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[aTa ocTaHHbOro OHOBMEHHA IHCTPYKLiT: 15.11.2021

IHCTPYKLIA

AN Meon4HOro 3acToCyBaHHA Mlikapcbkoro 3acoby

TAHAKAH®

(TANAKAN®)

Cknag:

Aito4ya pe4vyoBUHa:

Ginkgo biloba

1 Mn po3unHy opanbHoro MictuTb 40 MrliHkro 6inobacyxoro eKCTpakTy, OUMLLEHOTO i KiTbKiCHO
BM3HaueHoro (EGb 761), otpumaHoro 3 Ginkgo biloba L. folium (nncTtkn lNHkro)

(85-67:1), wo Bignosigae:

- 8,8-10,8 Mr dnaBoHoiIgiB, y NnepepaxyHKy Ha ¢p1aBOHOBI Fiko3nam

-1,1-1,4mrrinkroninis A,BiC

-1,0-1,3 mr 6inob6aniay;

PO34YMHHUK MepLUoi eKcTpakuii: aueTtoH 60% (M/M);

[LOMOMIDKHI pe4YOBUHN:



HaTpilO caxapuH, eceHLlia anenbCMHOBA PO34YMHHA, eCeHLia IMMOHHA PO34MHHAa, eTaHon 96%, Boaa
ouunLeHa.

JNlikapcbka dopma

Po3uunH opanbHui.

OCHOBHI ¢i3NKO-XiMi4HiI BNaCTUBOCTI:

PO3UMH KOPUYHEBO-OPaH>XEBOIr0 KOIbOPY 3 XapakTepHWM 3anaxoMm, Npu po3BeaeHHI MOroy Boai nae
Ma>ke Npo30py apoMaTUYHY PianHY.

dapmakoTepaneBTUYHa rpyna

3acobu, L0 3aCTOCOBYHOTLCA NPY 3aXBOPHOBAHHAX HEPBOBOI cUCTEMU. IHLLI 3acobu ansa nikyBaHHA
nemeHuii. Kog ATC N06 DX02.

dapMaKkonorivyHi BNacTUBOCTI

dapmakognHaMika

MexaHi3M fii HeBigoMuM.

dapmMakonorivHi gaHi ceigyatb Npo 36inbLieHHA 6a4bOPOCTi y NALIEHTIB /TITHLOTO BiKy 3a
pesynbTatamMm efiekTpoeHuedanorpadii, SMeHLLIEeHHA B’A3KOCTI KPpOBi Ta 36iNbLLEHHA BacKynapuaauii
NEeBHUX AiNAHOK rO/IOBHOrO MO3KY Y 340POBUX Y0N0BIKIB (BikoM 60 - 70 poKiB), a TaKOX 3MEHLLEHHA
arperauii rpoMb6oumTie. OKpiM TOro, BUABNEHO Ba3doannaTauimH1umn BNIMB Ha KPOBOHOCHI CyaNHU
nepepnnivys, Wwo 36inbLwyBano 06’eM LIMPKYIHOHYO0i KPOBi.

dapmakokiHeTnKa

Micna nepopanbHoro 3actocyBaHHA 120 Mr ekcTpakTy NHKro (y popMi po3umHy) cepeaHa AOCTYMNHICTb
TepneH-nakToHiB ctaHoBMna 80% riHkroniay A, 88% riHkronigy B Ta 79% 6inobaniay. MNicna
3acTocyBaHHA NikapcbKoro 3acoby y ¢popMi Tabnetok MakcMManbHi KOHUEHTpaL,ii TepreH-MaKToHIB Y
nnaami gocaranu 16 - 22 Hr/mn riHkronigy A, 8 - 10 Hr/Mn rinkronigy B ta 27 - 54 Hr/mn 6inob6aniay.
BignoBigHui nepiog HaniBBMBeaeHHs rinkrobanigis A Ta B ta 6inobanigy ctaHoBue 3-4,4-6T122-3
roavHun, BignosigHo. KoHUeHTpaLii B n1a3Mi nicna 3actocyBaHHA PO34YMHY, WO MicTUTb 120 Mr
ekcTpakTy NHKro, ctaHoBAATbL 25 - 33 HI/MA riHkronigy A, 9 - 17 Hr/Mmn riHkronigy B ta 19 - 35 Hr/Mn
6ino6aniny. MNepioa HaniBBUBeAEHHA riHKroniay A ctaHoOBUB 5 roguH, rinkronigy B-9-11roauH, a
6inobanigy - 3 - 4 roanHwn.

KniHiuHi xapakTepncTmkmn



Noka3aHHA.

PocnnHHmMIM nikapcbknii 3acib nokazaHum ona CMMNTOMaTMYHOIO NiKyBaHHA KOFHITUBHMX pO31agiBy
NnauieHTIB NiTHbOTO BiKYy, 3@ BUHATKOM MNaLi€HTIB i3 NiATBEpA>KEHOI AEMEHLiED, XBOPO6OID
MapkiHCOHAa, KOTHITUBHMMMW PO3/1agaMn ATPOrEHHOro NOXOAXKEHHSA abo TakMMM, LLLO BUHMKIN
BHacnigok aenpecii abo MetaboniyHMx NOpPyLLEHD.

TAHAKAH® nokasaHu gna 3acTocyBaHHA AOPOC/INM i NaLLiEHTaM NiTHbOTO BiKY.

MpoTunokasaHHsA.

lnepuyTnuMBicTb 00 AitoYoi pevoBUHM abo 0 Byab-AKOI 3 AOMOMIDKHUX PEYOBUH Nikapcbkoro 3acoby,
BkazaHuxy po3sgini «Cknag».

BariTHicTb (anB. po3gin «3acTtocyBaHHA y nepiof BaritTHOCTi abo rogyBaHHA rpygaro»).

BzaeMogais 3 iHLWWMMK nikapcbKMMM 3acobamMm Ta iHLLI BUOM B3aeMoLin.

CynyTHe 3acToCyBaHHA LbOro /1ikapCcbKoro 3acoby 3 aHTUKoarynsaHTaMu (peHnpokKyMoH, BapdapuH)
abo aHTUTpoMbouMTapHMMK 3acobaMu (Knonigorpens, aueTuacaniunioBa KMCNoTa UM iHLLiI
HecTepoigHi MpoTM3ananbHi fikapcbki 3acobu) Mo>ke BNIMBATW Ha Aito Lux 3acobib.

Y npoBeaeHNX [OCNIAXKEHHAX 3 BapdapmMHOM He BUABIEHO XXOAHOI B3aeMogii BapdapunHy Ta
nikapcbkunx 3acobiB 3 NHKro, ogHak pekoMeHA0BaHO 3a6e3neunT HanexxHUM KOHTPO b y pasi
CYNYTHbOI0 3aCTOCyBaHHA BapdapuHy 3 nikapcbkMMm 3acobamMu Ha oCcHOBI NHKro Ha noyvaTKy Ta
HanpuKiHUi nikyBaHHA abo y pasi 3MiHK Nikapcbkoro 3acoby.

Locnig>xeHHA B3aeMogii 3 TaniHON0A0M BKa3ye Ha MOXNMBY 3aaTHICTb NHKro npurHivysaTtu P-
rMikonpoTeiHM Y TOHKOMY KULLIEYHWUKY, BHACNiA0K Y0ro Mo>ke 36i/blyBaTMCA €KCNO3UL,ifA NTiKapCbKMX
3aco6iB, UyTIMBUX A0 P-rnikonpoTeiHiB, y LWAYHKOBO-KMLLKOBOMY TpaKTi, Hanpuknag gabiratpaHy
etekcunaty. Cnig 3 obepexkHicTio npunMaTti NHKro pasom is gabiratpaHoM.

JocnipkeHHA B3aeMogii npoaeMoHcTpyBano, wo Cmax HideamniHy Moxke 36inbLuyBaTnca Ha GoHi
3actocyBaHHsa lNHkro o 100% y aeAkMx nauieHTiB, y AKMX CNocTepirann 3anaMopoYeHHs Ta
36inblLLUEHHA IHTEHCUBHOCTI NPUN/INBIB.

CynyTHe 3acTocyBaHHA nikapcbkmx 3acobiB 3 MNHKro Ta epaBipeHLy HE peKOMeHAOBaHE 3 ornaay Ha
MO>K/IMBE 3MEHLLEHHA KOHLLeHTpaLUin edaBipeHLy B ns1a3mi BHacnigok iHaykuii umntoxpomy CYP3A4
(anB. po3ain «OcobnMBOCTi 3aCTOCYBaHHA»).



Bzaemogaito 3 iHLIMMK nikapcbknMm 3acobamMm y 3B°a3ky 3 BMicToM cnnpTy (0,45 r Ha 1 goay),
3niKapcbkMMM 3acobamu, L0 NPUTHIYYOTh YHKLiT LLeHTpanbHOIi HEPBOBOI CUCTEMMU, CNIfg,
BpaxoByBaTu Npu CynyTHbOMY 3aCTOCYBaHHiI LLbOro Nikapcbkoro 3acoby pasoM is:

-nikapcbkMMmM 3acobamu, W0 CPUYNHAIOTL aHTabyCHY peakLito Npy 3acToCyBaHHI CMPTY (BiguyTTA
Tenna, NoYepBOHiIHHA, 6/1FOBAHHA, Taxikapaina): amcynbdipam, uedbamaHgon, ueponepasoH,
natamokce® (aHTMbakTepianbHNUN Nikapcbknin 3acib rpynu uedanocnopmHiB), xnopaMbeHikon
(aHTMbakTepianbHMI Nikapcbkui 3acib rpynu ¢peHikonis), xnopnponamig, rnibeHknamig, rainiavg,
Tonbyrtamig (npotngiabeTnyHi rinornikeMiuHi cynbdamign), rpnseodynbeiH (NPOTUrPNBKOBUN
nikapcbkunmn 3acib), HiTpo-5-iMiga3zon (MeTpoHigason, opHiaason, cekHigason, TMHigason),
KeTOKOHa30/, Npokap6asnH (UMToCTaTUK);

-3aco6amu, WO NPUTHiIYYOTb QYHKLII LEHTParIbHOI HEPBOBOiT CUCTEMMU.

Ocob6nmBoCTi 3aCTOCYBaHHA.

Llen nikapcbknin 3aci6 Mictntb 57% etaHony (cnupTty) 3a 06’emMomM, To6T0 A0 450 Mr Ha oaHy Ao3y (1
Mn), Wo ekBiBaneHTHo 11,3 Mn nuBa abo 4,7 M1 BUMHA Ha 0gHY A03Yy. 3aCTOCYBaHHA LbOro NikapCcbKoro
3acoby € He6e3ne4vyHMM aNnA NauieHTiB, AKi CTpa)kgatoTb Ha ankoroni3Mm, i Mae BpaxoByBaTmuca 'y paasi
MOro 3actocyBaHHA BariTHMM abo XiHkaM, aKi rogyroTb rpyaato, AiTAM Ta nauieHTaM rpyn BUCOKOro
pu3nKy, Hanpuknag nawlieHTaM 3 Ne4YiHKoOBOK HedocTaTHICTo abo eninencieto.

MauieHTaM 3i CXWUIbHICTHO A0 KPOBOTEY (reMopariuHa CXUbHICTb), AKi OTPUMYHOTb CYMYTHIO Tepanito
aHTUKoarynsHTaMm Ta aHTUTPOMBOLMTapPHUMK NiKapCbKUMKU 3acobaMu, cnig NPOKOHCYbTyBaTUCA 3
nikapeM [0 3aCTOCYBaHHA LbOro /likapcbKoro 3acoby.

JNlikapcbki 3acobu 3 NHKro MOXXyTb NigBMLLYBaTU CXUIBbHICTb 4,0 KPpOBOTeY. AK 3acTepe kHUI 3axig,
NikyBaHHSA UMM nikapcbkmMM 3aco60M cnig NpusynmHnTK 3a 3 - 4 oHi 00 XipypriuHOro BTpy4YaHHA.

Y nauieHTiB 3 eninerncieto He MoXXHa BUK/THOUMTK BipOrigHICTb 004aTKOBMX HanaaiB Ha POHI Npuinomy
nikapcbkunx 3acobis 3 lNHKro.

He pekoMeHpoBaHe cynyTHE 3aCTOCyBaHHA nikapcbkmx 3acobiB 3 [HKro pa3om 3 epaBipeHLOM (auB.
po3gin «BzaemMogia 3 iHWMMM nikapcbknMu 3acob6aMu Ta iHLII BUAW B3AaEMOAIN»).

3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHA rpyaato.

BaritHicTb



ExkcTpakT lNHKro Mo>ke 3MeHLUyBaTh 34aTHICTb TpoMboLUTIB A0 arperauii. CXMAbHICTb A0 KPOBOTEMi
Moxke 36inbLyBaTuca. [ocnig)keHHa Ha TBAapMHaXxX He € 4OCTaTHIMM 415 BUCHOBKIB CTOCOBHO
penpoayKTUBHOT TOKCUYHOCTI.

Jlikapcbknin 3acib npoTmnokasaHnin y nepioq BariTHOCTI.

NakTauiqa

HaHux npo Te, Wwo Metabonity MNHKro NoTpannsaoTb y rpyaHe MOMOKO, HeMae. He MoykKHa BUKIHOUYNTH
PU3NK 4718 HOBOHAPOAXKEHNX Ta HEMOBNAT.

3 ornsapy Ha BiACYTHICTb AOCTaTHIX AaHMX, 3aCTOCYBaHHA LIbOro Nlikapcbkoro 3acoby y nepios
rogyBaHHA rpyanto He peKkoMeHAYyEeTbCA.

depTUNbHICTbL

CneuianbHoro gocnigxeHHsa snaney MNHKro Ha GepTUNbHICTb NOAMHN He NnpoBogunn. OgHak NeBHi
edekTM crnocTepiranny caMok MULLIEN.

3paTHiCTb BNAMBATM Ha LUBUAKICTb peakLii Npy KepyBaHHi aBTOTpaHCNoOpPTOM abo iHWnMmn
MexaHi3amamu.

Locnig>XeHb BNNMBY Ha LUBMAKICTb peakuii Npn KepyBaHHi aBTOTPaAHCNOPTOM abo iHLMMMK
MexaHi3MaMun He NpPoBOAUNIOCA.

Cnoci6 3acTocyBaHHA Ta 403MW.

Ho3n

3 no3u (3 Mn) Ha poby, NPUINOM AKX PO3MNOAINAKTb YNPOAOBX AHSA.

Cnocib 3acTtocyBaHHA

[na opanbHOro 3actocyBaHHA.

BukopucTtoByBath go3atop: 1 4o3a =1 M/ 0panbHOro po3unHy = 40 Mr UUCTOrO eKCTPaKTY.



[o3u po3BoAATb Yy MONOBUHI CKNAHKW BOAW Ta MPUMAMAaKOTh Nig yac igwn.

Oitn.

He 3actocoByBaTtu gitam.

MepenosyBaHHA.

IHpopM™MaLii oo nepeno3yBaHHA Nikapcbkoro 3acoby HeMae.

Mo6iyHi peakuii.

Pearome npodinto 6e3nekmn

Y 5-piyHOMY K/TiHIYHOMY O0CiAXEHHI 3 OLiHKM epEKTUBHOCTI Ta 6e3neKkn nikapcbkoro 3acoby
TAHAKAH® y 0o3i 120 Mr gBivi Ha goby y nauieHTiB Bikom noHag, 70 pokie (gocnigxeHHA GuidAge 2-31-
00240-011) HannowmpeHilwmMmn NnobivHKMMM peakuiamm (= 5%) 6ynu abgoMiHanbHU Ginb, giapea Ta
3anaMopoYeHHs.

Tabnunusa nobivuHMX peakuin

Y tabnuui 1 npegcrtaBneHo gaHi npo nobiuHi peakuii nikapcbkoro 3acoby TAHAKAH®, npo ai
NOBIAOMAMM Nif Yac KNiHIYHMX AOCNIAXKEHDb Ta Y NicnApeecTpauinHui nepiod. Yactota nobivHmx
peakui nogaHa 3a Takor Knacuoikauiero: nownpeHi (21/100 go <1/10); HenowmpeHi (=1/1000 go
<1/100), piakicHi (=1/10000 go <1/1000). YacToTa BU3HauYaeTbCA 3a KifIbKiCTHO MOBIYHMX peakLin,
NoBIAOM/IEHUX Nif Yac 5-pivYHOro KNiHIYHOro AOCIAXKEHHA 3 OLiHKM epeKTMBHOCTI Ta 6e3nekun
nikapcbkoro 3acoby TAHAKAH® y nosi 120 Mr gBivi Ha o6y y nauieHTiB BikoM noHapg, 70 pokis
(oocnipxeHHa GuidAge 2-31-00240-011).

Tabnuus 1

Knac cucteM i opraHis

YacToTa

Mo6iuHi peakuii



3 60Ky iIMyHHOT CUCTEMU

MowmpeHni

HenowwunpeHi

PigkicHi

Peakuii rinepuytnneocTi, AncCnHoe

Kponune’aHka

AHTiOHEBPOTUYHUIM HabpAK

3 60Ky HEPBOBOI CUCTEMU

MowmnpeHi

3anaMopoYeHHs, roioBHUIM 6inb, CUHKOTME

3 60Ky LLTYHKOBO-KULLIKOBOTO TPaKTy

MowmnpeHi

AbpomMiHanbHWI Binb, giapen, gucnencia, HyaoTa

3 60Ky LWKipW Ta MNigWwKipHOI TKAHNUHWN

MNowwnpeHi

HenowwunpeHi

Exksema, cBepbix



Bucun

Onwuc Biabopy NobivHUX peakLin

Y Tabnuui 2 npeacTaBieHo NOpPiBHAMNbHY YacTOTY NOLUMPEHMX NOBIYHNX ABULL,, BUABNEHUX Y 5-piYHOMY
KNiHIYHOMY AOCNIAXKEHHI 3 OLiHKM ePeKTUBHOCTI Ta 6e3neyHocCTi nikapcbkoro 3acoby TAHAKAH® y
£,03i 120 Mr agivi Ha go6by y nauieHTiB BikoM noHag 70 pokis (gocnigkeHHsa GuidAge 2-31-00240-011):

Tabnuus 2

Mo6iyHi peakuii

TAHAKAH® (n=1406)

MAALEBO

(n=1414)

Peakuii rinepuytnmeocri

1,1%

1,2%

3aguiika

3,2%

1,8%

3anaMopoyYeHHA



9,0%

9,2%

FonoBHWUM Binb

3,8%

3,5%

CuHkone

1,6%

1,0%

BasoBaranbHe cuHkone

2,8%

1,8%

AbaoMiHanbHMI 6inb

3,3%

3,8%

Binb y BepxHix Bigainax 4yepeBHOI MOPOXXHUHN

5,4%

6,6%



Hiapes

6,1%

5,9%

Oducnencia

3,9%

3,6%

HypnoTta

1,8%

1,8%

Exksema

4,6%

4,7%

CBepbix

2,7%

2,8%

leHepanisoBaHu cBepbix

1,4%



1,2%

MoeigomMneHHA Npo nigo3ptoBaHi NobiuHi peakuii

MoeigomneHHA nNpo NobiyvHi peakuii nicna peecTpauii nikapcbkoro 3acoby € Baxxknuemmu. Lle
3abe3nevye NOCTIMHMUIM MOHITOPUHT CMiBBIAHOLLEHHA KOPUCTL/PU3MK Nikapcbkoro 3acoby. MegnyHmx
npauiBHMKIB NPOCATb MNOBIAOMAATU NPO ByaAb-AKi Nigo03ptoBaHi N06iYHI peakLii uepes HalioHanbHy
CUCTEMY NOBIOOM/EHD.

TepMiH NnpugaTHOCTI.3 poKun.

YMoBwu 36epiraHHA.

36epirat B opuriHanbHiM ynakoBLi npu TeMnepaTypi He BuLle 25 °C.

36epiratn y He4OCTYNMHOMY AN AiTel MicLi.

YnakoBka.

Mo 30 Mn1 pO3UMHY OparnbHOro 'y pnakoHi 3 KPULLIKOHO, LLL0 HarBUHYYETbCSA; PrIakoOH y KOMMIEKTI 3
[,03aTOPOM Yy KapTOHHI KOpobLi.

KaTteropis Bignycky.

3a peuentomMm.

Bnpo6HuK.

BO®YP INMCEH IHAYCTPI

Micue3HaxoppkeHHa BUpobHMKa Ta Moro agpeca Micua NpoBaa>keHHA AisnbHOCTI.

Pro ETe BiptoH 28100 IPbO, ®paHuis.

3aAaBHUK.



INCEH KOHCbIOMEP XEJ/ICKEA

AKLiOHEpHE TOBApPMCTBO CMPOLLEHOro TUMY

Micue3Haxoa>keHHa 3aaBHUKaA.

65 HabepexxkHa Xop>xx Nopc 92100 bynoHb-binankyp, PpaHuis



