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Dé xa tim tay tré em. Doc kf huéng din siy dung trudc khi dang.

Thanh phan cong thire thudc:

M&bi vién nén bao phim c¢é chita: . ,

Thanh phan hoat chét: Cao kho 14 Ginkgo biloba (Extractum Folium Ginkgo biloba Siccus)

(35 - 67:1) 80 mg [dugc tiéu chudn hod dé dat ginkgo flavon glycosid 19,2 mg va terpen

lacton (ginkgolid, bilobalid) 4,8 mg]

Dung méi chiét xudt: Aceton 60% (kl/kl)

- Thanh phan td duoc:
+ Lai vién: Lactose monohydrat, keo silicon dioxid, celulose vi tinh thé, tinh bot ngo,
natri croscarmelose, magnesi stearat.
+ Bao phim: Hypromelose (d6 nhat SmPas), hypromelose (49 nhét 15mPas), macrogol
1500, titan dioxid (E 171), nhii tuong chéng tao bot (Antifoam emulsion SE 2), talc, oxid
sat (IIT) hydroxid x H20 (E 172).

Dang bao ché: .
Vién nén bao phim hinh bau duc, mau vang.

Chi dinh:

Thude nay duge chi dinh chu yéu trong didu trj rbi loan tuén hoan nio va ngoai bién.

1) Suy tudn hoan nio cép va mén tinh, gidm chu ¥ tap trung, mét tri nhd va sa st tri tug,
cac tinh trang do xo cttng mach mau ndo va sau dot quy.

2) Réi loan tudn hoan va than kinh & tai: U tai, chéng mit.

3) Roi loan tudn hoan va thén kinh & mat: bénh vong mac do tiéu dudng, thodi hod hoang
diém & ngudi gia.

4) Rbi loan tudn hoan va thin kinh ngoai bién: cac bénh tic nghén dong mach ngoai bién,
dau cdch hdi, lanh va té cong ban tay - ban chan.

Liéu dimg va cdch diing:

Suy tuan hodn néo cdp V& mén tinh, giam chit Y tdp trung, mdt vi nhé va sa sit tri tué, cdc
linh trang do xo ciing mach mdu néio vé sau aot quy:

Nguoi 16n tir 18 tudi trér 1én udng 1 vién nén bao phim, ngdy 2 lan (sang, t6i) hodc 3 I3n
(sdng, trua, tbi).

R6i logn tudn hoan vé than kinh ¢ tai: 1 tai, chong mdt. Réi loan tudn hoém va thon kinh o
mdit: bénh vong mac do tiéu dwong, thodi hod hoang diém & nguoi gid. Roi logn tudn hoan
v than kinh ngogi bién: cdc bénh tic nghen dong mach ngoai bién, dau cdch héi, lanh vi
1¢ cong ban tay- ban chdin:

Ngudi 16n tir 18 tudi tré 1én udng 1 vién nén bao phim, ngay 2 lan (sang, toi).

Tré em:
Khong st dung Cebrex® 80 mg cho tré em, ngudi dudi 18 tubi.

Khuyén cdo vé thoi gian dung:
Suy tudn hodn néo cap va man tink, giam chit Y tdp trung, mat tri nhé va sa sir tri té, cac
tinh trang do xo cimg mach mdu ndo va sau dot quy. Réi loan tudn hoan va thén kink leg
mdt: bénh véng mac do tiéu duong, thodi hod hoang diém & ngueoi gia:
Thoi gian diéu tri nén kéo dai it nhat 8 tudn. Néu chc triéu chimg bé
hodc thdm chi x4u di sau dot 3 thang diéu tri, nén yéu cu bac s§
quan dé xem xét ¢6 nén diéu tri tiép tuc.
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RGi loan tudn hoan v thén kinh ngogi bién: cdc bénh tic nghén do
cdch hoi, lanh va té céng ban tay - ban chan:
Su cai thi¢n ctia tinh trang nay doi héi thoi gian diéu tri it nhét 6 tuln.
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Nén str dung trong 6 dén 8 tudn, sir dung l4u hon khéng mang lai thém loi ich diéu tri.

U tai:
Thoi gian diéu tri nén kéo dai it nhét 12 tuan. Néu qua 6 thang ma khong thdy c6 hiéu qua
diéu trj, ding thu6c 1au hon cling khong gitp cai thién thém tinh trang bénh.

Cach dung:

Dung duong uéng

Khdng dugc udng vién nén bao phim & tu thé nam. Phai nudt ca vién thudc, khéng duge
nhai, voi mot lugng chét 1ong thich hop (t6t nhit 13 udng véi mét cbe nude), Co thé dung

cung hay khong cting bita &n.

Chéng chi dinh:
Céc trudong hop da biét 1a qua mén véi cao bach qua hoiic bat ky thanh phan ndo cta thubc.
Phu nit ¢6 thai (xem thém myc Sir dung thude cho phu ni¥ ¢6 thai va cho con bu).

Cénh bao va thin trong khi ding thuoc

Tru6e khi bat ddu tr liéu véi chiét xudt Ginkgo biloba, can 1am rd dé loai trir viée cac triéu
chiig bénh Iy la biéu hién ctia mdt bénh sin c6 can dén trj lidu dic higu.

Khong khuyén cdo sir dung Cebrex® S cho tré em va thiéu nién duéi 18 tudi do chua cé di
dit liéu nghién ciru.

Céc béo cao don 1é cho thiy cac ché phdm chira bach qua c6 thé 1am tdng xu hudng chiy
méu. Céc nghién ctru 1am sang khdng cho thdy bét ki bing ching nao vé anh huéng cua
thude dén qua trinh déng mau.

Khéng thé loai trir kha ning viée sir dung cac ché phidm chira bach qué thiic ddy su xuft
hién con djng kinh & bénh nhén dong kinh.

Bénh nhan mic bénh di truyén hiém gip khéng dung nap galactose thiéu men lactase hoiic
kém hip thu glucose-galactose khong nén st dung Cebrex® S 80 mg.

Lueu p: Thue khong gdy anh hudng bét loi trén qu4 trinh chuyén hod dudng nén dung duoc
cho cac bénh nhén dai thdo duong.

Sir dung thube cho phu nit ¢6 thai va cho con bu:

Phu nit ¢6 thai: D4 c6 bang chimg riéng 1¢ cho thdy céc ché phdm chira Ginkgo biloba c6
thé 1am bénh nhén ting kha nang chay mau. Do do, khong duge ding cac ché phim chira
Ginkgo biloba trong thai ky (xem myc Chéng chi dinh).

Phu nit cho con bu: Chuwa c6 cac nghién ciru thoa ding vé viée st dung cac thube chira
Ginkgo biloba trong khi cho con bd. Do dé, khong dwoc ding cac ché phdm chtra Ginkgo
biloba trong khi cho con bi. Chua 18 céc thanh phéin ciia cao bach qua co duoc tiét vio sita
me hay khong.

Anh hwong cia thuoc Ién kha ning lai xe va vin hanh mdy méc:
Chua c6 bang chimg v& anh hudng cia thube 1én kha néng lai xe, van hanh may moéc.

T wong tic cia thubc:

Néu mot. ché phdm chua Ginkgo biloba duge ding déng thoi voi cac thube chéng déng
dudng uong [nhu phenprocoumon warfarin, clopidogrel, acid acetylsalicylic (aspirin) va
céc thube chbng viém khéng steroid (NSAIDS) khac], tic dung cta cac thudc nay co thé
tang 1én.

Gidng nhu véi bét ky thube nao khac, khong thé loai trir kha ning bat ky ché phim nao
chira Ginkgo biloba c6 thé tac dong dén qué trinh chuyén héa qua cytochrom P450 3A4,
1A2 va 2C19 cla nhiéu thude khac, c6 kha ning anh hudng dén hiéu luc vi/hoic thoi gian
tédc dung ctia cdc thudc nay.

Twong ky ciia thube:
Khéng ap dung.
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Chua c6 dir liéu x4c thuc vé tin suft clia céc tac dung khéng mong muon ghi nhén dugc
trong qua trinh didu tri bang ché phdm c6 chira bach qua, do tac dung khdng mong mudn chi
duge biét dén qua cac bao cdo don 18 tir bénh nhén, bac s§ hodc duge s§. Theo cac bao cao
ndy, nhiing tc dung khong mong muén sau ddy co thé xuft hién trong qua trinh diéu trj
bing Cebrex® S 80 mg:

Réi loan tiéu hoa:

R&i loan tiéu hoa nhe.

Réi loan da va md dudi da:

Céc phan tng di ing trén da (dd, sung, ngura).

Réi loan hé mién dich:

Céc phan tmg qua man (s6¢c phan vé) c6 thé xudt hién & bénh nhin qua nhay cam.

Réi loan hé thin kinh:

Pau dau.

R&i loan mach mau:

Xuét huyét & cdc co quan riéng 1é d3 dugc ghi nhén.

Xuét huyét timg co quan c6 thé xudt hién, diic biét khi ding dong thoi cac thube chéng dong
nhu phenprocoumon, warfarin, acid acetylsalicylic (aspirin) hodic cAc thubc chéng viém
khong steroid (NSAIDS) khac.

Théng bdo ngay cho bdc sy hodc dwpc sy nhitng phin teng cd hai gdp phdi khi sic dung
thuoc.

Qua lieu va cach xir tri:
Khong c6 dit li¢u ve sir dung thuoc qua liéu, khéng dung qua liéu chi dinh cua thude.

Dic tinh dugce Iye hoe:

o Uc ché tdc nhan hoat hod tiéu cdu (PAF):

Thudc c6 tac dung trc ché PAF (Platelet Activation Factor) bang céch dbi khang canh tranh
& thu thé PAF 1am giam su két tap tiéu cdu do PAF, giam tinh thAm ndi mac, giam co thit
phé quan va giam cac dap Ung viém.

e Thanh loc cdc géc tir do:

Thude thanh loc cac goc tw do trong co thé va tc che sur tao thanh céc lipoperoxid. Vi thé
thude bao vé mang té bao tranh khoi hang loat céc t6n hai gy ra boi cac goc tu do.

e Cdi thién sy twoi mdu.

Thubc ¢6 tac dung lam giam d§ nhét mau va ting tinh dan hdi ciia hong céu va bach ciu, do
d6 cai thién dugc vi va dai tuan hoan.

e Bdo vé md:

Thude c6 tac dung 1am ting sy cung cép glucose va oxy dén cac mé bj thiéu mau. Thude
cling lam ting mit d mdt sé thu thé din truyén than kinh nhw thu thé muscarinic,
adrenergic va serotonergic.

o Diéu hoa trong livc mach mdu:

Thude c6 tac dung duy tri truong lyc dong va tinh mach do kich thich phéng thich
catecholamine va trc ché su thodi gidng chét ndy, 1am gidn dong mach do kich thich san
xuét prostacyclin va EDRF.

Dac tinh dwrge dong hoc:

Sau khi udng lugng 80 mg chiét xuét Ginkgo biloba dugc tiéu chuin hoé (EGb 761), ndng
do dinh trong huyét trong ctia ginkgolid A 1a 15ng/ml, ginkgolid B 1a 4 ng/ml va bilobalid
12 khoang 12 ng/ml. Thoi gian ban huy 1an lugt 1a 3,9 gio (ginkgolid A), 7 gid (ginkgolid
B) va 3,2 gid (bilobalid).

Quy cach déng géi:

Hop 6 vi x 20 vién.

Ditu kién bao quén:

Béo quéan dudi 30°C, & noi kh rdo va thoang mat.
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60 thang ké tir ngay san xuét.

Tiéu chuén chit lwgng ciia thube:
Nha san xuat (TCCS).

Sén xudt tai Dirc béi co sé sdn xudt:
Dr. Willmar Schwabe GmbH & Co. KG
Willmar-Schwabe-Str. 4, 76227 Karlsruhe — Germany (Pic)




