3ATBEPJIUKEHO
Haxka3 MinicTepcTBa 0XOpOHH
3popoB’st YKpainu

A LOL A N 32~

PeecTpaniiiHe mocBiqueHHs

Ne UA/1234/01/03

IHCTPYKIUIISA
JJIS1 MeAMYHOr0 32CTOCYBAHHA JiKapcbKoro 3acody

Bino6ia® intenc 120 mr
(Bilobil® intense 120 mg)

Crnao:

Oiloui pewosunu: 1 Kancysaa MICTHTb CyXHH €KCTPAKT JIMCTA rinkro 6ino6a (Ginkgo biloba L.,
folium) (35-67:1) i3 BMicTOM:

— 26,4-32,4 Mr $pnaBOHOIAIB Y BUMIAMI ()JIABOHOBUX [JIIKO3U1B;

— 3,36-4,08 mr rinkroniaie A, B, C;

— 3,12-3,84 mr 6inobaniais — 120 mr;

eKCTpareHT — alleTOH;

QONOMIDICHI pedoBuHU; NTAKTO3W MOHOTIIPAT, KPOXMasb KyKYPYH3SHHUH, TAJbK, KPEMHiI0 XIOKCHA
KoJsioiauMit 6e3BOAHMIA, MarHito creapatr, [IFOKO3H PO3YHH;

o6ononka: xenatus, turany aiokcup (E 171), 3amisa okcun vopauit (E 172), 3amisa oxcun
yepponuit (E 172), 3aniza oxcus xostuit (E 172).

Jlikapcbka ¢popma. Kancynu.
OcHoGHI  (pi3uK0-XiMIuHi 61aCMUBOCMI: xopuunesi kancynu. Kancyna MIiCTUTb MOPOLIOK BiX

CBITJIOTO JIO TEMHO-KOPHYHEBOI'O KOJbLOPY 3 BUOUMHMH TEMHHMH YaCTHHKaMH Ta MOXKJIHBUMHA
HEBEJIMKMMH I'PpyA01IKaMH.

®apmaxkoTepaneBTUYHA rpyna.
3aco6H, WO 3aCTOCOBYIOThCA NpH AeMenuii. ['iHKro ABononaTese. Koa ATX N06D X02.

dapmaxonoziuni enacmugocmi.

Gapmaxoounamixa.

[IperapaT pPOCIMHHOTO TIOXOKCHHS, HOpManizye OOMiH peYoBHH Yy KINTHHAX, peosoriuni
BACTHBOCTI KPOBI 1 MIKPOLMPKYJIALLIIO.

[Moxpautye MO3KOBHH KpoBooGir i 3abesrieuye MO30K KHCHEM i rmoko3010, 3anobirae arperarii
epUTPOLMTIB, ragbmye (akrop axTuBaLii TpoMGouuTiB. [IposiBIISE N0303aNCHKHMH peryoiouuii
BIUIMB HA CYAMHHY CHCTEMY, CTHMYIIIOE NPOAYKYBaHHI eHI0TESIH3aIEKHOr0 MOCabmoBanbLHOro
daxropa (oxcua asory — NO), posmmpioe npi6ui aprepii, MiABMILYE TOHYC BEH, THM CaMHUM
PErymIoe KpOBOHAMOBHEHHS CyAWH. 3MEHIIY€E TIPOHUKHICTb CYIHHHOI CTIHKM (npoTHHAGPAKOBHHA
e)eKT K Ha PiBHI TOJIOBHOTO MO3KY, TaK i na nepudepii). Mae aHTHTPOMOOTHYHY nito (3a paxyHoK
crabinizauil MemMGpaH TPOMOOUKTIB i EPUTPOLMTIB, BILIMBY HA CHHTE3 1pOCTarjaHaNHIB, 3HMKECHHA
i 6i070TiYHO AKTHBHUX PEYOBHH | TPOMOOLHTOAKTHBYIOYOTO ¢akrtopa). 3anobirac yrBOPEHHIO
BUIBHMX paJUKANB i I€PEKHCHOMY OKHMCHEIHHIO minimie xiiteaHEX MemGpan. Hopmanizye
BUBi/IbHEHHS, IOBTOPHE TOTMHAHHA i KaTaboi3M Helfpomeniatopis (Hopeninedpuuy, nodaminy,
ALETHIIXKOMIHY) Ta iX 3/IaTHICTh CNONYYaTHCA 3 PEUCITOPAMH. Mae aHTHTITTOKCHYHY Ji10, ITOKpalLye
06MiH pedoBHH B OpraHax i TKaHMHAX, CIPHAC HAKOMUHCHHIO Y KTTHHAX MAKpPOEPTiB, MiJABULICHHIO
yTuaizamii KHUCHIO i TJIFOKO3H, HopMaizalii MeiiaToOpHUX NMpOLECiB Yy LEHTPaIbHINA HEPBOBIi
CHUCTEMI.
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Dapmarokinemuxa.

Jlitoya pe4oBHHA — FHKTO JBOJIONATEBOrO eKCTPAKT CyXuid crannaprusoBanuit: 24 % reTepo3ucis
Ta 6 % rinkromais-6inobaniais (rinkronig A, B i 6inobanin C).

IIpu 3acTocyBaHHi BHYTpimHBO 6iOROCTYNHICTH riHkronigis A, B i GinoGanizy C cranosuts 80-
90 %. MakcuManbHa KOHLEHTpALis NOCAracThes uepe3 1-2 TOAMHM IICNA NPUHOMY Mpenapary.
Tlepiony HaniBBUBEAEHHS CTAHOBJATH NpuGIu3HO 4 romuuy (6inobania, rinkronmia A) ta 10 roauH
(rinxronix B).

i cy6cTanuii B opraiami He po3nagaroThCs, MPaKTHYHO NMOBHICTIO BUBOAATHCS 3 CEYEI0, HE3HAYHA
KUTBKICTh BUBOJUTHCS 3 KAJIOM.

Kniniuni xapaxrepucruku.

Ioxasannua.

— KorrituHuit fediluT pisHOro reHesy (RMCUMPKYISTOpHA eHIedanonaris, BHACHILOK iHCYNBTY,
YepeIHO-MO3KOBUX TPABM, Y JITHbOMY Billi, 10 MPOABIIAETBCS PO3JadaMK yBaru Ta/aGo mam’sTi,
3HIDKEHHSIM  iHTEJIeKTyanbHHX 34i6HOCTeM, BIUYTTAM CTpaxy, IIOpyLIEHHAM CHY) Ta
HeMPOCEHCOPHUI AedinuT pisHOro reHesy (crapeda AereHepailis >XOBTOI TUIAMHM, AlabeTH4Ha
peTHHOMNATIA);

— NepeMiXHa KyTbraBiCTh TpH XPOHIYHMX OOJITEPYIOUMX apTepiomaTisX HUXKHIX KiHIIBOK
(II ctyninb 3a ®oHTEHOM);

— MOPYIIEHHS 30py CYAMHHOIO IeHe3y, 3HIKEHHS HOro rocTpoTy,

— MOpYWIEHHS CNIyXy, A3BiH y Byxax, 3allaMOpPOYEHHs i MOPYWIEHHs] KOOpAMHALIl [EPEBaXKHO
CYAUHHOrO reHe3y;

— cunapom Peiino.

Ipomunoxazanna.

TTigBMILIEHA YYTIUBICTh 0 €KCTPAKTY iHKro 6ino6a abo 10 OyAb-AKOro HEaKTMBHOTO KOMIIOHEHTa
jikapcbKoro 3aco0y. BariTHICTS.

B3aemodia 3 inuumu aikapcokumu 3aco6amu ma iHwi 6uou 63aEmo0iil.

CynyTHE 3aCTOCYBaHHs JIIKApCHKOTO 3aco0y 3 aHTHKOArynsaHTamu (GeHNpOKYMOH, BapdapuH) abo
AHTHTPOMOOLMTAPHUMH 3aco6aMu (KIOMiLOrpesb, aeTHICATIINII0BA KUCIOTA Ta iHILi HecTepoinHi
MpOTU3aNANbHI NiKapChKi 3ac06K) MOXe BIUTHBATH Ha Jil0 IUX 3ac00iB.

Y mMpoBeleHUX IOCHIMKEHHAX 3 BapdapuHOM He BHBJCHO KOAHOI B3aeMoaii BappapuHy Ta
MiKapchKUX 3aco6iB 3 TiHKIO, OJZHAK PEKOMEHNOBAHO 3a0€3MEYMTH HAIEXKHUH KOHTPOIb Yy pasi
CYIyTHBOIO 3aCTOCYBaHHs BapdapuHy 3 JiKapChbKMMH 3ac00aMH Ha OCHOBI IHKIO Ha IIOYaTKy Ta
HaNpPHUKiHLI JiKyBaHHsA a0o y pa3i 3MiHH JliKapchKoro 3acofy.

JlocnimKkeHHsT B3a€MOAi] 3 TANHONONOM BKa3ye Ha MOMXIIMBY 3/aTHICTb TiHKIO [PHrHIYYBATH P-
IMKONPOTEiH Yy TOHKOMY KHUIEYHHKY, BHACIiIOK 9Oro Moxe 30iibLIyBaTHCS €KCIHO3ULis
Nikapchkux 3aco6iB, UyTAUBUX 10 P-riikonpoTeinis, y UUTYHKOBO-KHIIKOBOMY TPaKT1, HAIIPUKIIAJ
naGiratpany erexcunary. Ciiia 3 o6epexHiCTIO pUitMaTH MHKIo pa3oM i3 rabiraTpaHoM.
JlocmimKeHHS B3aeMOii MPOJEMOHCTPYBano, o Cmax Hidenuminy Moxe 36inpurysatucs Ha QoHi
3acTOCYBaHHA riHkro no 100 % y AeAKMX HAlLeHTIB, y AKMX CIOCTEpirany 3alaMOpPOYEHHA Ta
361IBIIEHHS IHTEHCHBHOCTI [IPUIIIHBIB.

CymyTHE 3aCTOCYBaHHS Jikapchkux 3aco6iB 3 TiHKro Ta edaBipeHUy HE PEKOMEHIOBAHE 3 Orjlidy
HA MOX/MBE 3MEHIICHHS KOHLEHTpauiii edasipeHiry B ruiasMi BHAacHimOK iHAYKUil LUTOXPOMY
CYP3A4 (nus. po3ain «OcobauBOCTI 3aCTOCYBaHHAY).

Ocobnugocmi 3acmocy8aHHA.

Ilepuui 03HAKY HOMIMIIEHHS CTaHy BUHUKAIOTH Yepe3 | MiCAIb Bill MOYATKY JiKyBaHHS.

SIKINO CHMITTOMHM HOTipUIYIOTBCS MiJl Yac 3acTOCYBaHHS JIKapChKOro 3acoly, clil 3BEpHYTHCH 10
Jnikaps.

INamientam 3i CXMJIBHICTIO A0 KpOBOTeY (remopariiHa CXHJIbHICYb), $KI OTPUMYIOTH CYMYyTHIO
Tepanil0  aHTHKOAryJAHTaMH Ta ammpomGogﬂ;apaﬁﬂ&ﬁé}\,c“u' apchkuMH  3aco0aMu,  CIIix
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POKOHCYIBTYBATHCS 3 JIIKAPEM Mepesl 3aCTOCYBAHHSIM LILOTO JIIKapCLKOro 3acoly.

Jlikapchki 3ac06M 3 TIHKIO MOXYTb NIABUIIYBATH CXUBHICTB 40 KpoBoTed. Sk 3amobixcHuil 3axin,
TIPUHOM LIBOTO JIIKapChKOro 3acoby CIi MpU3yNHHUTH 3a 3~4 IHI 10 XipypriYHOro BTpYYaHHS.

VY nauleHTIB 3 eNUIENCi€i0 He MOXHA BHIIIOYUTH BHHUKHEHHS NOJATKOBMX Hamnamis Ha ¢oui
IIPUROMY JIIKapChbKUX 3aC00iB 3 MiHKIO.

He pexomeHOoOBaHe CyNMyTHE 3acTOCYBaHHs JIiKApChKUX 3ac00iB 3 IiHKro pasoMm 3 edapipeHIoM
(auB. po3ain «B3aemonis 3 iHIIMMH NiKapCbKUMH 3ac00aMu Ta 1HIII BUIW B3aEMOMIM»).

ITpu nospi astepriynHoil peakilii nauieHTy CNiJ IPUNHHATYE IPUHAOM Ipenapary.

Honomideni pevosunu

Jlikapcpkuii 3aci® MICTHTB NakTo3y i rimokosy. [lamieHTaM i3 pigkicHuUMHU crnagxoBumu (popMamu
HEMEPEHOCUMOCT] ranaktos3u, paebiuntom nakrasu Jlamna abo ManbaGcopOuiclo IIIFOKO3H-
rajakTo3d HE CJiJ MpUHMaTH el npenapar.

3acmocysanua y nepioo eazimnocmi abo 200y8anHs 2py00Io.

BaritHicTb

ExcTpaxT riHKro Mo)xe 3MEHIIYBAaTH 3JaTHICTh TpoMOomutiB mo arperauii. CXWIBHICTH 10
KpoBoTedi Mojke 36inbiryBatucs. JlocnipKeHHs Ha TBapUHAX HE NOCTATHI /U1l BUCHOBKIB CTOCOBHO
PENPOAYKTHBHOI TOKCHYHOCTI.

Jlikapcbkuii 3acib npoTUOKa3aHuil y repios BariTHOCTI.

JlakTaris

JaHux npo Te, mwo MeraGoNiTU TiHKIO NOTPAIUIAIOTh y IpyJHE MOJIOKO, Hemae. He MoxHa
BHIJTIOYHTH PU3UK A1 HOBOHAPODKEHHUX Ta HEMOBIIAT.

3 ornsay Ha BiJICYTHICTh HOCTATHIX AaHUX, 3aCTOCYBaHHS JliKapChKOro 3aco0y y nepion rofgyBaHHs
rpyJIIO HE PEKOMEHAYEThHCS.

DepTUIbLHICTD

CneniansHoro JOC/iKEHHs BIIMBY MHKIO Ha QepTUIIbHICTD JIOAMHY He npoBoauin. OnHaK NeBHi
e(eKTU crocTepiraiu y caMoK MUILEH.

30amuicme ennueamu Ha weudKicmb pearkyii  npu Kepysamni asmompancnopmom abo inuumu
MexXawnizmamul.

JlocnigkeHb BIVIMBY HAa WIBUAKICTL peakuii mpu kepyBaHHI aBTOTpaHCHOpTOM ab0 iHLUMMH
MEXaHi3MaMU He IIPOBOJIMIIY.

ITin yac nikyBauHsa HEOOXiAHO JOTPAMYBATHCA 0OEPEKHOCTI P KepyBaHHI aBTOTPaHCIIOpTOM abo
NpyM IHIKMX NOTEHHINHO Hebe3MeYHuX BUAAX [iSNBHOCTI, N0 MHOTPeOYIOTh IMiABMILEHOT
KOHUEHTpalii yBark Ta WBMAKOCTI ICHXOMOTOPHUX PEaKIIiil.

Cnocib 3acmocyeaHHa ma 0o3u.

Ipusxauatu no 1 xancyni 1-2 pasu Ha 106y min yac inu. 3anmBartu 2 cxnsanky soau. Cepenns
TPUBAIICTh KYpCY JiKyBaHHs — 3 Micsi.

Koenimueni poznadu: npusnadaty no 1 xancyni 120 mr 1-2 pasu Ha no6y. TpupanicTs nikysanHs
CTaHOBUTBH He MeHIe 8 TixHiB. Uepes 3 Micawui Tepanii jikap MoBHHEH NepeBipUTH HEOOXiMHICTH
[OAaJBIIOr0 3aCTOCYBAHHSI IPENapaTy.

Iepupepuune oxmo3sitne 3aX80pI0GAHHA apmepiti, a MAKOJIC 3aNAMOPOYenHs CYOUHHO20 ma
ingomoyitinozo noxodocenns: fpusHadatd nmo 1 kancyni 120 mr 1 pas Ha noBy. Tpupaticts
NiKyBaHHSA CTAHOBHUTD HE MEHINE § THXHIB.

Tpu 3anamopouenni TpUBaNiCTh Teparii CTAHOBUTH He Gisblie 6—8 THKHIB.

TpuBaNiCTD JiKYBAHHS WYMY Y 8yXax — HE MEHILE 12 THKHIB.

Uimu.
JIoCTaTHBOIO JOCBiAly 3aCTOCYBaHHs Npenapary JiTAM HeMae, TOMY JliKyBaHHS NaHOi Kareropii
TNAUi€HTIB HE PEKOMEHIOBaHE. o
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IIepeoosysanna.

ITpn onnopasosomy a6o GaraTopazoBoMy Nepeno3yBaHHi NiKapChKOro 3acofy MOXKYTh BUHHKHYTH
AUCTIENTHYHI PO3NaAH, MOPYLIEHHs CBIOMOCTI Ta ronoBHuit 6inb. JlikyBaHHS CHMIITOMATHYHE.

Ho6iuni peaxuyii.

Iyxe gacro: > 1/10.

Yacto: > 1/100 o < 1/10.
Heuacro: > 1/1000 xo < 1/100.
Pinko: > 1/10000 no < 1/1000.
Hyxe pinko: < 1/10000.

Yacrora HeBiHOMa! HEMOJKJINBO BU3HAYHTH HA OCHOBI HagBHUX JaHHX.

Cucrema oprauis Hyxe yacto Yacro YacToTa HeBigoMa

Kpo 1 nimparuuna KpoBosunupu (lwIyHKOBO-

cucTeMa KHILKOBI, B 04l, Y MO30K)

IMyHHa cHcTeMa Peakuii rinepyuyTiIuBOCTI
(astepriyuuii moK)

Heproga cucrema lNonosuuii 6inp | 3anamopoyenHs

[111yHKOBO-KHILIKOBH Hiapes,

TpakT

abnoMinanbHui  6inb,
HyJoTa, OJI0BaHHs

llxipa Ta niamkipHa
KJIITKOBHHA

Anepriydi  mkipHi  peakuil
(eputema, HalOpsiku, cBepOix
Ta BUCHII)

Y pasi BUHMKHEHHS OyAb-iKMX HeGakaHMX peakuiif, sKi He BKa3aHi BHIUE CIIiI 3BEPHYTHCS IO

nikapsi.

eimyeanis npo_nidozpiosaii nobivni peaxyii.

3BiT npo nepenbauysaHi noGiuHi peakuil micis peectpamii Jikapchkoro 3aco6y Mae BajNJTHBE
3HaueHHd. lle nae 3Mory npoBoguTH Oes3nepepBHE CIOCTEPEXEHHS CIIBBIAHOLIEHHA KOPHCTI i
pu3MKiB, MOB’A3aHMX 13 3aCTOCYBAaHHAM Jkapcekoro 3acofy. CremiamicTn ramysi oxopoHu
300poB’s NOBMHHI HajaBaTH iH(opmalilo npo Oyab-iki nigo3pioBani mo6iuni peaxuii 3a
J0MIOMOTOI0 HalliOHAJIbHOI CHCTEMH 3BITHOCTI.

Tepmin npuoamuocmi. 3 poku.

Ymosu 30epiranns. 36epiratu npu remneparypi He Bumie 25 °C B OpuriHaibHIl ynakosii Ajs
3axMCTy Bia Aii Bonoru. 36epiraTi y HEAOCTYITHOMY A/ AiTel Micw.

Ynaxkosxka.

Io 10 xancyn y Giticrepi; 1o 2 aGo 6 GnictepiB y KapTOHHiH# KOpOOIi.

Kateropis Binnycky. be3 peuenra.

BupoOuuk.

KPKA, n.n., Hoo mecto, Crosenis/ KRKA, d.d., Novo mesto, Slovenia.

MicuesnaxoakenHst BAPOGHHKA Ta aapeca MicUANpoBaKeHHs Horo JisJabHoCTI.

[lmap’emka necra 6, 8501 Horo mecto, Cnoenis/ Smarjeska cest

,I[aTa OCTAHHbLOIO MeperJasay.

, 8501 Novo mesto, Slovenia.




