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CHIET XUAT LA GINKGO BILOBA CHUAN HOA (EGb 761) - 40mg
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Pugc khuyén dung trong:

Roi loan trinhdva chiy

& ngudi 16n tudi

Roi loan thi giac

(b&nh véng mac do ti€u dusng)

Chong mat, U tai

Giam thinh luc
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=22 tanakan'- cigp caithien r6i loan TRINHG va CHU Y ¢ ngusi lon tuéi

CHIET XUKT LA GINKGO BILOBA CHUN HOA (EGD T81) - 40mg
THONG TIN

THANH PHAN: Cho 1 vién nén. HOAT CHAT CHINH: Chiét xuét la Ginkgo biloba
duoc tieu chuan hoéa (EGh 761), chudn d6 chiva 24% Ginkgo heterosides va 6%
Ginkgolides-bilobalide...40mg. TA DU'OC: Lactose monohydrate, Cellulose dang vi
tinh thé, bot bap, Silice keo khan, Talc, Magnesium Stearate, Methylhydroxylpropyl-
cellulose, Macrogol 400, Macrogol 6000, Dioxyde titane, Oxyde sat d6. DANG BAO
CHE & QUY CACH DONG GOI: 30 vién nén bao phim déng vi. CHI BINH: Thuéc
nay duroc khuyén ding trong réi loan cht ¥ va tri nhé' & nguéi 16n tudi, biéu hién dau
ctia viem déng mach (dau that khi di), mét sé réi loan ve thi giac (bénh véng mac do
tieu duong) va tai mii hong (chong mat, U tai, giam thinh luc), roi loan tuan hoan
than kinh cam giac nghi do thieu mau cuc bo, hoi chirng Raynaud. LIEU LUQONG VA
CACH DUNG: Dung dudng uéng, 1 lieu = 1 vién nén = 40mg chiét xuat tinh khiét. 1
vién nén x 3 lan moi ngay, uong vao blita an. CHONG CHI D[NH, Bénh nhan man
cam véi bat ky thanh phan nao cta thuéc. THAN TRONG: Do trong thanh phan cua
thudc co lactose nén khong dung cho nhiing nguoi bi galactose huyét bam sinh, hoi
chirng kém hap thu glucose hay galactose hoac thiéu men lactase. SU' DUNG CHO
PHU NU' CO THAI VA CHO CON BU: Thuc nghiém trén dong vat khong thay tac
dung sinh quai thai. O nguoi, chua co di liéu dich té hoc chinh xac. Tuy nhién cho
dén nay, chua thay c6 truong hop di dang nao. Do chua cé dir liéu [am sang phu

MOI CHI TIET XIN LIEN HE VPDD IPSEN PHARMA TAI VIET NAM
Toa nha Centec 4 Nguyén Thi Minh Khai, Q.3, TPF

Toa nha Sao Bac - Phong 302, S0 4 Da Twgng, Hoan Kiem, TP.

{CM
Ha Noi

-Lau 9, S672

S6 giay tiép nhan ho so dang ky quang cao thuéc cda Cuc
Ngay cap thang nam ....2014. Ngay in tai heu /.

Quan Ly duoc
/2014

/ QLD-TT

hop, khéng nén dung khi dang c6 thai hodc cho con bu. TUONG TAC THUOC:

Chua co dir ligu. TAC DUNG KHONG MONG MUON: Rat hiém - r6i loan tiéu hoa,

roi loan 6 da, nhirc dau. Theng bao cho bac si cac tac dung khong mong muon
gap phai khi ding thuoc. DAC TINH DUQ'C LU'C HOC: Chat diéu hoa mach mau
trén hé thonq mach mau. Tac dung luu bién hoc (tinh chat anti- sludge va anti-PAF).

Tac dung bao vé tr:n chuyén hoa té bao. Cai thién dan truyén neurone. Béi khang
véi su san xuat goe tu do va su peroxide hoa lipid mang té bao. DAC TINH DUQC
DONG HOC: Nghién ctiu trén dong vat, sau khi uéng Tanakan cho thay co su hap
thu nhanh va hoan toan (¢ phan trén cua duong tiéu hoa), su thai qua CO2 tho ra
va qua nuorc tieu, va thoi gian ban huy sinh hoc khoang 4h30

QUA LIEU: Chua co dii liéu. BAO QUAN: Dudi 30°C
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1. TEN THUOC: TANAKAN®

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUGC
» D€ xa tam tay tré em.
» Doc ky hudng dan su dung trudc khi dung.

 Néu can thém thong tin xin hoi vy kién bac si.

3. THANH PHAN

Hoat chat chinh: Chiét xuat 1a Ginkgo biloba duoc tiéu chuan
hoa (EGb 761), chuan do chira 24% Ginkgo heterosides va 6%
of Ginkgolides- DIlobalide ..o 40 mg.

Cho 1 vién nén bao phim.

Ta dugc: Lactose monohydrate, Cellulose dang vi tinh thé,
Bot bap, Silice keo khan, Talc, Magnesium stearate,
MethylhydroxypropylcelIulose Macrogol 400, Macrogol
6000, Dioxyde titane, Oxyde sat do.

Ta duoc ¢6 tic dung di duorc biét: lactose monohydrate.

4. DANG BAO CHE
Vien nén bao phim.

5. CHl DINH
Piéu tri triéu chirng rdi loan nhan thirc & nqudi 16n tu0| ma

chic chan khong bi sa st tri tué, bénh Parkinson, r0| Ioan
nhan thuc do diéu tri bénh khac hoac thir phat sau tram cam

hoac bénh rdi loan chuyén héa.
TANAKAN duoc chi dinh cho ngudi lén & ngudi 16n tudi.

6. CACH DUNG VA LIEU DUNG
Lieu dung:

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

buong uong.
Thudc duoc udng trong cac bira in.

7. CHONG CHI DINH
Benh nhan man cam véi hoat chat hodc bat ky thanh phan
nao cua thudc

Phu nit co thai (Xem phan S& dung thuéc cho phu ni¥ cé thai
va cho con bu)

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Thudc nay chira lactose. Khuyén cdo khdng sur dung cho bént
nhan khong dung nap galactose, thiéu men lactase, ho
chung kém hap thu galactose hodc glucose (bénh di truyér
hiém gap)

0 nhirng bénh nhdn c6 bénh ly c6 xu huéng ting nguy co
chay mau (chay mau ndi tang) va dang diéu tri dong thoi
thuoc chdng dong va thudc khang tiéu cau, thudc nay chi st
sung sau khi tu van bac s.

tanakan

Nhirng thudc chira Ginkgo c6 thé ting nguy co chay mau,
thudc phai ngirng str dung 3-4 ngay trudc khi phau thuat.

O nhitng bénh nhdn déng kinh, khong thé loai trir ting khoi
phat con co giat do udng nhung thudc chira Ginkgo.

Khong khuyén cao dung Ginkgo biloba cung v0'| thuoc chua
efavirenz (xem phan Twong tdc, tuong ky cua thuéc)

9, SU DUNG THUGC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir co thai
Chlet xuat G. biloba co thé lam giam kha ndng két dinh tiéu

cau. Xu huong chay mau cé thé ting lén, Nhirng nghién cau
trén dong vat thiéu dir liéu lién quan dén doéc tinh sinh san
(xem phan Dit liéu an toan tién Idm sang).

Chong chi dinh & phu nit ¢6 thai (xem phan Chdng chi dinh)

Phu nir cho con bu-
Khong biét G. blloba/chat chuyén hoa c6 bai tiét qua sira hay
khong. Nguy co véi tré so sinh/nhii nhi khdng thé loai trtr.

Do khdng co dir liéu day dd, khdng khuyén cio dung cho phu
nitr cho con bu

Kha nang sinh san

Khong ¢6 nhirng nghién ctru cua G. biloba trén nguoi dugc
thuc hién dé danh gia tac dong trén kha ndng sinh san. Trong
mot nghlen cru trén chudt cai kha nang tac dong nay da
duoc thdy (xem phan Dit liéu an toan tién |am sang)

10. ANH HUONG CUA THUOC LEN KHA NANG LAl XE VA
VAN HANH MAY MOC

Khong co nhirng nghién ctru tac dong Ién kha nang lai xe va
van hanh may moc.

11. TUONG TAC, TUONG KY CUA THUOC

Tuong tac

Néu thudc udng cung véi thudc chdng dong (vi du:
phenprocoumon & warfarin) hoac thuoc khang tiéu cau (vi du
clopidogrel,  acetylsalicylic acid va NSAIDs), hiéu qua cua
thudc c6 thé bi anh hudnag.

Nhirng nghlen cuu hién co VO warfarin cho thay khong c6
trong tac gidra warfarin va san pham chya G. biloba, nhung
pha: theo doi khi bat dau diéu tri, khi doi lieu G. blloba khi
két thic G. biloba hodc khi doi thuoc

Mot nghién ciru véi talinolol chi ra rang G. hiloba c6 thé (rc
ché _P-glycoprotein tai ruot. Diéu nay co thé 1am ting phoi
nhiém cta cac thudc bj anh hucmg boi P—glycoprotem tai ruot
nhu dabigatran etexﬂate Luu y hoi y kién bac s néu dung ket
hop G. biloba va dabigatran.

MGt nghién clru tuong tac cho thay Cmax cua nifedipine c6
thé tang boi G. biloba. 0 mot vai ca nhan, da quan sat thay
Cmax tang lén 100% gay nén chong mat va tang néng bung

Khéng khuyén cdo dung két hop G. biloba va efavirenz; nong
do efavirenz trong huyet twong ¢ thé giam do cam ung
CYP3A4 (xem phan Canh bdo va than trong khi dung thudc).

Tuong ky:
Khong co



12. TAC . DUNG KHONG MONG MUON

Tong két vé do an toan

Phan Lrng bat Im thuong gap nhat (>5%) dugc bao cao trong
nghién cuu lam sang kéo dai 5 nam danh gia h|eu qua & do dung
nap cya TANAKAN 120 mg hai lan / ngay o bénh nhan tren
70 tuoi (2 31- 00240 011) la dau bung, tiéu chay & dau dau.

nh A
Bang 1 bao gom nhirng phan rng bat loi trong nhitng nghién
ctru lam sang & sau khi duoc phé duyét khi dung TANAKAN.
Phan (rng bat loi duoc phan loai theo tan sudt sau: thudng
gap (> 1/100 den < 1/10), khong thucmg gap (= 1/1,000
den < 1/100) hiém (= 1/10,000 den < 1/1,000). Phan loai
tan xuat dua trén ti |€ phan (rng bat loi trong nghién curu lam
sang 5 nam danh gia hiéu qua & do6 dung nap cua TANAKAN
120 mg hai 1an / ngay & bénh nhan trén 70 tudi (2-31-
00240 011). .

Bang 1: Phan trng bat lgi

Hé thong co quan Phan Lrng bat loi

Thisng o3
Kitng thuong g2p

RGi loan hé than kinh | Thuong gip Chong mat, dau dau, ngat
Ri loan hé tiéu hoa | Thudmg gip Eﬂggbm%nﬂggnfhavl day

Roi loanda & md Thuong gap
- Khﬁng thuffng g3p M

Bang dudi dua ra Chl tlet ti Ie phan ung bat loi thuong gap
trong nghién ctru lam sang 5 nam danh gia. hleu qua & do
dung nap cua TANAKAN 120 mg hai lan 1 ngay ¢ bénh nhén
tren 70 tum (2 31 00240 011)
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13. QUA LIEU VA CACH XU TRI
Chua c6 trudng hop nao qua liéu duoc bao cao.

14. DAC TINH DUOC LUC HOC
Nhém diéu tri dwoc ly: Thuoc chong sa sat tri tué khdc,
ATC code: NO6DX02.

Co ché tic dung chinh xac chuva duoc biét.

Dir lieu duoc ly trén nguoi cho thay lam tang EEG khi tinh &
nguoi lon tuoi, glam do nhét cua mau, tang tudi mau nhirng
vung dac hieu cua nao o nguorl khoe manh (60 -70 tum) va
glam két tap tiéu cau. Hon nira, thuoc ¢6 tac dung gian mach
vung canh tay lam tang luu thong mau.

15. DAC TINH DUOC DONG HOC

Sau khi uéng 120 mg cﬁlet xuat Ginkgo (dang dung dich),
sinh kha dung tuyét dm trung binh trén nguoi cua terpene
lactones ginkgolide A la 80%, ginkgolide B la 88% va

bilobalide la 79%.

Khi udng G.biloba dang vién thi nong dd dinh trong huyét tuvong
cua ginkgolide A la 16-22 ng/ml, gmkgollde B la 8-10 ng/ml va
b[lOballdE la 27-54 ng/ml. Thgi gian ban thai tuong ng cua
gmkgollde A & B va blloballde lan luot 1a 3-4, 4-6 va 2-3 gio.

Khi uéng 120 mg chiét xuat G.biloba dang dung dich thi
nong do dinh trong huyét twong cla glnkgollde A B &
blloballde lan lvot la 25-33 ng/ml 2-17 ng/ml va 19-35
ng/ml. Thoi gian ban thai twong ung cua ginkgolide A la 5
gio, ginkgolide B la 9-11 gi¢ va bilobalide la 3-4 gio.

Dir liéu an toan tién lam sar’l(g

Nhung nghién cuu sau khi udng liu 13p lai dugc thuc hign
trén chuot va cho va cho thay khéng Co 'doc tinh nghiém
trong & liéu cao nhat trén 17 con chuot va 46 con ché.

D liéu tlen lam sang cho thay khong c6 nguy co trén nguoi
dua trén cac nghién cuu veé doc tinh gen, tiém an ung thu va
doc tinh trén hé sinh san.

16. QUY CACH PONG GOl

HOp 2 vi x 15 vién nén.

17. DIEU KIEN BAO QlJAN HAN DUNG, TIEU CHUAN CHAT
LUONG CUA THUOC

Diéu kién bdo quan: Nhiét dd khong qua 30°C.

Han dung: 22 thang ké tir ngay san xuat

Tiéu chudn chat luong: Tiéu chuan co s&

18. NHA SAN XUAT

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