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[Composition] Each tablet contains: [Thanh phdn] M&i vién chira:
. 30Tab. Donepezil hydrochloride .....5mg Lo 30 vién ‘ Donepezil hydrochloride .....5mg
aPrescrlptlon Drug (as Donepezil hydrochloride monohydrate) | 2‘ Thuéc bén theo don (dw6i dang Donepezil hydrochloride
[Dosage form] Film coated tablet. ‘ monoh)lc’darateZ‘ ot
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(Donepezil HCI) \ (Donepezil HCI) 8 Lrong ¢4 ung. |
[Quality specification] In house ‘ [Tiéu chudn chét lwong] NSX
; . an] Trong bao bi kin, tranh
[Storage] In hermetic container, [Bao qu B
protected form light, below 30°C. :;"‘h sang, & nhigt 4 dudi 30°C.
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Keep out of reach of children 7 hwo 2 5 N
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Rx: Thudc nay chi dung theo don thude

AMISATE Tab. Smg

Donepezil hydrochlorid Smg
Dé xa tim tay tré em
Doc kj huéng din siv dung truéc khi ding

Thanh phén

MOi vién chua:

Thanh _phan _hoat _chdt: Donepezil hydrochlorid............ 5 mg (dudi dang donepezil
hydrochlorid monohydrat)

Thanh_phdn td _duwoc: Lactose hydrat, tinh bot ngo, cellulose vi tinh thé, hypromellose,
magnesi stearat, opadry white 85F18422, opadry clear 02M49010.
Dang bao ché: Vién nén bao phim

Mo ta: Vién nén bao phim hinh tron, mau tréng

Chi dinh

Piéu trj triéu chung sa sut tri tué¢ ctia bénh Alzheimer tir mirc do nhe dén murc do vira.

Liéu dung va cach dung

Liéu dimg: .

Nguoi 1on va nguoi cao tuoi:

- Khoi dau: Udng 5 mg/ngay vao bu01 t6i trude khi nghi ngoi. Duy tri lidu nay trong it
nhét 1 thang dé donepezil dat trang thai 6 6n dinh va thdy dugc dap tmg l4m sang.

- Sau 1 thang, c6 thé tang liéu dung 1én 10 mg/ngay, udng 1 lan vao budi tdi trude khi
nghi ngoi. Khong ding liéu cao hon 10 mg/ngay vi chua c6 thir nghi¢m 1am sang.

- Ngung sir dung thude néu khong con thay hiéu qua diéu tri.

Suy gan, suy than: . o ‘

- Suy thin: Khong can thi€t dieu chinh liéu dung.

- Suy gan muc do nhe va trung binh: Diéu chinh lidu ding tiy theo mirc dd dung nap
cua ting bénh nhan. Khong ¢6 s6 liéu ddi voi suy gan nang.

Tré em dudi 18 tudi: Khong sir dung thude nay.

Cdch dimg: Thude dung dudng udng.

Chong~ch1 dinh 3 , ' ‘
Qua man cam vdi donepezil hydrochlorid, cadc dan xuat cua pipendin hodc bat cir thanh phan
nao cua thude, tré em duéi 18 tudi.

Cianh bio va thin trong khi dung thudc

Gay mé: donepezil 1a chét {rc ché men cholinesterase ¢6 kha ning ting cuong su gian co loai
succinylcholin trong qua trinh gdy mé.

Tim mach: Do tac dung duge 1y cta thude nay, cac chit e ché men cholinesterase c¢6 thé c¢6
céc tac dong cudng than kinh ddi giao cam trén nhip tim (ching han nhu lam cham nhip tim).
Kha nang chiu tdc dung nay co thé dac biét quan trong dbi voi nhimg bénh nhan c¢é “hoi
chimg bénh xoang” hodc nhiing tinh trang bénh ly dan truyén trén thét cta tim.

Tiéu hoa: Nhitng bénh nhén gia ting nguy co hinh thanh céc vét loét cao (dudng tiéu hoa),
chang han nhu nhitng bénh nhan cé tién sir loét hodc nhimg bénh nhan dang dur}g\fjéﬁg ol
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cac thube khang viém khong steroid (NAIDs) can dugc theo ddi céc triéu chung. Tuy nhién,
nhitng nghién ctru 1am sang vé donepezil cho thay khong ¢6 su gia tdng nao lién quan dén gia
dugc trong ty 1& bénh loét tiéu hoa hodc xuat huyét duong tidu hoa.

Co quan sinh duc ni¢u: Du chua dugc ghi nhén trong nhiing thtr nghiém 1am sang vé
donepezil, nhung céc thube c6 tac dung giéng cholin c6 thé gdy ra bi tiéu.

Bénh ly than kinh: Dong kinh: Ngudi ta tin rang céc thude o tac dung gidng cholin ¢6 kha
nang gay co giat toan than. Tuy nhién, con dong kinh ciing ¢6 thé 1a mot biéu hiéu cua bénh
Alzheimer.

Dung thén trong & bénh nhan khi st sung thude diéu tri rdi loan tam than

Phéi: Do cac tic dung giéng cholin cua thude, nén cdn than khi ké toa cac chét tc ché
cholinesterase cho nhimng bénh nhan c6 tién sir hen suyén hodc bénh phéi tic nghén.

Thubc c6 chira lactose nén nhitng bénh nhan c6 van dé di truyén hiém gip nhu khong dung
nap lactose, fructose, galactose kém hip thu glucose hodc thiéu men sucrase-isomaltase nén

than trong khi dung thudc nay.
Str dung thudc cho phu nir ¢é thai va cho con bu /"’%'

Phu nit co thai
Nhitng nghién ctru vé quai thai hoc dugc tién hanh & chudt cdng mang thai voi lidu ting cao
dén khoang gip 80 lan liéu dung & ngudi va & tho mang thai voi liéu tang cao dén khoang
gép 50 lan lidu dung & ngudi khong cho thdy bat ky d4u hiéu nao vé kha nang sinh quéi thai.
Tuy nhién, trong mot nghién ctru cic con chudt cdng mang thai duge cho lidu gip khoang
50 1an lidu dung & ngudi tir ngay thir 17 cia thai ky dén ngay thtr 20 sau khi sinh, thi c6 mot
su gia tang nhe vé sO tir san va giam nhe vé s6 chudt con sdng sot dén ngay thir 4 sau khi
sinh. Khong c6 tac dong nao dugce ghi nhan ¢ lidu thir nghi¢m thép hon, khoang 15 lan lidu
dung & ngudi. Donepezil chi nén dung trong thai ky néu nhu loi ich cia viéc dung thude
quan trong hon céc nguy co c¢6 thé xay ra d6i voi thai nhi..

Phu nit cho con bu

Donepezil duoc tiét vao sita chudt. Khong ¢é nghién ctru trén phy nit cho con bu. Vi thé
khong nén cho con bu khi str dung donepezil.

Anh huéng cia thude 1én kha niing l4i xe, van hainh may méc

Choéng mat, mét moi va chot rut co thé xay ra khi ding thude, gdy anh hudng dén kha ning
lai xe hay lam giam kha nang van hanh may moc. Can than trong khi l4i xe hodc van hanh
may moéc khi dung thude.

Twong tac, twong ky cua thude

- Ketoconazol, quinidin, itraconazol, erythromycin, fluoxetin tc ché su chuyén hoa cua
donepezil va lam tang nong do cua donepezil.

- Céc chét cam tng enzym nhu rifampicin, phenytoin, carbamazepin va ruou c6 thé lam
giam ndng do ctia donepezil.

- Donepezil ¢o6 tac dong hiép luc véi cac thudc nhu succinylcholin, thudc chen than kinh co,
thude cholinergic, thudc chen beta trén sy co thét cta co tim.

Téac dung khong mong muén cia thude

Cac tac dung khong mong mudn thudng gip nhét 1a tiéu chay, chudt rut co, mét mé}a{?aﬁn

ndn, ndn mua va mat ngu. { -
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Céc phan tmg phu sau ddy duoc phan loai nhu sau: Rét thuong gip (> 1/10), thuong gip (>
1/100 dén <1/10), it gap (>1/1000 dén <1/100), hiém gip (> 1/10000 dén <1/1000), rat hiém
(<1/10000), hodc chua rd tan suit (khong thé udc lugng dugc tir dit liéu san o). Trong mdi
nhém tan s, cac phan tmg phu duoc trinh bay theo thir ty giam dan. Cac phan Ung c6 hai da
thu dugc tir cac thir nghiém lam sang va sau khi luu hanh & thi truong.

Hé¢ co quan Tan suat va tac dung

Hé mién dich Thuong gap: Cam lanh

R&i loan chuyén hoa va | Thuong gap: Biéng an

dinh dudng

R&i loan tAm than Thuong gap: Ao giac**, kich dong**, hung hiang**, ngu mo, ac
mdng**, dé bi kich thich

Hé than kinh Thuong gap: Ngét *, chong mat, mat nga

it gap: Pong kinh*

Hiém gap: hoi chimg ngoai thap nhu rdi loan van dong, di lai
kho khan, mat thang bang, cir dong cham....

Rét hiém gap: Hoi chimg thude tim than 4c tinh

R&i loan nhip tim it gdp: Nhip tim cham
Hiém gap: Block xoang nhi, block nhi that A?/

1

R&i loan tiéu hoa Thuong gap: Tiéu chay, budn non.
ft gap: Non, rdi loan tiéu hoa
Hiém gap: Xuét huyét tiéu hoa, loét da day va ta trang

ROi loan gan va mat Hiém gép: Roi loan chirc nang gan bao gom viém gan siéu vi***

R6i loan da va dudi da [t gap: Ngira, phét ban

R&i loan xuwong khop, mé | It gap: Chudt rat
lién két Rét hiém gap: Tiéu co van"

R&i loan than va tiét nidu | It gap: Tiéu tién khong tu chu

Toan than Thuong gap: Dau dau.
it gap: Mét moi, dau nhtrc

Khao sat ding thude it gap: Tang nhe nong do creatinin kinase trong huyét thanh, ngd
doc

* Khi diéu tra bénh nhan bi ngat hodc dong kinh, can can nhic kha nang bi ngh&n mach tim
hoac nghi xoang dai

** Tinh trang 4o gidc, nhimng giic mo bét thudng, 4c mong, kich dong va hanh vi hung hing
da duoc giai quyét khi giam liéu hodc ngung diéu tri.

*#% Trong truong hop rdi loan chic ning gan khong giai thich dugc, nén ngung dung
Donepezil.

+ Tiéu co van da duoc béo cdo xay ra doc 1ap voi chimg thude tam than 4c tinh va déng thuy
thai duong két hop véi bit dau dang donepezil hoac tang lidu SRION
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Chuwa ghi nhin dwoc bdo cdo vé phin irng c6 hai ciia thuéc. Théng bdo ngay cho bdc sy
\ hodc duwgc sy nhitng phén irng cé hai gap phdi khi sir dung thuéc

Qua lieu va cach xir tri
Viéc dung qua liéu véi chat e ché cholinesterase ¢ thé dwa dén con tiét acetylcholin dac
trung boi budn ndn, 6i mura trim trong, tiét nude bot, dd md hei, chdm nhip tim, huyét ap
thép giam ho hap, dot quy va co giat. C6 kha nang lam ting nhuoc co va c6 thé dua dén tir
vong néu cic co hd hap bi anh huéng.
Cach xtr tri: Trong bat ky truong hop ding qua liéu nao, nén dung cac bién phap hd tro toan
than. Thude khang cholin bac ba nhu atropin ¢6 thé duoc sir dung nhu mt thube giai doc
trong truomg hop qué lidu donepezil. Lidu atropin sulphat tiém tinh mach dinh chuén c6 hiéu
qua duoc dé nghi: lidu khoi dau tir 1 dén 2 mg tiém tinh mach voi lidu ké tiép dugc dua trén
dap trng lam sang.
DPic tinh duge lue hoe
Ma ATC: NO6DA02
Nhom duge 1y: Thude huéng tm than
Donepezil hydrochlorid 14 chét e ché acetyl-cholinesterase dic trung va thuan nghich cua
cholinesterase, chiém wu thé trong ndo.
In vitro, donepezil ¢6 tac dong tc ché acetyl-cholinesterase manh gdp 1000 1an so véi trc ché
butyryl-cholinesterase. Butyryl-cholinesterase la enzym hién dién chii yéu & ngoai hé than kinh
trung vong.
DPic tinh dwgc dong hoc
Hép thu: Donepezil hydroclorid hip thu tét qua dwong tiéu hoa, ndng do téi da cua vién nén
10
mg trong huyét tuong dat duoc trong vong 3 — 4 gid sau khi ung. Thirc dn khong anh huéng
dén viéc hap thu donepezil hydrochlorid
Phan bd: Thé tich phan bd sau khi ubng la 12 — 16 lit/kg. Sw gin véi protein huyét twong la
96%,
cht yéu véi albumin (75%) va alpha 1-acid glycoprotein (21%). Su phan b6 cua donepezil
hydrochlorid trong cic mo co thé khic nhau vin chua dugc nghién ctru. Tuy nhién, khi
nghién ciru dugce thyuc hién ¢ nhimg ngudi tinh nguyén khoe manh, 240 gi¢ sau khi dung mot
liéu 5 mg duy nhit cta donepezil hydrochlorid gin14C, khoang 28% thudc khong tim théy.
Diéu nay cho thdy rang donepezil hydrochlorid va / hodc chit chuyén hoa ctia né co thé ton
tai trong co thé trong hon 10 ngay
Chuyén héa: Donepezil dugc chuyén héa mot phan qua isoenzym CYP3A4 va véi muc do it
hon
qua CYP2D6 thanh bén chat chuyén hoa chu yéu, trong d6 hai chit co hoat tinh. Khoang
11% cua lidu hién dién trong huyét tuong dudi dang 6-O-desmethyldonepezil co hoat tinh
twong tu nhu donepezil. Sinh kha dung la 100%. Néng d6 o trang thai on dinh dat duoc
trong vong 15 ngay sau khi bt dau diéu tri.

Thai trir: Trong 10 ngay, khoang 57% cua litu dung duoc thu hdi tir nude tiéu dudi dang

thudc
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khong thay dbi (17%) va cac chat chuyén hoa; khoang 15% tir phan; 28% con lai khong thu
hoi

duoc, ¢6 thé do c6 su tich lily. Thoi gian ban thai 1a khoang 70 gio.

Quy cach dong goi:

30 vién/lo X 1 lo/hdp.

Bio quan: Bao quan trong bao bi kin, tranh anh séng, nhiét do dudi 30°C.
Han dung: 36 thang ké tir ngay san xuat.

Tiéu chuin chét lwgng: Tiéu chuin co s&
Nha san xuét
Jeil Pharmaceutical Co., Ltd.
7, Cheongganggachang-ro, Baegam-myeon, Cheoin-gu, Yongin-si, Gyeonggi-do, Han qudc
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