03yBaHHi TiKapChKOro 3aco0y MOXKYTh BUHUKHYTH
OUCIIETITUYHI Po3/1agy, IOPYIIeHHs CBiIOMOCTi Ta royioBHUM 0inb. JIiKyBaHHS CUMITOMAaTUYHE.

ITo6iuni peakuii.

Iyxe gacro: 3 1/10.

Yacro: 2 1/100 go < 1/10.
Heuacro: 3 1/1000 go < 1/100.
Pinxo: 2 1/10000 mo < 1/1000.
Oyxe pimko: © 1/10000.

YacToTa HeBimoMa: HEMOKJIMBO BU3HAYUTH HAa OCHOBI HasIBHUX HaHUX.

Cucrema opraHiB [ly>Ke gacTto YHacTo YacToTa HeBigoMa

KpoB i nimpaTryHa KpOBOBUINBY (LIIIIYHKOBO-

cricTeMa KUIIIKOBI, B 04i, Y MO30K)

[MyHHa cucTemMa Peaxkil rinepuyTINBOCTL
(amepriyHui I10K)

HepsoBa cucrema [onmoBHuMit 6inb  [3amaMopodeHHs




[[I1yHKOBO-KUILIKOBUX [iapes,
TPAKT abmoMiHaIbHUM Oinb,
HymoTa, 6J1I0BaHHS
[lIkipa Ta mgmKipHa AnepriuHi IMKipHi peakiril
KJTiTKOBHHA (epuTema, HaOPSIKH, CBePOiK
Ta BUCHII)

Y pasi BuHUKHEHHS OyOb-1KUX HeOakaHUX peaklliil, sSKi He BKa3aHi BHUIIE CJIifl 3BePHYTUCS
[0 JTiKaps.

38imysaHHs npo nido3proeaHi nobiyHi peakuii.

3BiT mpo mepen6avyBaHi mobiyHi peakiii micns peectpatii TiKapcbkoro 3acoby Ma€ BaxKIIMBe
3HaueHHs. Lle mae 3mMory mpoBoauTu 6e3mepepBHE CIIOCTEPEeKEeHHS CIiBBIHOIIEHHS KOPUCTI i
PU3HKIB, IIOB’sI3aHUX i3 3aCTOCYBaHHSIM JIiKapCchKoro 3acoby. CrelrianmicTu rany3i 0XOpoHU 3J0POB’s
TIOBUHHI HafaBaTH iHopMatiio mpo Oyab-gIKi mifo3pioBaHi MobiuHi peakilil 3a AOIIOMOT0I0
HAaIliOHAILHOI CUCTEMH 3BiTHOCTI.

Tepmin npudamuocmi. 3 POKH.

YmMmoBH 30epiranHnsi. 30epiratu npu Temnepatypi He Buiile 25 °C B opuriHanbHi¥ yIaKoBIi Os
3axMCTY Bif Aii Bonoru. 36epiraTu y HeJOCTYIIHOMY [JId [iTel MicIii.

VYnaxoBka.

I[To 10 kamncyn y 6mictepi; mo 2 a6o 6 GicTepiB y KapTOHHIN KOpOO1Ii.

Kareropis Bigmycky. be3 peuenra.

BupoOHHK.

KPKA, n.n., HoBo mecTto, CnoBeHisi/ KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca MiCusimpoBaIXKeHHs HOro Tis/IbHOCTI.

[Imap’emika necta 6, 8501 HoBo mecto, CrnoBeHisi/ Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



