IHCTPYKIIA

IJIsI METHYIHOT 0 3aCTOCYBAaHHSA JTIKapChKOro 3aco0y

TAHAKAH®

(TANAKAN®)

Cknao:
ditoua pevosuHa: Ginkgo biloba

1 M1 po3uuny opanbHOro MicTuTh 40 Mr I'iHk20 6i106a CyX0TO €KCTPaKTy, OYHUILIEHOTO0 i KiTbKiCHO
Bu3HaudeHoro (EGb 761), orpumanoro 3 Ginkgo biloba L. folium (nucTtku 'iHKT0)

(35 -67:1), mo Bigmosigae:

- 8,8 - 10,8 mMr ¢naBoHOIAiB, Y TepepaxyHKy Ha (HJIaBOHOBI I'TiKO3UAU
-1,1 -1,4 mr rigkromninis A, Bi C

-1,0 - 1,3 mr Gimobaniny;

PO3YMHHUK IIePIIol eKCTpakKiril: anetos 60% (m/m);

0ONOMIJICHI peyoBUHU: HATPil0 CaXapuH, €CEHIlisd aleIbCUHOBA PO3YKMHHA, ECEHIlid THMOHHA
po3unHHa, eTaHon 96%, Boga ouuIeHa.

JlikapcbKka ¢popMa. Po3unH opanbHUM.

OCHOBHI (pi3uKko-XiMiYHI 81acMUBOCMI: PO3YUH KOPUYHEBO-OPAHXKEBOT0 KOJILOPY 3 XapaKTEPHUM
3amaxoM, Ipu pPO3BeOeHHi M0T0 y BOMI Aa€ MalxKe IIP030Py apoOMaTU4YHY PiguHY.

(I)apMaKOTepalIeBTI/I'-IHa rpyua.

3acobu, 1110 3aCTOCOBYIOThCS IIPU 3aXBOPIOBAaHHSIX HEPBOBOI CUCTEMH. [HIII 3acobu [y MiKyBaHHS
memeniii. Koo ATX N0O6D X02.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika

MexaHi3M mil HeBimoOMUH.



dapmakonoriyHi faHi cBig4aTh mpo 30inbIIeHHsS 6aAbOPOCTi y MAI[iEHTIB JIITHHOTO BiKy 3a
pe3ynbTaTaMu efekTpoeHiedanorpadii, 3MeHIIeHHs B'I3KOCTi KPOBi Ta 36ibIleHHs BaCKyIsIpU3allii
IIeBHUX [iJITHOK T'OJIOBHOT'O MO3KY Y 300POBUX Y0IOBIiKiB (BikoM 60 - 70 pOKiB), a TaKOXK 3MEHIIEHHS
arperatii Tpom6o1uTiB. OKpiM TOTO, BUSBIEHO Ba30AWIATALliHUY BIIJIMB Ha KPOBOHOCHI CyIUHU
nepenrIiyys, mo 36inbinyBano 00’eM UPKYITI0I0Y01 KPOBI.

dapmakokiHemuka

[Ticnsa mepopanbHOro 3actocyBaHHsa 120 mMr ekcTtpakTy ['iHKTO (Y popMi po3uuHy) cepegHs
IOCTYIIHICTE TepIieH-TakTOHIB cTaHoBUIa 80% rinkromigy A, 88% riukrominy B Ta 79% 6inobaminy.
[Ticns 3acTocyBaHHA TiKapchKoro 3aco0y y Gopmi TabneTok MaKCMMallbHi KOHIIEHTpallil TepreH-
JIAaKTOHIB y Iy1a3Mi gocsaranu 16 - 22 Hr/mi riskroniny A, 8 - 10 Hr/mn riskroniny B ta 27 - 54 Hr/Mn
6imobanigy. BinmoBiguuit mepion HamiBBUBeOeHHS riHkroOamniniB A Ta B Ta 6imo6asnigy craHoBuB 3 - 4,
4 - 6 Ta 2 - 3 ropuny, BignosigHo. KoHIEHTpaIlil B I1a3Mi IiCas 3aCTOCYBaHHSI PO3YUHY, II0 MiCTUTh
120 mr exctpaxkTy ['iHKro, cTaHOBIATD 25 - 33 HI/MI rinkromuigy A, 9 - 17 ur/mn rigkrosigy B ta 19 -
35 Hr/mn 6inobamniny. ITepion HamiBBUBeOeHHS TiHKTOJiAY A CTAHOBUB 5 rofuH, riHkrominy B - 9 - 11
ropguH, a 6inobaniny - 3 - 4 TOnUHM.

KrinigHi xapaKTepHCTHKH.
IToka3zanHus.

Pocnuuuui mikapchkuil 3aci6 moka3aHuM A1 CUMIITOMATUYHOTO JTiKyBaHHS KOTHITUBHUX PO3/IafiB y
TALEHTIB JIITHROTO BiKY, 3a BUHSATKOM IAIiEHTIB i3 miATBEPAKEHOI0 IEMEHITE€I0, XBOP0O0I10
[TapkiHCOHa, KOTHITUBHUMHU PO3JIaflaMU ITPOTE€HHOTO IIOXO[KEeHHS ab0 TaKUMH, 1110 BUHUKIIU
BHACJIIOK Hemnpecil abo MeTabOiYHUX MTOPYIIEHb.

TAHAKAH® noka3saHuii 71 3aCTOCYBaHHS [OPOCTIMM i Ial[ieHTaM JIiTHBOTO BiKYy.

IIpomunoka3aHHs.

linepuyTnuBiCTE KO Aif04oi peuyoBuHU ab0 [0 6yab-sIKOi 3 HOMTOMIXKHUX PEYOBHH JTiKapChKOro 3aco0y,
BKa3aHUX Yy po3aini «Ckiag».

BaritHicTb (muB. po3min «3acToCcyBaHHS Y Iepiof BariTHOCTiI abo rogyBaHHS TPYIIIO»).

B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

CymyTHE 3aCTOCYBaHHS 1IbOTO JIIKapChKOIo 3aco0y 3 aHTUKOArynIsiHTaMu (GeHIIPOKYMOH, BaphapuH)
a00 aHTUTPOMOOIIMTAPHUMH 3acobaMu (KJIOMigoTrpesb, alleTUIICANIIIMIIOBA KMUCI0Ta YK iHIIi
HECTepPOigHi MpoTHU3alalbHi TiKapChKi 3ac00M) MOXKe BIIMBATH Ha Mif0 ITuX 3aC00iB.

Y npoBeneHuX OOCTiAXKEHHSIX 3 Bap(paprHOM He BUSIBIEHO XXKOOHOI B3aEMOfi1 BapaprHy Ta
nikapchbKuXx 3aco0iB 3 ['IHKT0, ogHAaK peKOMeHI0BaHO 3abe3neynTy HajleXKHUU KOHTPOIIb y pasi
CYTIyTHBOTO 3aCTOCYyBaHHS Bap(apuHy 3 JTiKapChbKUMHU 3aco0aMu Ha OCHOBI ['IHKT'0 Ha IO4aTKy Ta
HaIMpUKiHLi TiKyBaHHSA ab0 y pa3i 3MiHU JiKapchKoro 3acoly.



HocnifKeHHS B3aEMO{Iil 3 TaMiHOIOIOM BKa3y€e Ha MOXKJ/IMBY 30aTHICTh ['IHKro mpurHiuyBatu P-
TJTKOTIPOTEIHYN Y TOHKOMY KUIIIEYHUKY, BHAC/TiJOK YOT0 MOXKe 30ibIIyBaTUCA €KCIIO3UIIis TiKapChbKUX
3aco0iB, 4yTIUBUX 0O P-TTiKOMpPOTEiHiB, y MITYHKOBO-KHIITKOBOMY TPAKTi, HAIPHUKIIaa gabdiraTpany
eTekcunaty. Crig 3 o6epexHicTio npuiiMaTu ['iHKTo pa3oMm i3 mabiraTrpaHoM.

HocnimxkeHHS B3aEMOIii mpogeMoHCTpyBaro, 1o C,.. Hibenuminy Mmoxe 30inbiryBaTucs Ha QoHi
3actocyBaHHS ['iHKTO 00 100% y mesKUX MaIlieHTiB, y IKUX CIIOCTepiraau 3aiaMOpOdYeHHS Ta
36inbIIeHHS IHTEHCUBHOCTI IPHUIITUBIB.

CymyTHE 3aCTOCyBaHHS JIiKapChKux 3aco0iB 3 ['iHKTo Ta edaBipeHIly He peKOMeH0BaHe 3 OTrJIsAy Ha
MOXKJIMBe 3MEHIIIeHHT KOHLeHTpallill epaBipeHIly B I1a3Mi BHACHIAOK iHOyKIil mToxpoMy CYP3A4
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

B3aeMopiio 3 iHIMMU TikKapCEKUMU 3aco0aMu v 3B’s13KY 3 BMicToM cnupTy (0,45 r Ha 1 mo3y), 3
JTiKapChbKHUMH 3aC00aMH, [0 MPUTHIYYIOTH (PYHKIIil IEHTPaJIbHOI HEPBOBOI CHCTEMH, CJIifl

BpPaxoOByBaTHU IIPU CYIYyTHHOMY 3aCTOCYBaHHi I[bOT0 JIIKAPCHKOTO 3ac00y pa3oM i3:

JiKapChbKUMH 3ac00aMH, 10 CIPUYHHAIOTH aHTa0yCHY peaKIilo MpH 3aCTOCyBaHHi
CHMPTY (BiIUyTTS Temsa, TOYepBOHIHHS, OII0BaHHS, TaxXikapmis): gucynbdipam, nedhamMmaHgor,
nedomnepa3oH, maTaMokced (aHTUOAKTepianbHUM TiKapChKUM 3acib rpynu 1edanocnopuHiB),
xnopaMmdenikon (autubakTepianbHMiL TiKapchKUM 3aci6 rpynu (HeHikoiB), XJI0pnponamis,
rinibenkamin, roinisun, TondyraMin (mpotuniabeTHyHi rimornikeMiuni cynbbaminn), rpuseodynbBiH
(mpoturpubKoBuUY JTiKapChKUM 3aci0), HITPo-5-iMima30/1 (METPOHIAA307I, OPHiTA30J1, CEeKHiTa301I1,
THHiIa30J1), KETOKOHA30J1I, MIpoKapOa3uH (IIUTOCTATHK);

3aco0aMH, 110 NPUTHiIYYIOTh QPYHKIIil IeHTPaIbHOI HEPBOBOI CHCTEMH.

Oco6.1ueocmi 3acmocyeaHHsi.

e nikapcbkuit 3acib MicTuTb 57% eTaHomny (cupTy) 3a 00’eMoM, To6TO Mo 450 MTr Ha omHY mo3y (1
MJI), 110 ekBiBaneHTHO 11,3 My nuBa abo 4,7 M7 BUHA Ha OJHY A03Y. 3aCTOCYBaHHS ITbOTO
niKapchKoro 3aco0y € HeOe3neyHuM [ MallieHTiB, SKi CTpaXaaoTh Ha alKOT0J1i3M, i Mae
BPaxOBYBaTUCS y pa3i #0ro 3aCTOCyBaHHS BariTHUM abo XiHKaM, SIKi TOOYIOTh TPYOAI0, TiTSIM Ta
nalieHTaM I'PyIl BUCOKOTO PU3UKY, HANPUKJIA[ IallieHTaM 3 ITe4iHKOBOIO HEOCTaTHICTIO abo
elninerciero.

[TamienTaM 3i CXUIBHICTIO [0 KPOBOTEY (reMopariyia CXuIbHICTh), IKi OTPUMYIOTh CYIyTHIO Tepalliio
AHTHUKOATyJITHTaMU Ta aHTUTPOMOOIIMTapHUMHU JTIKApChKUMU 3ac00aMu, CJIifl IPOKOHCY/IbTYBATUCS 3
JiKapeM [0 3aCTOCYBaHHS IIbOT0 JTiIKAPCHKOTO 3aco0y.

JlikapceKi 3aco6u 3 ['HKro MOXyTh MiIBUIIYBaTH CXUJIbHICTH 10 KPOBOTEY. K 3aCTepeKHUN 3axif
JiKyBaHHS LIMM JIiIKapChKUM 3aC000M CITifi MPpU3YyNUHUTH 3a 3 - 4 [Hi 00 XipypriuHoro BTPy4YaHHS.

Y mallieHTiB 3 eminencieio He MOXKHa BUKJTIOYUTH BipOTigHICTh JOJATKOBUX HamlafiB Ha QPOHI IpuioMy
nmikapchbKux 3aco0iB 3 ['iHKTO.

He pekomeHf0BaHe CYITyTHE 3aCTOCYBaHHS JiKapChKuUX 3aco0iB 3 [IHKTo pa3oM 3 edaBipeHIIOM (OUB.
po3min «B3aemois 3 iHIIUMHU JTiIKAPCHKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIIN»).



3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BaritnicTh

ExcTpakT ['iHKro M0oKe 3MeHINyBaTH 3MAaTHICTh TPOMOOLMTIB M0 arperatii. CXumbHICTb 0O KPOBOTEYi
Moxe 30inbiryBaTucs. [JoCinKeHHST Ha TBApUHAX He € JOCTATHIMHU [IJIs BUCHOBKIB CTOCOBHO
PENpPOIYKTUBHOI TOKCUYHOCTI.

Jlikapcbkuit 3acib mpoTUoKa3aHUM y mepiof] BariTHOCTI.

JlakTalis

Hauux IIpo Te, II0 MeTabortitu ['HKT0 IIOTPAIIJIAIOTE Y TPyOHE MOJIOKO, HEMAE. He Mo0XHa BUKTIOUUTH
PHU3HUK OJId HOBOHAPOOXKEHNX Td HEMOBJIAT.

3 ornsigy Ha BiICYTHICTh HOCTATHIX JAHMWX, 3aCTOCYBaHHS IThOT'0 JIIKAPCHKOTO 3aco0y y mepiof
TrOIyBaHHS I'PYONI0 He PEKOMEHAYETHCS.

®epTUNLHICTD

CnenianbHOTO JOCTiIXKEHHS BIIUBY ['IHKr0 Ha GepTUNbHICTh MIOOUHY He mpoBoaunu. OfHaK MeBHi
epeKTH CIoCTepiraay y caMoOK MHUIIIEH.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

HocmifKeHb BIJIMBY Ha IIBUOKICTh peakilil Ipy KepyBaHHi aBTOTPAHCIIOPTOM abo iHIIMMU
MexaHi3MaMU He ITPOBOOUIIOCS.

Cnoci6 3acmocyeaHHss ma do3u.
03U
3 mo3u (3 M) Ha MO0y, TPUHOM SIKUX PO3MOMIIAIOTh YIIPOOOBXK MHS.
Cnocid 3acTocyBaHHS
II71s1 opasnbHOT0 3aCTOCYBaHHS.
BukopucToByBaTu mo3atop: 1 mo3a = 1 M opanbHOT0 po3unHy = 40 M YUCTOTO €KCTPAKTY.

031 pO3BOASITE Y MOJIOBMHI CKISTHKY BOJY Ta MPUUMAIOTh IIifl Yac imu.

Himu.

He 3actocoByBaTu miTsam.



Ilepedo3yeanHs.

IHdopMmariii o0 mepemo3yBaHHs JTiKapChKOT0 3aco0y HEMaAE.

ITo6iyHi peakuii.

Pestome HQO@U{IO 6e3meku

Y 5-piuHOMYy KJIiHIYHOMY OOCIigXKeHHi 3 OLiHKY e(eKTUBHOCTI Ta 0e3MeKHU JTiKapChKOTo 3aco0y
TAHAKAH® y go3i 120 Mr mBiui Ha goGy y mamieHTis BikoM mosap 70 pokis (mocmigxenns GuidAge
2-31-00240-011) Ha#tmomupeHimuMy modiYHUMEU peakuisMu (= 5%) Oynu abgomiHanbHUM Oinb,
Oiapes Ta 3alaMOPOYEHHS.

Tabauus nobiyHUX peakuitl

V TaGnuui 1 mpefcTaBieHo faHi mpo mo6ivHi peakiii Tikapcskoro 3aco6y TAHAKAH®, mpo ski
TIOBIDOMJISNIM TIifl Yac KJTIiHIYHUX [OCTigXKeHb Ta y micnsgpeecTpauiiinui nepion. Yactora mobiyHux
peaxIiiyi mogaHa 3a Takom Kitacudikailieto: mommpeHi (=1/100 mo <1/10); Henomuperi (=1/1000 mo
<1/100), pipkicai (=1/10000 mo <1/1000). YacToTa BU3HAYAETHCS 3a KiIbKICTIO MOOIYHUX PEaKIIil,
MIOBiOMJIEHUX IIiff Yac 5-PivYHOTO KIiHIYHOTO [OCTigXKEHHS 3 OIiHKK e(eKTUBHOCTI Ta Oe3meKu
JIiKapChKOT0 3ac00y TAHAKAH® y mo3i 120 Mr [Biui Ha o0y y mailieHTiB BikoM moHap 70 pokiB
(mocnmigxenusa GuidAge 2-31-00240-011).

Tabmug 1
Krac cucteM i opraHis YacToTa [To6iuHi peaxirii
3 00Ky iMyHHOI CUCTEMHU [Tomupeni Peak1iil rimep4yTINBOCTI, AUCIIHOE
Henommupeni [Kponus’sHka
PigkicHi AHTiOHEBPOTHUYHUYN HaOpSK
3 00Ky HEPBOBOI CHCTEMU [Tomupeni 3armaMOpOYeHHSs, TOOBHUM 0islb, CHHKOIIE
3 60Ky LIIYHKOBO-KHUIITKOBOTO |[TomupeHi AGmomiHanbHMM Ginb, miapes, OUCIIENCis,
TPaKTY Hy[IoTa
3 60Ky 1Kipu Ta migmkipaoi [[Tomupeni Ex3eMa, cBepOixk
TKaHUHUI Henomupeni [Bucun

Onuc 8i0bopy nobiyHUX peakuil

Y Tabnumi 2 mpeacTaBiaeHO MOPiBHSAIBHY YaCTOTY MOMKUPEHUX MOOIYHUX SIBUII, BUSBIEHUX V 5-
piyHOMY KITiHIYHOMY [OCHiIKeHHi 3 OIliHKM e(eKTUBHOCTI Ta 6€3MeYHOCTI TiKapchKoro 3acoly
TAHAKAH® y mo3i 120 Mr paBiui Ha moOy y mailieHTiB BikoM noHap 70 pokiB (mocnigxkenus GuidAge
2-31-00240-011):

Tabmuiga 2



[ToGiuHi peaxil TAHAKAH® (n=1406) [[ITTALIEEO
(n=1414)
Peaxilil rinep4yTIUBOCTI 1,1% 1,2%
3amuInKa 3,2% 1,8%
3amamMopo4YeHHS 9,0% 9,2%
['oI0BHUH OiNlh 3,8% 3,5%
CHHKOIIEe 1,6% 1,0%
Ba3oBaranabHe CHHKOIIE 2,8% 1,8%
AOmoMiHanbHUH Oiflb 3,3% 3,8%
Binb y BepXHiX Biffiiflax 4epeBHOI TOPOKHUHU 5,4% 6,6%
[liapes 6,1% 5,9%
[ucnerncis 3,9% 3,6%
Hynota 1,8% 1,8%
Ex3eMa 4,6% 4,7%
CBepbix 2,7% 2,8%
['enepasnizoBanuil cBepbizK 1,4% 1,2%

IMoBimoMieHHsI Ipo migo3proBaHi MoOivyHi peakmii

[ToBimoMnenHs npo mobivHi peakiiil micns peecTpariii TikapchbKoro 3aco0y € Baxnupumu. Lle
3abe3rneyuye MOCTiMHUI MOHITOPUHT CIiBBIIHOIIEHHS KOPHUCTh/PU3UK JIiIKAPCHKOTO 3ac00y. MeguuHux
IIpalliBHUKIB MTPOCATH MOBIJOMIISITH PO Gyab-sIKi Iimo3pioBaHi mobiuHi peakilil yepes3 HalliOHAIbHY

CUCTEMY IIOBIJOMJIEHb.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiranssi.

30epiraTtu B OpuriHaabHi{ yIaKOBIi IpU TeMIepaTypi He Buiile 25 °C.

30epiratu y HeJOCTYIIHOMY OJISI OiTeM MicCIIi.

VYnaxoBka.

[To 30 M PO3YKHY OPAILHOTO Y GJIAKOHI 3 KPHUIIKOI, 110 HATBUHYYETHCS; PIIAKOH Y KOMIITIEKTI 3

I03aTOPOM Y KapTOHHiHN KOpoOIIi.

Kareropis Bignycky.

3a peLemnToM.




BupoOHHK.

BO®YP ITICEH IHOYCTPI/BEAUFOUR IPSEN INDUSTRIE.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Pio ETe BipTon 28100 [IPHO, ®paniis/Rue Ethe Virton 28100 DREUX, France.

3asiBHHUK.
ITICEH KOHCBIOMEP XEJICKEA

AKI_IiOHepHe TOBAPUCTBO CIIPOIIEHOr 0 TUITY

Micue3HaxooKeHHsI 3asiBHHKa

65 Habepexua 2Kopx 'opc 92100 Bynons-bittaukyp, ®paHiis



