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TANAKAN® 

2. CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC 

Dé xa thm tay tré em. 

Poc k§ huong din sir dung trude khi ding. 

Néu cAn thém thong tin xin hoi y kién bac si. 

3. THANH PHAN o ) . 
Hogt chéit chinh: Chiét xuét la Ginkgo biloba duoc tiéu chuin héa (EGb 761), chuan do 
chita 24% Ginkgo heterosides va 6% of Ginkgolides-bilobalide..................... 40 mg. 

Cho 1 vién nén bao phim. 

T4 dwoe: Lactose monohydrate, Cellulose dang vi tinh thé, Bot bép, Silice keo khan, Tale, 
Magnesium  stearate, Methylhydroxypropylcellulose, Macrogol 400, Macrogol 6000, 

Dioxyde titane, Oxyde sat do. 

Td dwge c6 tic dung di dwgc biét: lactose monohydrate. 

4. DANG BAO CHE 

Vién nén bao phim. 

5. CHi PINH 

Didu tri triéu chimg rdi loan nhan thtte & ngudi lén tum ngoai trir bénh nhén: (i) da dugc xdc 

nhdn bj sa sit tri tug; (ii) bj bénh Parkinson; (iii) bi 1bi loan nhan thirc do didu trj bénh khac 

hodc thir phét sau trdm cam hogc bj bénh r6i loan chuyén hoa. 

Tanakan duge chi dinh cho nguoi 16n & ngudi 16n tudi. 

6. CACH DUNG VA LIEU DUNG 

Liéu dimg: 

3 vién/ ngay, chia ra trong ngay. 

Cich ding: 

Puong udng. 

Thube duge ubng trong cée bita an. 

7. CHONG CHi PINH 

Bénh nhdn mén cam véi hoat chit hogic bt ky thanh phan nao cta thude
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11. 

Phu nir ¢6 thai (Xem phén St dung thudce cho phy nit cé thai va cho con bii) 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Thube ndy chira lactose. Khuyén cdo khong str dung cho bénh nhén khéng dung nap 

galactose, thiéu men lactase, hoi chimg kém hap thu galactose hodc glucose (bénh di truyén 

hiém gap). 

[} nhiing bénh nhan ¢4 bénh 1y ¢6 xu huong tang nguy co chay méu (chdy mau ndi tang) va 

dang di€u trj déng thoi thudc chéng déng va thudc khang tidu cAu, thudc nay chi sir sung sau 

khi tu vén bc sT. 

Nhimg thude chira Ginkgo 6 thé tang nguy co chay méu, thudc phai ngimg st dung 3-4 

ngdy trude khi phau thuat. 

G nhimg bénh nhan dong kinh, khong thé loai trir tang khoi phét con co gidt do udng nhimg 

thude chira Ginkgo. 

Khéng khuyén céo dung Ginkgo biloba cing véi thubc chira efavirenz (xem phan Twong 

tiic, twong ky ciia thudc) 

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU 

Phuy nit ¢ thai 

Chiét xuat G. biloba c6 thé lam giam kha nang két dinh tiéu cAu. Xu huéng chay mau c6 thé 

tang lén. Nhitng nghién ciru trén dong vAt thiéu dir lidu lién quan dén doc tinh sinh san (xem 

phan Dit ligu an toan tién lim sang). 

Chéng chi dinh & phu nit ¢6 thai (xem phan Chéng chi dinl) 

Phuy nit cho con bii 

Khéng biét G. biloba/chdt chuyén hoa co bai tiét qua sita hay khong. Nguy co véi tré so 

sinh/nhii nhi khong thé loai trir. 

Do khéng c6 dit lidu ddy du, khong khuyén cdo diing cho phu nit cho con bu 

Kha ning sinh sin 

Khéng c6 nhimg nghién ctru ciia G. biloba trén nguoi duoc thuc hién dé danh gla tac dong 

trén kha nang sinh san. Trong mdt nghién ciu trén chubt cai kha ning téc dong nay da dugc 

théy (xem phan Dit li¢u an toan tién lim sang) 

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC 

Khéng ¢6 nhiing nghién citru tic dong 1én kha ning l4i xe va van hanh may mdc. 

TUONG TAC, TUONG KY CUA THUOC 

Twong tdc: 

Néu lhuoc uong cung véi thube chong dong (vi du: phenprocoumon & warfarin) hodc thube 

khang tiéu cdu (vi du: clopidogrel, acetylsalicylic acid va NSAIDs), hi¢u qua cua thube c6 

thé bj anh huéng. 

Nhitng nghién ciru hién c6 vé&i warfarin cho thay khéng 6 tuong tac gifra warfarin va san 

pham chira G. biloba, nhu-ng pha1 theo dai khi bt dau diéu tri, khi déi lidu G. biloba, khi két 

thic G. biloba hodic khi dbi thuéc. 
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Mot nghién ctru véi talinolol chi ra ring G. biloba c6 thé wre ché P-glycoprotein tai rudt. Piéu 

ndy c6 thé lam ting phoi nhiém ctia cdc thuoc bi anh huong boi P-glycoprotem tai rudt nhu 

dabigatran etexilate. Luu y hoi y kién bac st néu ding két hop G. biloba va dabigatran. 

Mot nghién ciru tuong tac cho thiy Cmax cua nifedipine c6 thé tang boi G. biloba. O mot vai 

c4 nhan, da quan sat thdy Cmax ting 1én 100% gy nén chong mét va tang nong bimg. 

Khong khuyen c4o dung két hop G. biloba va efavirenz; ndng do efavirenz trong huyét 

tuong ¢ thé giam do cam tmg CYP3A4 (xem phdn Canh bdo va thin trong khi ding 

thuoc) 

Twong ky: 

Khéng co 

TAC DUNG KHONG MONG MUON 

Téng két vé dp an toan 

Phan émg bt loi thuong gap nhét (>5%) dugc béo céo trong nghién ctru 1am sang kéo dai 5 

nam dénh gia hiéu qua & do dung nap cla TANAKAN 120 mg hai 14n / ngay & bénh nhan 

trén 70 tudi (2-31-00240-011) la dau bung, tiéu chay & dau du. 

Danh sdch phan ing bét loi: 

Béng 1 bao gdm nhimg phan ting bt lgi trong nhitng nghién ctru 14m sang & sau khi dugc 

phé duyét khi ding TANAKAN. Phan tmg bat loi duge phén loai theo tAn sudt sau: thudng 

gap (> 1/100 dén < 1/10), khong thuong gap (= 1/1,000 dén < 1/100), hiém (> 1/10,000 dén 

< 1/1,000). Phan loai tan xudt dya trén ti 1& phan ung bét lgi trong nghién ciru lam sang 5 

nidm danh gia hiu qua & do dung nap cua TANAKAN 120 mg hai lan / ngay & bénh nhan 

trén 70 tudi (2-31-00240-011). 

Bing 1: Phin iing bit loi 

Hé théng co quan Tan suat Phin éng bat loi 

ROi loan hé mién dich Thudng gip Qua man, kho thé 

Khoéng thuong gép Ban do 

Hiém Phu mach 

Ré&i loan hé thén kinh Thuong gip Chéng mit, dau du, ngat 

R&i loan hé tiéu hoa Thuong gap Dau bung, tiéu chay, day bung, 

budn non 

R6i loan da & md dudida | Thuong gip Cham, ngtra 

Khoéng thuong gap Noi ban 

Mo td phan timg bdt loi chon loc 
Bang dudi dua ra chi tiét ti 1¢ phan Gmg bat loi thuong ggp trong nghién ctru 14m sang 5 ndm 

danh gid hiéu qua & do dung nap ctia TANAKAN 120 mg hai 1dn 1 ngay & bénh nhén trén 

70 tudi (2-31-00240-011). 

Béng 2: TV | an 1 i 0 dp dwoe bio cdo trong nghién ciu lim san 

kéo dai 5 nim dénh gis hiéu qui & 36 dung nap ciia TANAKAN 120 mg hai lan / nga 

& bénh nhén trén 70 tudi (2-31-00240-011)
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e TANAKAN Gia duge 
Phiin g bat lgi 

(n=1406) (n=1414) 

Qué mn 1.1% 12% 

Kho ther 3.2% 1.8% 

Chong mat 9.0% 9.2% 

Pau dau 3.8% 3.5% 

Nedt 1.6% 1.0% 

Nt phé vi 2.8% 1.8% 

Pau bung 3.3% 3.8% 

Pau bung trén 5.4% 6.6% 

Tiéu chay 6.1% 5.9% 

Kh6 tiéu 3.9% 3.6% 

Budn nén 1.8% 1.8% 

Cham 4.6% 4.7% 

Ngtra 2.7% 2.8% 

Ngra toan than 1.4% 1.2% 

QUA LIEU VA CACH XU TRi 

Chua c6 trudng hop nao qua lidu duge béo cdo. 

PAC TINH DUQC LUC HQC 

Nhém diéu tri dugc Iy: Thude chdng sa sit tri tué khac, ATC code: NO6DX02. 

Co ché tac dung chinh xéc chua duge biét. 

Dit lidu dugc ly trén nguoi cho thdy lam tang EEG khi tinh & ngudi 16n tudi, giam d6 nhot 

clia mau, ting tuéi mau nhimg ving dac hiéu cia ndo & ngudi khoe manh (60 -70 tuoi), va 

giam két tap tiéu cau. Hon nira, thudc c6 tic dung gian mach ving cénh tay lam ting Tru 

thong mau. 

PAC TINH DUQC PONG HQC 

Sau khi uéng 120 mg chiét xuét Ginkgo (dang dung dich), sinh kha dyng tuyét déi trung 
binh trén nguoi ciia terpene lactones ginkgolide A 14 80%, ginkgolide B 1a 88% va bilobalide 

1a 79%. 

Khi ubng G.biloba dang vién thi ndng dé dinh trong huyét twong cua ginkgolide A 1a 16-22 

ng/ml, ginkgolide B 14 8-10 ng/ml va bilobalide 12 27-54 ng/ml. Thoi gian ban thai twong 

g clia ginkgolide A & B va bilobalide lan lugt 1a 3-4, 4-6 va 2-3 gio. 

Khi néng 120 mg chiét xudt G.biloba dang dung dich thi ndng d6 dinh trong huyét tuong clia 

ginkgolide A, B & bilobalide lan lugt 1a 25-33 ng/ml, 9-17 ng/ml va 19-35 ng/ml. Thoi gian 

ban thai twong tmg ciia ginkgolide A 1a 5 gid, ginkgolide B 12 9-11 gios va bilobalide la 3-4 

gio.
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Dit li¢u an toan tién lim sang 

Nhimg nghién ciru sau khi uéng liéu lap lai duge thuc hién trén chut va ché va cho théy 

khong c6 doc tinh nghiém trong & 1iu cao nhét trén 17 con chut va 46 con ché. 

Dir liéu tleg lam sang cho théy khong c6 nguy co trén ngudi dya trén céc nghién ciru vé doc 

tinh gen, tiém an ung thu va doc tinh trén h¢ sinh san. 

16. QUY CACH PONG GOI 

Hop 2 vi x 15 vién nén. 

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC 

Diéu kién bio quin: Nhiét do khong qua 30°C. 

Han dimg: 22 thang k& tir ngay san xuht 

Tiéu chudin cht lwgng: Tiéu chuin co s& 

18. NHA SAN XUAT 

BEAUFOUR IPSEN INDUSTRIE 

Rue Ethe Virton, 28100 Dreux, Phap. 


