THONG TIN KE TOA

Alze spll

Donepezil

THANH PHAN:

MBI vien nén bao phim chia 5 mg donepezil hydroclorid,
twiong duang vai 4,56 mg donepezil. Ta duge: cellulose vi
tinh thé, low substituted hydroxypropyl cellulose, magnesi
stearate,  Opadry-Y-1-7000 White (hypromellose, titan
dioxyd, macrogol 400),

DANG BAO CHE:

Vién nén bao phim hinh tron, hai mat 16i, mau trang hoac
E-."n nhu trdng. MOt mdt ¢b khde chid E, mat con lai khic ma
i81.

>
CHI DINH:

| -
Donepezil hydroclorid duge dong dé diéu trj triéu ching suy
gidm trf nhd d mudc dd nhe hodc vita trong binh Alzheimer.

LIEU DUNG VA CACH DUNG:

Lidu ding: Viec didu tri bt diu 4§ lidu 5 mg donepezil
hydroclorid 1 lan mdi ngay, Thuic duge ding bang duiing
udng vao budi thi ngay trudc khi ngu. Liéu 5 mg /ngay nén
dugc duy trl it nhat 1y mdt thing dé co thé dmrh gid nhing
dap dng lam sang som nhal déi vai vide ditu rj cing nhu
gilp dat duge ning db donepezil & trang thai On dinh. Sau
mdt thing danh gia lim sang trong viée diéu tri d lidu 5 mg/
ngay, co |I‘|:» ting lieu donepezil hydroclorid lén dén 10 mg
I 1an mdi ngay. Lieu i da hang ngay duge dé nghi 1a 10
mg, Cac lidu lén hon 10 mg/ ngay chua dugc nghién cu
trong thi nghi¢ém lam sang. :

Khi ngung didu tri 6 thé thay sy gidm dan nhiding tac dyng
cd lgi cla donepezil hydroclorid. Khing 6 ching ol nao ve
tdc dung phan nghich sau khi ngung didu tri dot ngdt.

Bénh nhan suy than va gan: Mot phac do lidu wiong i cé thé
duge ding cho bénh nhan suy thin vi thanh thdi cda
donepezil hydroclorid khiing bj dnh huting bdi suy thin. Do
cO thé xdy ra tang phai nhiém & bénh nhan suy gan nhe
hedc viia xem myc Duge dong hoc), nén didu chinh liéu Wy
theo suf dung nap thubc cla ting bénh nhin. Chua cd di liéu
v su diygng thudc ¢ ho bénh nhan sUY gan nang.

Tré em: Donepezil hydroclorid khang duge khuyén nghj s
dung cho tré em.

ar "
CHONG CHI DINH:
Bénh nhan man cim vai donepezil hydroclorid, cac din

xudl coa piperidin hode vai bat kv thanh phin 1 duge nao
cua thudc,

CANH BAO VA
THAN TRONG KHI SU DUNG:

Hiéu qua cda donepezil trén bénh nhan Alzheimer suy gidm
tri nhd nghiém trgng, cic dang khac ca suy giam tri nha
(chdng han suy gidm nhan thie do twdi tac) chua duge danh
gida. Giy mé: Donepezil hydroclorid 13 chit e ch& men
cholinesterase ¢6 khd nang ting cubing sy gidn co loai
succinylcholin trong gqua trinh gay mé. Tim mach;

Fai iéu tham khado:

' hueing dan saf dung thude
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Tai ligw thang tin thude
Tk ik Do 1:,:1:1"1 4 [rang
Phain thang tin chi tiél vé sdn phim xin xem trang 2,3.4

Do tic dung duge ly cla thude nay, cac chdl de ché men
cholinesterase ¢ thé co cac i r]r;n-n llllll'lj' than kinh dbi
giao cam trén nhip tim (¢ hdng han nhut lam cham nhip tim).
Khi ndng chiju tic dung nay co théé dac bidt gquan trong doi
vii nhing bénh nhian co "hi chimg bénh xoang' hodc
nhdng linh trang bénh Iy dan truyén trén that cda tm nhu
xoang nhi hodc bloc nhi thil. Bd cb bao cio Xdy ra ngat va
co giat. Trong vigée danh gid nhing bénh nhin nay kha ning
bloc tim hoae nghl xoang dai can duge can nhdc. Tiéu hba:
Nhing bénh nhin cd nguy cd u loét duiing tidu hda cao,
chang han nhimg bénh nhan b titn s loét hodc nhing
bénh nhin dang ding dong thii cac thufic khang viém
khong steroid (NAIDs) can duge theo doi cac Iridu ¢ hing,
Tuy rl|m'r| nhimg nghién ciu Lim sing vé donepezil cho
thiy khong cd su gia ting nao so vii gid duge trong ty 10
bitnh lobt tidu hda hode xudl huydt dudmg tidu hba, Sinh dic-
tié1 niéu: DO chua duge ghi nhan trong nhing thi nghigém
lam sang cua dnm*pt'.fli nhung cac thube 6 lac dung gidng
cholin ¢ thé gay ra bi titu, Than kinh: Ngui ta tin rang cac
thude ¢6 tac dung giong cholin cd kha nang gay co gidt toan
than. Tuy nhién, can dong kinh cing cb thé 1a mdt biéu hiéu
cua bénh Alzheimer.Cac thudc ¢6 tac dung gidng cholin co
khd nang gdy ra hoac lam trdm trong thém cac bidu hign
ngoai thap, Khi gap hdi chimg an than kinh dc tinh (NMS):
cdan ngung st dung L[ul'lt_;ﬁ. zil. Phdi: Do cac th dung gitng
:hn]ln cia thudic, nén cin thin khi ké toa cic thude dc ché
cholinesterase cho nhiing bénh nhin cd tién st hen suyeén
hodc biénh phdi 1de nghén.
Tranh si filmﬂ ding thai donepezil hydroclorid vai céc
thudc de ché acetylcholinesterase khac, chal chi vin va doi
khang chd van hé cholinergic. Suy gan nang: Chua b dir
lidu s dung thuBc cho bénh nhan suy gan nang,

TUONG TAC VOI CAC THUGC KHAC
VA CAC DANG TUONG TAC KHAC:

Ilmwinvll hydro |ur|[i va/hodc bat ky chit ¢ huyén hda nao
clia thutic khing dc ché sy chuyén hba cla theophyllin,
warfarin, « imu-lifhn hodc digoxin @ nguisi, Sy chuyén hoa
cua donepezil khong bi dnh huding khi su dung dong thai voi
digoxin hodc cimetidin, Cac nghién oiu in vitro cho thdy
ketoconazol va guinidin, 13 cac chal de ché CYP3IA4 va
20006 tiang, dng, de ché s chuyén hba cha donepexzil.

Do dé cac thudc nay va cac thudc de ché CYP3A4 khiac nhu
itraconazol va erythromycin, cic thude te ché CYP2D6 nhu
fluoxetin €6 thé dc ché@ su chuyén hba ca donepezil. Trong
mit nghién cdu trén ngudi tinh neuyén khoe manh,
ketoconazol lam tang ning do donepezil trung binh khodng
0%,

Cic thubc gdy cdm dng enzym nhu rifampicin, phenytoin,
carbamazepin va rugu cb thé Tam gidm nong di donepezil,
Vi cuting do cda tae dung de ché hodc cam Ung |a khong rd,
phai than trong khi két hgp cac thudc nay.

Donepezil hydroclorid c6 kha niang anh huing dén tac dung
cla cac khang « holin, Ngoai ra con cd thé x w ra thc dung
hi¢p dnn“ khi st dung dénp thai wii cac thufc nhu
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succinylcholin, cac thudic chen than kinh co khic hodc chit
chii vin cholinergic hodc thude chen beta ¢6 tic dung dén
dan truyén tim.

DUNG THUOC CHO PHY NU CO THAI
VA CHO CON BU

Phy nid 6 thai; Chula €6 cac did lidu day da ve vide sd dyng
donepezil cho phy nd ¢b thai,

Cac nghién clu trén déng vat cho thiy khéng c6 bang ching
vé kha ning gdy quai thai nhung c6 bidu hién gdy dic trong
va sau khi sinh (xem myc Cac dif lidu an toan tién ldm
sang). Nguy cd gdy dbc cia thude trén ngudi chua duge biét.
Khong nén sl dung donepezil hydroclorid cho phy nit mang
thai trtd khi thuc su can Lhidl,

TAC DUNG KHONG MONG MUON
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Tati lids thding Hin thide
Tl Higu bao g 4 frang
Phdn thdng tin chi tiét vé sidn phim xin xem trang 2,34

Phy nir cho con be: Donepezil duge tiét vao sia chudt me.
Neudi ta chua biél lidu donepezil c6 duge tE vao sta ngudi
me hay khong va chua cb cac nghién cdu vé viee ding thud
cho phu nit dang cho con ba. Do da phy nid didu tn bang
donepezil khiing nén cho con b,

ANH HUONG PEN KHA NANG LAI XE
VA VAN HANH MAY MOC

Donepezil hydroclorid ¢o anh hwidng dén kha nang lai xe

hodc van hanh may mic d made dd nhe hode vida, Chiing sa

sl i twd of thé gay suy gidm kha nang 14 xa hodc van

hanh may mbc. Ngodl ra, donepezil cd thé gy m&t mai,

chng mal vi co ril cd, chi véu xady ra khi bat ddu didu tri

hodc tang litu, Bac si diéu trj can thudng xuyén danh gia

kha niang ciia bénh nhin sif dyng donepezil khi 13 xe hay

van hanh may moc phdc lap.

Cac tic dung khing mong mudn thuimg gap nhat 1 tiéu chdy, co rit co, mét madi, budn ndn, ndn va mit ngl, Chong mat,

nhiic diu, dau, tai nan va ¢im lanh thong thutmg cing duge bio cdo. Trong hau hél cac tniding hop, cac tac

mdt di ma khong can phdi nging dicu tr

dung thuding
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*khi bénh nhan bi ngat hoac co gidt, can tinh dén kha nang bénh nhin bi bloc tim hodc nghi
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Trong truding hop suy gan khing rd nguyén nhin, cin can nhac ngling diéu tri vai
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QUA LIEU:

Vige ding qud lidu chdt de ché cholinesterase ¢6 thé dua
dén con liél acetylcholine dac tning bdi budn ndn, ndn, 1ict
nuidc bot, taat md hoi, cham nhip tim, ha huyét dp, dc ché
ho hip, dot quy va co giat. Co khfnnng lam yéu cd va co thé

dan dén ur vong néu cac co hd hdp bi dnh hudng.

Trong bat ky trugng hop diing qua liéu nao, nén ding cac
bién phap hd trg toan than. Chat chong tiét cholin bac ba
nhit atropin €6 thé duge s dung nhu mot thude gidi dic

trong tnéing hdp qua li€u donepezil hydroclorid. Li
atropin sulphat tiém tinh mach ¢6 hi¢u qua duge khuyén cio

1a: liéu khdi dau 1 1 dén 2mg tiém tinh mach, cac liéu ké
1iép duge dua trén dap dng lam sang. Cic dap tng khong
dién hinh trén huyét ap va nhip tim da duge bio céo vai cac
thudic gidng cholin khac khi ding phoi hap vai thude chiing
tidit rlglnlin hic bdn nhu glycopyrrolat. Chua biét liéu
donepezil hydroclorid va /hodc cic san phim chuyén hoa
clia nd b the duge loai bd bing thim tich hay khong (thim
tach mau, thim phan phiic mac hodc loc mau).

PAC TINH DUQC PONG HOC:

Hip thu: Nong dd dinh trong huydt wong dat duge sau khi
udng thudc khoang 3 dén 4 gio. Thoi gian ban thai ca thude
xdp xi 70 gio, Trang thai 6n dinh dat sau khodng 3 tudn
ding thude. Khi da d trang thai 6n dinh, ndng do donepezil
hydroclorid trong huy@tl tuong va tic dyng duge luc hoc lién
quan it bién ddi trong ngay. Thac an khang dnh huding dén
sy hdp thu cia donepezil hydroclorid.

Phin bé: Khodng 95% donepezil hydroclorid duge gin két
vidi protein huyét thanh. Su gan két vdi protein huyét thanh
cda chdt chuyén hoa c6 hoat tinh 6-0-desmethyldonepezil
chua duge biét, Donepezil hydroclorid va /hodic ciac chat
chuyén héa cla nd b thé tdn tai trong co thé rong hon 10

hda/ thai tnr: Donepezil hydroclorid duge thai tri
g cd nutic tidu va chuyén héa bdi cytochrome P450
ibu chat chuyén hoa khac nhau, mit sd chat
ba chua duge xac dinh. Khodng 57% lidu din

| qua nudc tidu (17% duéi dan dunepex§
hoa), va 14,5% liéu ding duge dao thii qua
guyén hoa va bai tiét qua nuoc tidu 1
Ga thuic.
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Tai lifw thing tin thudc
Tai ligw bao gom 4 trang
Phdn thong tin chi tiét vé sin phdm xin xem trang 2,34

Noéng d6 donepezil trong huyét wiong gidm di voi thai gian
ban thii khodng 70 gig.Bénh nhan suy gan nhe hodc viia cd
nong do donepezil & trang thai dn dinh tang, AUC trung
binh ting 48% va Cmax trung binh ting 39% (xem myc
Lidu ding va cach ding).

HAN DUNG

4 nam ké tir ngay sin xual

BAO QUAN |
Bio L:ue'ln 4 nhiét df khdng qua 30°C. Gil thudc trong bao bi
g0C ¢ & tranh 4m.

BONG GOl
Vi OPAJAIPVC/AI chia 14 vién nén bao phim. Hop chia 2
vi cing 1@ hudng dan s dung thubc.
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