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1. TEN THUGC: TANAKAN®

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
« D@ xa tim tay tré em.

« Doc ky hurdmg dan sir dung trude khi ding.
« Néu ¢dn thém thong tin xin hoi y kién bac si.

3. THANH PHAN

Hoat chit chinh: Chiét xuét la Ginkgo biloba duoc tiéu chuan -
héa (EGb 761), chuﬂn chua 24% Ginkgo hem: vi 6%
of Ginkgolides-bilobalide ..........cc.c.omiiaivmninnens 40 mg.
Cho 1 vién nén’ ba.o phlm
Ti uctose rate, Cellulose dang vi tinh thé,

Iice keo khan, Talc, Magnesium stearate,

lose, Macrogol 400, llurogol
6000 Dioxyde tltane sit dé.

Té duroc 6 téc dung d8 duoc biét: lactose monohydrate.

4. DANG BAO CHE
Vién nén bao phim. A\ -

.y

gﬁdﬂm
tri friéu chimg rdi loan nhdn thirc & nguoi ion
cl;'icnc:indo‘r bi sa sut l;llh:okmﬂﬁmp!ﬂ,m' - :
n thuc khac

hodc bénh rdi loan ul'lm

TANAKAN duoc chi dinh ¢ho nguei lon & ngum lém tudi.
Egncu DUNG VA LIEU DUNG

3 vién/ ngiy, chia rnlﬂ ngay.
Cach dl)n

Thudc ﬂuuc héng lmng‘d( bira dn.
7. CHONG

nh nhin
nao cta th
Phu nir ¢6 thai (Xem phdn $ir dung thuéc cho phu ni <6 thai
va cho con bi)

8. CANH BAO VA THAN fnonc KHI DUNG THUOC

Thudc nay chira lmose Klluyén cdo k sir dung cho bénh
nhan khong d"ngu lactose, t men_ lactase, hoi
Mz:g kém h. ttose hodc glucose (bénh di truyén

nnc'im v | hoat chit hodc bt ky thanh phin

O nh benh nhin ¢6 bénh Iy ¢6 xu huéng ung nguy <o

cha u (chiy mau ndi.tang) va théi
uxc va thuoc khang tieu

sung sau khl bc si.

thude chira 6 thé
mqphumngsfm;4 &t}?rét iphf

nhimg kinh, k hé héri
ghéz con 3’:3:“3? nila?mg t logitw tinq

K khuyén cdo Cink vii th hi
efb:mnz {xem pldnm'n?w;l ﬁm‘g‘m th s

1wnyuc1m§calomumeonww\moconw

xuft G. hlloba 6 thé Ia:k tld ning két dinh tiéu
)‘.‘u mdu o t 1én Nhtmg nghién ciu
Vit thiey di liéu lién quan dé( tinh sinh sdn

[xem phm DU heu an toan tien lam sang)
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nir cho con ba
biét C. biloba/chit chuyh hba cd bai tiét qua sira hay
Mﬂgwmuﬁuéwsanhlahﬁnhikbongt loai trir.

i, khding khuyén cdo ding cho phu

e
xhbngco! irng nghién ciru cia blhhnninwduw
th h nc?ej.danhgdt.kdnng lﬂnnsinhmTl

: 8 L} _'.:wg cdi w‘m doﬂ? nay d
1%%&06'% cua THUOC LEN KK

Khong co nhu-ng nohiéa by x.’e dong lin kh ndng 1 xe vi
van mdy moc.

u moucmc.rwnc xvt;bAmuoc

chéng d§ng (vf du
W’" S
qui cua
thubc lhe
Nhimg nghién ciry m cho thiy m«g @
wong tic
33‘ khi bt diu dié

“"ﬂ‘-"‘“
Rﬁ%"&l G. biloba, khi

thch balohlllo&khtdm
Ilbtngﬂéncwmulmlolc fa ring C. biloba ¢6 thé dc

_ndy <6 thé lam ting phoi
nlﬂlm_%ck tllu&K; anh huomg bén P-glycoprotein tai
nhu da an etexifate. Luu v he yklinbu si néu dung ket
hqrp C. biloba va dabigatran. .
tuong h
:h! mcgub-m 3‘ Y o cd nhan, da quan sit thiy
Ién 100% giy nén cm mat va ting ndng bimg.

huyén céo && N&?n efavirenz; ndng
dﬁhbmv oy M hﬁ'@ﬁ do cam ung
CYP3A4 (xem phin anh bao in trong km enng mu&)

Cmax cua nifedipine c6

thu&. ndy chi st e m ky:
Khdng c6
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12. TAC DUNG KHONG MONG MUON
Tong két vé dé an toan

Phan uréqmbithiﬂw&ng nhdt (>5%) duoc bio cdo tro ng
nghién curu 1am sang kéo dai 5'ndm ddnh gid hi
p TANAKA;:Q 120 mg hai lin | ﬂgugbem: hantrgﬁ
tuoi {2-31-00240-01 a dau bung, tiéu chiy & dau dau.
Bang 1 bao gom batlaitno gngiuen
ciru lam sﬁr? & sau ml ‘khl
Phin (mg bat | phan loal theo t

sau thu%g
(z 1100 < lfIﬂl- khb tt ’Jlr
<‘U100} h:m(zl 10,000 < 1/1,
t

dya trén ti tro nhl!nr.wim
sin Sni:r:ad Jhiu@&d& ung :9 :
120 mg hallnlngiyér nh nhin lr'én 70 (2-31-

00240-011).

Bing L: Phin g bit lgi _

Tin sufit Phin (ng bit lgi

Hé thiing co quan
Thutng gip _| Qué man, kha tho

R loan hé mibn dich [Khdng thulng gdp | Ban do

F-'hirm;ch

Rﬁiloa;ihéthinkinh Thutng gip™ igﬂgmgjmdh,ngh

STl 5 el

ROl loan hé tiéu hoa

Theomg glp
Chim, ngla

Rggudl:himﬁ

T 2 i *mm,_-_
= uhérnmml:i i ! hindé "‘&'ﬁ"’ &93
trong nghién ciru ldm s nam g
'? ?b-gnh

dung TANAKAN 120 mg hai lan 1 nhin
!rén ?Uatu i(2- 31-00?40-31 Y b

- T¢ 8 ohin ma bito) thigng gho g bho o

T D cua TANAKAN 120 ma hai lan ! ngg
TTI’T'I"I'iI'I'T' (2-31-00240-011)

mn bat Igi | T. Gia
ke
Qua man 1.1% 1.2%
Kho tho B.g{; 1.8%
Chéng mét 9.0% 9.2%
Nade x| 1on
t o% o
Ngit phé v 2.8% 1.8%
bung 3.3%" 3.8%
Bau bung trén 5.4% gg:
tidy ;‘%ﬁ 36%
nén 1.8% 1.8%
Cham 46% 4.7%
2.7% 2.8%
| Ngira toan thin 14% 1.2%
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13. QUA LIEU VA CACH XU TRi

. Chuaggtrmmpnaoqualﬁu dugc baocio. v,

14.DRThiwqc

on og‘e‘%%mm lg;fh'ﬁ(c chdng sa sit tri twé khac,

Co ch€ tic dung chinh xdc chua duoc biét.
Dir liéu duoc ly trén l;%ué'l cho thy lam ting EEG khi tinh &

nguiﬂ Iém tudi, g ot clia mdu, ting tudi ﬁ'ng
vung dic hﬁwa ndo & ngudi ki nh (60 ?0 tuonl

gidm ciu, Hon nl?a th téc dung gian mach

viing cinh tay lam ting luu thang mau.

15. DAC TINH DUQC

Sau khi uéng 120 mg Eg xu?cslﬂlrtigo dung dich),

sinh khid du t ddi trung binh t cua terpene

lactones Tg! Ald 8 Flnkgol e B Ii 88% vi

bilobalide 1a '

Khi udng G.biloba dang vién thi ndng 86 uw?

cua ginkgolide A 1a 16-22 ng/ml, gnﬁgolide Bla§-10 ngfml

bilobalide la 27-54

va

Iml Umg cla
ginkgolideA&Bvib T'E»wlihl 4-6va -3 gio.

Khi u 120 mg dml"gﬂ G.biloba d;n dum dich tln

no! dmh trong h gl

bilo lide lan qut 25—33 ngf l ng/ml va 19—-35
ng/ml. Thii 'gian Emkgoﬂde Alas
gid, ginkgolide B la 9-11 glb va bloballde 3-4 gity

Dir ligu an toan tién lam sang

Nh nghién clru sau I:I'u uong Iﬁp lai duoc thuc hién
trén chuot va ché va cho tinh nghiém
trong & liéu cao nhit tn!n l? con ch ‘con cho.

Dir liéu tién 13m sang cho khdn: cé n nguoi
duatrén cic nghiéngcuu VF! zc tlnhggen tg"g :g‘ th?l va
doc tinh trén hé sinh san,

16. QUY CACH DONG GO
Hop 2 vi x 15 vién nén.

17. DIEU KIEN BAO %AN. HAN m TIEU CHUAN CHAT
LUONG CUA TH

Diéu kign bio quin: Nhiét dd khdng qui 30°C.

Han ding: 22 thing ké tir ngay sdm xudt

Tiéu chudn chdt hrong: Tidu chudn co s&

18. NHA SAN XUAT fe

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