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IHCTPYKLIA

AN Meon4YHOro 3acToCyBaHHA flikapcbkoro 3acoby

TAHAKAH®

(T ANAKAN @)

Cknag:

Aito4ya peyvyoBUHa:

Ginkgo biloba

1 Ttabnetka mictuTb lNiHKro (Ginkgo biloba L.) (cyxmin ekcTpakT INCTA, OYULLEHUN i KiNbKICHO
BM3HaueHun) 40 mr, LW BignoBigae:

- 8,8-10,8 Mr ¢pnaBoHoOiIfiB, y nepepaxyHKy Ha ¢naBoOHOBI rniko3nau;

-1,1-1,4 mrridkronigis A, Bta C;

-1,0-1,3 Mr 6inobaniny;

PO3UYMHHUK NEePLUOi eKCTpaKkLii: aueToH 60% (M/M);

cniBBigHOLLEHHS Aitouoi peyoBmMHU/ekcTpakTy: 35— 67:1 Ha ogHy TabneTky, BKpUTy 060/10HKOHO;

LOMNOMIDKHI pe4oBMHMU:



NaKTo3M MOHOTIApaT, Le1o3a MiKkpokpucTaniyHa, Kpoxmanb KyKypyasaHUin, KpeMHito aiokcua
KonoigHun 6e3BogHMI, Tanbk, MarHito cteapar;

cknag obonoHkm Tabnetkn:makporon 400, makporon 6000, rinpomeno3da (E 464), TutaHy giokeng, (E
171), 3aniza okcumg vyepBoHun (E 172).

JNlikapcbka ¢opma

Tabnetkun, BKpUTi 060/10HKOI0.

OCHOBHI ¢i3NKO-XiMi4HiI BNaCTUBOCTI:

Kpyrni gBoonyksi TabneTkun, BKPUTi 060/10HKOK TEMHO-YEPBOHOI0 KOMbOPY, Ha 3/1aMi AP0 MaEe CBIT/10-
KOpMYHEBMM Konip Ta cneumndivHmm 3anax.

dapmakoTepaneBTUYHa rpyna

3acobu, L0 3aCTOCOBYHOTLCA NPY 3aXBOPHOBAHHAX HEPBOBOI cUCTEMU. IHLLI 3acobu ansa nikyBaHHA
nemeHuii. Kog ATC NO06D X02.

dapmMaKkonorivyHi BNacTMUBOCTI

dapmMakognHaMika

MexaHi3M aii HeBigoMUMN.

dapmMakonorivHi gaHi ceigyatb Npo 36inbLUeHHA 6a4bOPOCTi y NALEHTIB NIITHLOTO Biky 3a
pesynbTatamMm efiekTpoeHuedanorpadii, SMeHLLIEeHHA B’A3KOCTI KpOBi Ta 36i/bLLEHHA BacKynapuaawii
NeBHUX AiNAHOK FO/IOBHOIO MO3KY Y 340POBUX Y0N0BIKIB (BikoM 60 — 70 poKiB), a TaKOXX 3MEHLLEHHS
arperauii pomboumTie. OKpiM TOro, BUABNEHO Ba3ogunaTauiiHi BNIMB Ha KPOBOHOCHI CyAUHU
nepeannivya, wo 36inbLyBano 06’eM LNPKYNOHYOI KPOBI.

dapmakokiHeTnKa

Micna nepopanbHoro 3actocyBaHHA 120 Mr ekcTpakTy NHKro (y popMi po3umHy) cepeaHa AOCTYMNHICTb
TepneH-nakToHiB cTtaHoBMna 80% riHkroniay A, 88% riHkronigy B Ta 79% 6inobaniay. Nicna
3acTocyBaHHA nikapcbkoro 3acoby y ¢popMi TabneTtok MakCMMarsbHi KOHLLEHTpAaLLii TEpreH-NaKkToHIB y
nnasmi gocaranm 16 — 22 Hr/mn rinkronigy A, 8 — 10 Hr/Mn rinkronigy B ta 27 — 54 Hr/mn 6ino6aniay.
BignoBigHun nepiog HaniBBMBeaeHHs rinkrobanigis A Ta B ta 6inobanigy ctaHoBne 3-4,4-61a2-3
roavHun, BignosigHo. KoHUeHTpauii B n1a3Mi nicna 3actocyBaHHA PO34YMHY, WO MicTUTb 120 Mr
ekcTpakTy lNHKro, ctaHoBNATb 25 — 33 Hr/Mn riHkronigy A, 9 — 17 Hr/mn riHkronigy B ta 19 - 35 Hr/mMn



6inobaniny. MNepioa HaniBBUBEAEHHA riHKronigay A ctaHoOBUB 5 roguH, rinkronigy B—-9-11 roguH, a
6inobanigy — 3 -4 rogunHu.

KniHiuHi xapakTepncTukn

MNoka3aHHA.

PocnuHHMI nikapcbkmin 3acib nokasaHun ona CMMATOMaTUYHOIO NiKyBaHHA KOTHITUBHUX pO3n1agiB y
NnauyieHTIB NiITHbOTO BiKY, 3@ BUHATKOM MNaLi€HTIB i3 NiATBEPAKEHOI AEMEHL €D, XBOPO6OHO
[MapkiHCOHa, KOTHITUBHUMK po31agaMm ATPOrFEHHOTO MOXOAXKEHHA abo TakMMK, L0 BUHUKN
BHacifok genpecii abo metaboniyHmx NopyLLEHb.

TAHAKAH® nokasaHu gna 3aCcTocyBaHHA OPOC/INM i NaLiEHTaM MiTHbOTO BiKY.

rlpOTI/IFIOKa3aHHﬂ.

lNnep4yTnMBICTb A0 Ait040I pevyoBMHM abo 00 6yab-aKOi 3 AOMNOMIDXKHUX PEUOBUH flikapcbkoro 3acoby,
BKasaHuxy po3agini «<Cknapgy».

BariTHicTb (anB. po3ain «3acTtocyBaHHA y nepioa BariTHOCTi abo rogyBaHHA rpyaaro»).

BzaemMogia 3 iHWMMK nikapcbKMM 3acobamm Ta iHLWI BUOM B3aEMOLiN.

CynyTHe 3acToCyBaHHSA LbOro /1ikapcbKoro 3acoby 3 aHTUKoarynsHTaMu (peHnpPoKyMoH, BapdapuH)
abo aHTUTpOoMbBoUuMTapHMMK 3acobaMu (Knonigorpens, aueTusicaniunioBa KMCNoTa Ym iHLWi
HecTepoigHi NpoTM3ananbHi nikapcbki 3acobu) MoXke BNIMBATU Ha Aito Lux 3acobiB.

Y npoBeaeHnx AocniaxXeHHax 3 BapdapmnHOM He BUAB/IEHO XOA4HOI B3aeMogii BapdapuHy Ta
nikapcbkunx 3acobiB 3 NHKro, ogHaKk peKkoMeH40BaHOo 3abe3neunT HanexXHUIM KOHTPO b y paai
CYNyTHbOrO 3acTocyBaHHsA BapdapuHy 3 nikapcbkMm 3acobamm Ha ocHoBI NHKro Ha no4aTtky Ta
HanpuKiHUi NikyBaHHA abo y pasi 3MiHK nikapcbkoro 3acoby.

JocnipXeHHA B3aeMogii 3 TaniHOMOMNOM BKa3ye Ha MOXNUBY 34aTHICTb [NHKro npurHiyysatm P-
rNiKonpoTeiHN Y TOHKOMY KMLLIEYHNKY, BHACNiA0K Y0oro Moxxe 36inbLlyBaTMCA eKCNO3ULLIA NikapCbKnx
3acobiB, uytTnnemx o P-rnikonpoTeiHig, y LLNYHKOBO-KMLLKOBOMY TPaKTi, Hanpukiag gabiratpaHy
etekcunarty. Cnig 3 obepexxHicTio npunMatm lFiHkro pa3om i3 gabiratpaHoM.

Locnig>XeHHs B3aeMogaii npoaeMoHcTpyBano, wo Cmax HidpeanniHy Moxke 36inbLuyBaTMCA Ha QOHI
3actocyBaHHA [HKro o 100% y geAakux nauieHTiB, y AKMX cnocTepirann 3anaMopoYeHHA Ta
36inbLEHHA IHTEHCUBHOCTI NPUNMBIB.



CynyTHe 3acTocyBaHHA fikapcbkmnx 3acobiB 3 [HKro Ta edpaBipeHLy He peKOMeEHAOBaHe 3 ornsaay Ha
MO>K/IMBE 3MEHLLEHHA KOHLLeHTPaUin edaBipeHLy B nsia3mi BHacniaok iHaykuii umntoxpomy CYP3A4
(anB. po3ain «OcobnMBOCTi 3aCTOCYBaHHSA»).

OcobnmBocCTi 3acTOCyBaHHA.

Jlikapcbkni 3acib MiCTUTb NakKTO3y, TOMY HE PEKOMEHAO0BaHUM NauieHTaM 3 HENEPEHOCUMICTHO
ranakTo3u, HeAoCTaTHICTIO 1akTa3n abo CUHAPOMOM [OKO30-rasiakTo3HoiI Manbabcopbuii
(pioKicHUMK cnagKoOBMMK 3aXBOPHOBAHHAMM).

MauieHTaM 3i CXWUIbHICTHO 40 KPOBOTEY (reMopariuHa CXUbHICTb), AKi OTPUMYHOTb CYMYTHIO TEpanito
aHTUKoarynsHTaMm Ta aHTUTPOMBOLMTapPHUMK NiKapCbKUMK 3acobaMu, cnig NPOKOHCYbTyBaTUCA 3
nikapeM 40 3aCTOCYBaHHSA LIbOro flikapcbkoro 3acoby.

Jlikapcbki 3aco6u 3 NHKro MOXKyTb NiABULLYBATM CXUbHICTb 4,0 KPOBOTEY. AK 3aCTepPEXXHMIN 3axig,
NiKyBaHHA UMM NikapcbkmMM 3aco60M crig npusynuHnTK 3a 3 — 4 AHi 40 XipyprivyHOro BTpy4aHHs.

Y nauieHTiB 3 eninencieto He MoXXHa BUK/TOUMTK BipOTigHICTb 004aTKOBMX HanaaiB Ha pOHI Npumnomy
nikapcbkunx 3acobiB 3 NHkro.

He pekomeHaoBaHe CyrnyTHE 3aCTOCyBaHHA Nikapcbkux 3acobie 3 [iHKro pasoM 3 edpaBipeHUOM (auB.
po3gin «Bzaemogia 3 iHWKMMM nikapcbknMu 3acob6amMu Ta iHLI BUAW B3AaEMOAIN»).

3acTocyBaHHA y nepiog BariTHocTi abo rogyBaHHA rpyaaro.

BariTHicTb

EkcTpakT MNHKro Mo>ke 3MeHLUyBaTK 3gaTHICTb TpoMbBounTiB A0 arperauii. CXWUAbHICTb 40 KpOBOTEYi
Moxke 36inbLuyBaTUCA. [Jocnig>keHHA Ha TBapMHaXx He € 4OCTaTHIMU ANA BUCHOBKIB CTOCOBHO
penpoayKTUBHOI TOKCUYHOCTI.

Nikapcbkni 3acib npoTMnokasaHWM y nepioa BariTHOCTI.

NakTtauiqa

LaHux npo Te, wo Metabonitn MNHKro NnoTpannatoTb y rpygHe MoIoko, HeMae. He MoXkHa BUKNHOUNTH
PU3UK AN HOBOHaPOOKEHUX Ta HEMOBNAT.



3 ornagy Ha BiACYTHICTb AOCTaTHIX JaHWX, 3aCTOCYBaHHA LibOro /likapcbKoro 3acoby y nepio
rogyBaHHSA rpyaato He peKoMeHayeTbes.

depTUnbHiCcTb

CneuianbHoro gocnig>xeHHsa ona Bnamney MNHKro Ha GpepTUNbHICTb NHOAMHU He npoBoannn. OgHak
neBHi epekTn crocTepiranmy caMok MULLIEN.

3paTHiCTb BNIMBATM Ha LUBUAKICTb peakL,ii Mpy KepyBaHHI aBTOTpaHCNOPTOM abo iHWMMK
MexaHizaMaMu.

Locnig>XeHb BNNMBY Ha LUBMAKICTb peakLii Npn KepyBaHHi aBTOTPaHCNOPTOM abo iHWnMK
MexaHi3MaMu He NpoBogMIoCA.

Cnoci6 3acTocyBaHHA Ta 403W.

o3n

Tpu Tabnetkn Ha [o6y, NPUINOM AKUX PO3MOAINAKTb YNPOAOBXK AHA.

Cnoci6 3acTocyBaHHA

lNepopanbHo.

Mpunmatn TabneTkun nig vac ign, 3anMBaroym NOTOBUHOK CKIAHKM BOAWN.

Litn.

He 3acTtocoByBaTtu OiTaM.

MepenosyBaHHA.

IHpopMaLii Loao Nnepeno3yBaHHA NikapcbKoro 3acoby HeMae.



Mo6iuHi peakuii.

Pesrome npodinto 6e3nekmn

Y 5-piyHOMY KNiHIYHOMY AOCNIAXKEHHI 3 OLiHKM epeKTUBHOCTI Ta 6e3nekun nikapcbkoro 3acoby
TAHAKAH®y 0o3i 120 Mr gBivi Ha go6y y nauieHTiB BikoM noHaga 70 pokiB (aocnigkeHHA GuidAge 2-31-
00240-011) HannowmMpeHiWwmnMm nobiuHMMKM peakuiamm (= 5%) 6ynu abgoMiHanbHUM 6inb, Aiapena Ta
3anamMopoY€eHHA.

Tabnuusa nobiuHMX peaku,in

Y tabnuui 1 npepcrtaBneHo gaHi npo nobiuHi peaku,ii nikapcbkoro 3acoby TAHAKAH®, npo Aki
NOBIAOMMANW Mif Yac KNiHIYHUX AOCNIAXKEHDb Ta 'y nicnapeecTpauinHmi nepiod. Yactora nobivHmMx
peakuir nogaHa 3a Takor knacuoikauiero: nowmnpeHi (21/100 go <1/10); HenowwmpeHi (=1/1000 go
<1/100), pigkicHi (=1/10000 go <1/1000).

YacToTa BU3HaA4YaeTbCA 3a Ki/lbKiCTH NO6iYHMX peakLlii, MOBIAOMNIEHUX Nig Yac 5-pivHOro KAiHiYHOro
[O0CNiOKEHHA 3 OUiHKM epeKTUBHOCTI Ta 6e3nekn nikapcbkoro 3acoby TAHAKAH® y no3i 120 mr gBiyi
Ha noby y nauieHTiB BikoM noHag 70 pokiB (gocnig>xeHHsa GuidAge 2-31-00240-011).

Tabnuus 1

Knac cucteM i opraHis

YacToTa

Mo6iyHi peakuii

3 60Ky iIMyHHOT CUCTEMU

MowwnpeHi

HenowwpeHi

PigkicHi



Peakuyii rinep4ytnneocTi, AUCnHoe

Kponue’aHka

AHTIOHEBPOTMYHNI HabpAK

3 60Ky HEpPBOBOI CMCTEMM

MowmpeHi

3anaMopoYeHHs, roioBHUI 6inb, CUHKOMe

3 60Ky LLTYHKOBO-KULLIKOBOrO TPaKTy

MowmnpeHi

A6poMiHanbHMM 6inb, giapen, gucnencia, HygoTa

3 60Ky LWKipyM Ta NigLWKipHOi TKAHUHMK

MowmnpeHi

HenowunpeHi

Eksema, cBepbix

Bucun

Onwuc Bia6opy NobivHMX peakLin

Y Tabnuui 2 npeactaBneHo NopiBHANbHY YaCcTOTy NOLLMPEHUX MOBIYHNX ABULL,, BUABNEHUX Y 5-piYHOMY
KNiHIYHOMY AOCIAXKEHHI 3 OLiHKM ePpeKTUBHOCTI Ta 6e3nekn nikapcbkoro 3acoby TAHAKAH® y nosi
120 mr gBivi Ha goby y nauieHTiB BikoM noHag, 70 pokie (gocnigxeHHA GuidAge 2-31-00240-011):



Tabnuus 2

Mo6iuHi peakuii

TAHAKAH® (n=1406)

MAALEEBO

(n=1414)

Peakuii rinepyytnmneocTi

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 YepeBHOi MOPOXXHUHMU

5,4%

6,6%

Liapen

6,1%

5,9%

Oucnencia

3,9%



3,6%

HynoTta

1,8%

1,8%

Exzema

4,6%

4,7%

Ceepbix

2,7%

2,8%

leHepanisoBaHun cBepbix

1,4%

1,2%

MoBigoMneHHsa Npo nigo3proBaHi NobiuHi peakuii

MoBigoMneHHa Npo NobiuHi peakuii nicnAa peecTpadlii nikapcbkoro 3acoby € Baxxnmeumu. Lie
3abeanevye NOCTIMHMN MOHITOPUHT CMiBBIAHOLLEHHA KOPUCTb/PUIMK flikapcbKoro 3acoby. MegnyHmx
npauiBHMKIB NPOCATb MNOBIAOMAATU NPo 6yab-AKi Nigo3ptoBaHi N06iYHI peakLii uepes HaLlioHanbHy
CUCTEMY NOBIAOM/IEHD.

TepMiH NpuaaTHOCTI.3 poKKn.



YMoBM 36epiraHHs.

36epirat B opuriHanbHii ynakoBLi Npu TemnepaTtypi He BuLle 25 °C.

36epiratny HegOCTyNHOMY ANA AITEN MicCL,i.

YnakoBka.

Mo 15 Tabnetoky 6nictepi, no 2 abo 6 6nicTepiB y KAPTOHHIN KOPOOLLI.

KaTteropia Bignycky.

bes peuenTa

BrpobHuK.

BO®YP INMCEH IHAYCTPI

MicuesHaxoaxxeHHA BUpobHMKa Ta MOro agpeca Micua NpoBaf>XeHHsA AiaNbHOCTI.

Pro ETe BipToH 28100 PO, ®paHuisn.

3aABHUK.

IMCEH KOHCbIOMEP XE/ICKEA

AKLiiOHEpHE TOBApPMCTBO CMPOLLEHOro TUMY

Micue3Haxoo)keHHA 3adABHMKA.

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



