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tanakan

1. TEN THUGC: TANAKAN®
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUGC

« D& xa tdm tay tré em.
* Doc ky hudng din sir dung trude khi ding,
« Néu cdn thém thong tin xin hoi ¥ kién bac si.

3. THANH PHAN

Hoat chdt chinh: Chiét xuit 12 Ginkgo biloba duoc tiéu chudn
héa (EGb 761), chu ﬁech\ra 24% Ginltgo lmemsldesﬁ 6%
of Ginkgolides-bilobal .40 mg.

Cho 1 vién nén bao phim.
Ta ‘t'pﬁ Lactose monohydrate, Cellulose dang vi tinh thé,

Silice keo khan, Talc, Magnesium stearate,
mwlo%ose Macrogol 400, Mltrogo!

6000 Dioxyde titane, Oxyde sit dé.
Té dugc c6 téc dung di durgc biét: lactose monohydrate.

4. DANG BAO CHE
Vién nén bao phim. \

L
Bﬁ tri

chirng r6i loan n mwlﬂn
chdc chan kho hh

bi sa sut tri tué, bénh Parkinson,
nhdn thirc do di rL khac hodc thua phi:,m trdm cim
hodc bénh rdi loan ¢ héa.

TANAKAN duoc chi dinh cho nguéi Iém & ngum lém tudi.
6. CACH DUNG VA LIEU DUNG

Liéu dung: g

3 vién/ ngdy, chia ra trong ngay.
Cach dung: :

Dudng udng. (g

Thuéc duoc udng trong Gic bira dn.
7. CHONG NH

nh nhin m nogim voi boat chit hodc bdt ky thinh phin
cla thude -

Phu nir ¢6 thai (Xem phdn $ur dung thudc cho phu nir ¢6 thai
va cho con bu)

8. clum BAO VA THAN mom: KHI DUNG THUGC

Thhi kh hua lactose. I(llulven cdo kh g su dum ber:\h
nhéin actose, t men o
;ﬁmg hfp nlgur;lplg::se hodc glucose (bénh di truyén
m gdp
& nhi anh nhin ¢é binh Iy c6 xu huéng ting nguy co
dﬁx‘ u (chiv médu ndi tang) va diéu tri dong thoi
va thudc khang ti
sung sau khi w bic sh.
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huéc chira Ginkgo c6 thé
m&a?:cgunq su dung 3c 4 ﬁ:?&o"?mc

& nhimg bénh nhan Gdng kinh, khong thé loal tris zang l?mh
phat m o gidt do udng nhirng m chua Ginkgo.

Khong khuyén cdo ding Gink loba vdi thudc chi
efaﬂrenztxe:u;h!nm o mc?yngm th 5

S.WWNGTHJGCOIOPHUWCOMVAGIOCONN
g&ww thai

xudt G. biloba c6 thé Hm m khi ning két dinh tidy
¢du. Xu huong chdy mdu c6 thé lgkﬂ hig nghién ciru
trén dong vat thiéu dir liéu lién quan dén ddc tinh sinh sin
(xem phan D liéu an toan tién Iam sang).

Qlérlgdnﬁpnhuuimnucé ;muemmmm

Phu nir cho con
Khong biét G. bibbafdlitchuv&héanébai tiét qua sira hay
khdng. Nguy €0 vai tré so sinh/nhi nhi khing the loai trir.

J, khdng khuyén cdo ding cho phu

> biloba trén ngudi duoc
khi sinh san. Tr
muc dong névwg

Khéng ¢o nhirng nghién cuu cda
i d?dal‘lh gid tic (!(:mgai
. 0, SRS ¢

Aun mrdmc ciA muﬁc BN KHA A
v N HANH MAY MOC - g
Kho conhungnghlénwut&ndong
van mdy moc.

11. TUONG TAC, TUONG KY @nﬂudc

N s cing v il hing dng, .
ﬁathebianhm; mf_‘_

NSAIDs), hiéu qua cia

Nhﬁ'ngun?hiénum cévwmm‘ymw
ﬁaldﬂbitdludle , khi héuC btloh.khi
ét thch biloba hodc khi dm 4

Mét nghién ciru véi talinolol ¢ nring C.
ché P-glycopfotem ruét. Bﬁu nay 6 thé lam ting
nhi€m cda cac thubc by anh hudng béi P-glycoprotein tai
nhu dabigatran etexilate. wum kién bac si néu dung
hop C. biloba va dabigatran.

M@t nghién cuu tuong t c cho
thé ting bai C. biloba.
Cmax Ién 100% gdy nén chﬂtp

khuyén cdo dung két hop Ge
¥ m’m

biloba o ﬂl{
ol

o

Cmax cua nifedipine ¢6

i ci nhan, da quan sdt thdy

mdt va ting néng bimg.

h? va efavirenz; ndng
do ¢am ung

an trong m ding muw

avirenz trong
g?ﬂ‘l (xem phdn Cinh bio

thu6r. hi li k
n&yc st rm'ugr
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12. TAC DUNG KHONG MONG MUON
Tdng két ve fé an toan

nhdt (>5%) duoc bdo céo trong
nthérllrtngu Iﬁms-’mgkéo dg‘}g nim dénhgi.’n:guqni db
nap cia TANAKAN 120 mg hai lan / ngay & bénh n Jl
70 woi (2-31- 00240—011) dau bunq. tiéu chiy & dau dau.

1 an gom nﬁﬁ pﬁan ing bt Ioi lro nghién
ng1 ngthAKAN

& sau 'p duyét
Phan unP t lm duoc phﬁlf oal
/100 d < 1/10), khéng é;h (= 1/1,
/100), h| m (= 1]10[}00 dén < 1/1,
sang 5 ndm dénh g

hiéu & & d6 dung nap cla

120 mg hai lan / ngdy 6' nh nhin trén 70 t 2-31-

theo t n su sau. thuon

). Fhin loal
:an xu t dua trén ti ug phan dmng bi Igl trong nghién cuum

00240-011).

Hé théng co quan | Tin suflt Phin irng bt lgi

| Thutng gip Qud man, kho tho

RSI loan hé mién dich [Khing thudng gip |Ban do

; . : Phi mach

RGi loan hé thin kinh | Thuomg gip- Chong mit, dau div, ngdt
RS logn hé tiéu hoa | Thuomg glp mm"%dﬂ'w
Rl loan da & md | TTUOng o Cham, ngua

dudi da Khong thuo’ ban,

3 y = -A "u M; I*P '
gang juﬁ Hua ra chi %‘ H§ phan bt loi
trong nghién ciru 1am nam dinh gid hi&u qu &

dung nap cha TANAKAN 1 gmg hai lan 1 ngiy ¢ bgnh nhan

trén ?0 tud (2 31-00240-011)

e "w'.'.ﬂ't"rm.wmr'mr'nﬁ :

5 cua TANAKAN 120 ma hai lan / na:

L0 quna n3e Sha JANAKANLLED o

Phin ung batigi | TANAKAN | Gia
- o (=14 gn-ld:&‘!

Qua man 1.1% 1.2%
Kho th 3.2% 1.8%
Chéng mit 9.0% 9.2%
ks |

i o% A
Ngit phé vi 2.8% 1.8%
| o |

au bung trén AR d
mumy 6.1% 5.9%
tiéy 3.9% 3.6%
n nén 1.8% 1.8%
Chim 46% 4,7%
Naira 2.7% 2.8%
Ngtra toan thin 1.4% 1.2%

SIPSEN

13. QUA LIEU VA CACH XU TRI

" Chua c6 trugng hop nao qud liéu dugc bao cao.

14. m,tt TINH DUOC

o oﬂ“"é Iw‘.l:'h"gs chéng sa st ti twé khic,

Co ché tic dung chmh xédc chua duoc biét.

Dir lidu dum lv trén ngudi cho thiy lam ting EEG khi tinh &
nguai Iom tud giam do nhét cia mdu, tang tudi miu nhir
vung dic Iﬂéu zua nao & ngudi khde manh (60 -70 tuoi),
glim ket tip tiéu ciu. Hon nira thubc ¢6 téic dung gian mach
vung cinh tay lam tang luu thong mau.

15, DAC NH DUQC
Sau khi uéng 120 2 Bt xudt Ginl?o "ﬁ dung dich),
c

sinh khd dun t trun binh tr Ua terpene
lactones A 1a glnkgoll B la 88% va
biloballde a 7

%mm dang vién thi néng dé dinh huyét tuong
ide A la 16-22 ng/m!, gu&golldc B la 8-10 ng/ml va
btlobalide la 27-54 fml Tlﬁ:‘?im ban thdi wong Ung cha
ginkgolide A & B va b obalide 1a 3-4, 4-6 va 2-3 gio.

xm u&g 120 mg chiét xudt G. bﬂoba du-,h thi
ug dinh trong huyét t _cua ;N'a(goh e A B&
bilobalide 1an Il.ro‘t 25-33 ng/ ng/ml va 19-35
/ml. Théri gian ban thai tuvong ma inkgolide A la §
gb ginkgolide B la 9-llgibvab 33-49«:.

Dir ligu an toan tién lam
Nhimg nghién ciru sau khi uong Niéu Idp lai duoc thuc hién

trén chudt va chd va cho thiay tinh nghiém

trong & liéu cao nhét trén 17 con md' # g

i liéu tién 13m sang cho thdy khéng c6 n%\& E tr!n ngué:f
i

dura trén cic nghién ciu vé doc tinh gen, t ung this va
doc th trén hé sinh san.

16. QUY CACH DONG GO

Hop 2 vi x 15 vién nén. 3

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT
LUONG CUA THU

Diéu kién bio quan: Nhiét do khing qua 30°C.
Han ding: 22 thing ké tir ngay sdn xudt

Tiéu chudn chit lwong: Tiéu chudn co 56

18. NHA SAN XUAT '

BEAUFOUR IPSEN INDUSTRIE
Rue Ethe Virton, 28100 Dreux, Phip.
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