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Hoqt chdt: M6i viOn ndn bao phim chrta 5 mg donepezi! hydrochloride
(duoi dang 5,21 mg donepezil hydrochloride monohydrate,

tuong duong vdi 4,56 mg donepezil|

T6 drrgc: cellulose vi tinh thd, low substituted hydroxypropyl cellulose, magnesi stearat,

opadry-Y-1-7000 white (hypromellose, titan dioxyd, macrogol 400)

Thudc udng

Chi dinh, chdng chi finh, tidu dtng, cich dtng vi c6c th6ng tin kh6c:

xin dgc td hudng ddn s0 dqng klm theo

86o quin d nhi|r d0 khOng qu6 30'C. Gi[ thudc trong bao bi gdc dd rrinh dm.

Nhi sin xudt:
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AlZepil 5 r, vi6n n6n bao phim

Donepezil hydroclorid

Ogc ki hudng din st dung tttdc khi ding. lrliliu cin th6n th6ng rdr hidm khi x6y ra d b0nh nhdn st dung donepezil, ildc bidt d cdc b0nh nhdn

tin xin hdi i kidn cia hdc si st dung d6ng thoi cdc thu6c ch6ng loEn thdn. Ciic bidu hiOn khdc cri rhd bao

Thaic ndy chi ding theo ilon cia bic si g6m globulin co niiu {riOu co v6n) vd suy rh6n cdp.

rHAilH p,ir{ [:lHJ]Tl,:l'.J;il1iff:fl:',;',-Xf;i']1i:TJ[]i:i:iiT:,
Ho6t chdt: l\il6i vien ndn bao phim chua 5 mg donepezil hydroclorid cta NIVS, c6n ngung srl dqng donepezil.

(drrrii dpng monohydrar), luong duong vdi 4.56 mg donepezil. Phdi

Ti dttpc: Do c6c tdc dqng gi6ng cholin cta thur6c, nen cdn th6n khi kd toa cdc thudc

Ldi vidn: cellulosevirinh thd, low substiruted hydroxypropyl cellulose, ric ch6 cholinesterase cho nhfing bOnh nh6n cri tidn srl hen suydn hoac bOnh

magnesi stearat. phdi rdc nghOn.

Wi bao phin:lpadry:l-1-7000 White {hypromellose, titan dioxyd, Triinh st dung ddng rhoi donepezil hydroclorid vdi c6c rhu6c ric chd

macrogol 400). acetylcholinesterase kh6c, chdt chrl v6n vd ddi khring chi van h0

DAilGBAocHE 'lj)ii#;,,
Vi0n nin bao phim. Chua co d0 liOu sri dung thudc cho bdnh nhdn suy gan ndng.

Md ti: li lQ tl vong uong cdc thl nghiqn lAn sAng sa sit ui tuQ do nguyln
Vi0n ndn hinh non, hai mit l6i, mau tr6'ng hodc g6n nhLt trfng. lV6r mdr ci nhin nach niu
kha'c chri E, mit cdn lai khdc ma 381. Ba tht nghidm l6m sang rrong rhdi gian 6 rh6ng drrcc tidn hdnh nghidn cfu

tr0n cdc bOnh nh6n dot tiOu chi NINDS-AIBEN cho cri thd hodc cd khi ndng

CAC OAC filH Um SAf C sa srir trirud do nguy0n nhdn mach miiu {VaDl. Ciic riOu chi NIND$AIBEN

Chi dinh dugc rhidr kd dd x6c dinh b0nh nh6n suy giim rri nhri duong nhu chi do

Donepezil hydrodorid dLrqc dung dd di6u ti tri6u chring suy gidm tri nhd nguydn nh6n m?ch mdu vi kh6ng bao g6m bdnh nhin bi b|nh Alzheimer.

d mri'c tl6 nhe hodc vua tronq bQnh Alzheimer. Trong nghi0n cfu diiu ri0n, t,i l0 tivong ld 2/198 {l%) tr0n bOnh nhdn dung

donepezil hydrodorid 5 mg, 5/206 {2,47d ddi vdi donepezil hydrodorid

liiu dtng vi cich dtng 10 mg vi 7/199 (3,5%l ddi vrti gid drrgc. Irong nghiOn cfu thri hai, t,i l0

liiu ding rri vong ld 4/208 (1,9%) ri bOnh nh6n dirng donepezil hydrocloriri 5 mg,

Itlgudi ldn/ ngudi gii. 3 /215 l1,40l,l d6i u(ti donepezil hydroclorid l0 mg va 1 / 193 10.5%l

Vi0c di6u tri bdt d6u r] li6u 5 mg donepezil hydroclorid 1 15n mdi ngdy. bdnh nh6n dtng gid dugc. Trong nghiOn crlu rhf ba. r,i le rt vong lir

Ihudc drluc dtng bdng drtong udng vdo budi rdi ngay rrufc khi ngi. Lidu 11164S (1,7%) d bOnh nh6n dung donepezil hydroclorid 5 mg vd 0/326 (0%)

5 mg /ngdy nOn drrgc duy rr) ir nhdr ld mdt thiing dd crl rhd diinh giii nhing b0nh nh6n dtng gi6 dLrgc.

diip L?ng l6m sing sdm nhdt ddi vdi vi6c di6u tri cung nhrt girip dat du[c Tinh chung cho cd 3 nghiOn cfu VaD, ti I0 tr] vong rrong nhrim dtng
nring d6 donepezil d trang thdi dn dinh. Sau m6r thiing diinh gid l6m sirng donepezil hydroclorid ( 1,7%) cao hon so vrii nhrim dirng gi6 duuc ( 1,1 %1, ruy

trong vi6c didu rri ri li6u 5 mg/ ngby, cd thd rdng lidu donepezil hydroclorid nhi0n sr/ khric bi0r niy khOng co ,i nghia thrdng k0. 0a s6 ciic trudng hqp rLi

lOn ddn 10 mg 1 l6n mdi ngiy. Li6u rcii da hAng ngiy dugc d6 nghi ld 10 mg. vong d bOnh nh6n dung donepezil hydroclorid ho{c gi6 drtgc ld k6r qu6 cta
Cac li6u ldn hon 10 mg/ ngiry chrla dugc nghien criu trong tht nghidm 16m nhi6u nguydn nhan li0n quan d6n mqch mdu, cd lhd dU d06n duqc ##trong
sdng. nhdm bflnh nhdn cao tudr vrii bQnh mach miiu mdc phdi. Mor ph6n tich tdt
Vrii c6c lidu khong phil hop vdi him lrtonq nay cia rhu6'c. cd thd ding cdc c6 bidn cri mach m6u nghiem trgng g6y ti vong va khong gay rri vong cho

ham lrrgng kh6c crla rhudc. thSy kh0ng co sr/ khiic bi0r v6 ri l0 xiy ra trong nh6m donepezil hydroclorid

Ctich ding so vrii gid drrgc.

Vi0c di6u rri n0n drloc ti6n hdnh vi gidm s6t bdi biic sV cri kinh nghiOm trong Trong nghi6n cil'u ggp b0nh Ahheimer (n - 41461 vd cric nghi0n criu

chdn doiin vir di6u tri suy gidm tri nhd do bQnh Alzheimer. Vi0c chdn dodn bQnh Alzheimer bao gdm ci sa sLit tri tup do nguydn nh6n m4ch mdu

ph6i duoc rhuc hien theo c6c hrtdng d6n da ilrtoc chdp rhu6n {ching han {n rdnq s6 - 6888}, r,i 16 rri vong rl nhdm dirng gi6 duoc cao hon nhdm dung

DSM lV. ICD 10|. Tri liOu vdi donepezil chi nen ba'r driu khi cd nguoi chim donepezil hydroclorid.

stic cho bOnh nh6n, ngudi ney sE thuong xuy6n theo doi vi0c dr)ng thuric cria

bOnh nhan. Didu rri duy rri c6 thd duoc ridp tuc cho d6n khi cbn mang lai loi Tuong tdc vdi cdc thudc khic vi cic dqng tuung tic khdc
ich cho bOnh nhiin.0o tlo, loi ich l6m sbng cria donepezil cdn drtqc drinh gi6 Donepezil hydrodorid valhoic b5r ki chrir chuydn hoa nio cia rhu6c khong

lEi mot c6ch thr.tong xuyOn. Vi0c ngdng di6u tri ndn drrqc c6n nh6'c khi khOng fc chd sg chuydn hoa cria theophyllin, warfarin, cimetidin hodc digoxin d

con t6n tai biing chring vd hiOu qui di6u tri.0iip fng cta tdng cd nhdn vdi nguui. Sr/ chuydn hda cria donepezil khdng br dnh hutng khi sri dung ddng

donepezil khOng thd dU dodn rrlroc duqc. thoi vrii diooxin hofc"cimeridin.

Khi ngungdi6uiri cortrdrfrdysugidmO6nnhungracdqngcOtf,irial; '.,, Cdcnghrip[L! nvlochothdycyrochromeP450rsoenzym3A4vamor

*Tfiilf;ITlrjl.l(hons 
co chfns cri' ndo vd t6c dunq ehdn\cbau 

r . Wry7]fflItan ddn sschuydn hria donepezil Cdc nshidn cfu-

trrr ilguIg utuu lil uui ilgut.

Binh nhin suy thin vi gan

Mdr phdc dd li6u tuong ru c0 rhd duoc dung cho bOnh nh6n suy rh6n v)

thanh thei cia donepezil hydroclorid kh6ng bi rinh htrtlng brli suyth6n.
Do cti thd xiy ra r6ng phoi nhiSm d bdnh nh6n suy gan nhe hoic vLra

(xem muc Duoc ddng hoc), nen didu chhh lidu ruy rheo sLr dung nqp thu6c
cia turrg bEnh nlran. ChLra co rll liOu vd sri rlgng rhudu cho bOnlr nh6n suy
gan ning.

hi ent

Donepezil hydroclorid khdng dWi ihuydn nghi si Oung cho rrri em.

Chdng chi dlnh
BOnh nh6n mdn cdm vrii donepezil hydroclorid. cdc ddn xudr cria piperidin

hoac vdi biit kf, thanh phSn td drtoc ndo cia rhu6c.

Glnh b6o vi thfn trgng khi st dung
HiOu qu6 cia donepezil rrOn b6nh nh6n Alzheimer suy gidm tri nhri nghi0m

trong, ciic dang khiic cia suy gi6m tri nhd {chdng hqn suy gidm nhqn thLic

do tudi t6c) chua dugc ddnh oid.

Giy ni
[)onepezil hydrodorid li chdt d,c chd men cholinesrerase cri khd ndng tdng

cuong sU gi6n c0 loai succinylcholin trong quri trinh gay m0.

[in nach

Do tdc dung dwc lf crla rhu6c niry, cdc chdt 0c chd men cholinesrerase co

rhd co c6c tdc ddng crrung th6n kinh ddi giao ciim rr6n nhip tim {ching han

nhu ldm ch6m nhip trm). Khd ndng chiu tdc dung nay cd rhd ddc bior quan

trqng ddi vdi nhrrng bgnh nh6n cri "hdi chfng bgnh xoang,hoic nh0ng rinh
trang bOnh l,i ddn rruydn rr0n thdr cta tim nhu xoang nhi ho6c bloc nhi rhdr.

Da co bdo c6o xiy ra ng5r va co giit. Trong vi0c drinh gi6 nh0ng bgnh nh6n

nay khd ndng bloc rim ho6c nghi xoang ddi c6n drrgc c6n nhdc.

ti|u hda

Nhi'ng bQnh nh6n cd nguy co u lodt drrong rieu hria cao, chdng hgn nhing
b0nh nh6n cri tidn s0 106l hoiic nhrfi0 bOnh nh6n dang ding dring rhoi ciic
thuric khdng viOm khong steroid {NAlDs} c6n dugc rheo rloi cdnri0u chri,ng.

Tuy nhiOn, nh0ng nghi0n cLlu 16m sing vd donepezil cho rhdy khong c6 sr.r

gia ting nio so vdi gid drrgc rrong r!,10 bOnh lodr ti0u hria hoic xudr huy6r

dudng tieu hda.

Sinh dqc- tidt niQu

Dt chua dLtoc ghi nhqn rrong nhrlng tht nghigm 16m sdng cta donepezil,

nhung c6c thu6c cd rdc drlng gi6ng cholin c6 thd g6y ra bi ridu
thin kinh

Ngudi la rin rdng cdc rhudc cri tdc dr,rng gldng cholin cd khri ning g6y co
gi6r toan rh6n. Tuy nhion, con dong kinh c[no c0 thd ld mor bidu hiou cta
b0nh Alzheimer.

Ciic thudc co tilc dung gi6ng cholin c6 khd ning g6y ra hoac lirm rrdm trQng

th0m cdc bidu hign ngoqi rhiip.

Hii chtng aa thin hinh ic tinh [ttlS): Hoi chil,ng an rh6n kinh dc

linh le mdt tlnh trang nguy hidm il6n rinh m?ng iluoc aldc rrung bdi teng
th6n nhiit, co cfng co, r6i loqn th6n kinh tg chri, rhay ddi rrpng thdi 16m

th6n va t6ng n6ng d0 creatine phosphokinase huydr rhanh d6 duuc b6o c6o

tn vttl?retu'nglactl]uoc cno trray ketoconazul va qurnrdtn, la cac chat

0c chd CYP3A4 va 206 trrong ilrng, fc chd sg chuydn hria cia donepezil.

Do dd cdc thudc ndy va cdc rhurdc ric ch6 CYP3A4 khdc nhr irraconazol

vi erythromycin, c6c thudc ric ch6 CYP2D6 nhrr fluoxerin co thd rl,c chd sg

chuydn hrla cria donepezil. Irong mdt nghi0n criu trOn nguoi rinh nguyOn

khde manh, ketoconazol lam rdng n6ng dd rionepezil trung binh khodng 30%.

C6c thuric g6y c6nr fng enzynr nhu riiarnpicin, phenytoin, carbamazepin va

nrou cd rhd lirm gidm n6nq dd donepezil. Vi crlung d6 cta rdc dung fc ch6
hodc cim Ling lb khdng ro, phii rhAn rrgng khi kdr hgp cdcthu6c ndy.

Donepezil hydroclorid crl khi n6ng dnh hrdng ddn tric dr;ng cria cdc khdng

cholin. Ngoiri ra con co thd xdy ra tric dung hiOp d6ng khi sri dpng ddng thoi
vdi c5c thu6c nhu succinylcholin, cdc rhu6c chgn thdn kinh c0 khdc h06c

chdt chrl vdn cholinergic hodc thudc chgn beta cri rdc dpng d6n d6n truy6n
tim.

Dtng thudc cho phg nii c6 thai vi cho con bri
Phq n0 ci thai
Chuta co cric d0 liOu d6y di v6 vi0c sri dung donepezil cho phu nrl,cri thai.
C6c nghi0n crfu tr6n ddng v6r cho rhdy khOng cri bdng chring v6 kh6 ndnq
g6y quiii thai nhrrng co hidu hi|n g6y dgc rrong va sau khi sinh {xem mrlc

Cdc d0 liOu an todn ri6n ldm sang). Nquy co g6y dOc cia rhu6c rr6n ngrtdi

chua dugc bi6r.

Khong nOn st dr;ng donepezil hydroclorid cho phrl n0 mang thai rnJ khi rhgc
sU cdn thi6t.

Phq ni cho con bi
Donepezil drroc ridr vao s0a chudt mg. N0udi la chua bi6r li0u donepezil

c6 drtgc ti6t viro s0a ngrtdi m9 hay khdng vir chua co cdc nqhidn criu v6

vi0c dirng thudc cho phrl nI dang cho con brj. Do dd phu n0 didu rri bdng

donepezil khong nOn cho con bri.

Anh hutng ddn khi ning ldi xe vi vin hinh miy m6c
Donepezil hydroclorid co inh hudng d6n kh6 ndng ldi xe ho6c v{n hdnh m5y

mric ri mric d0 nh9 hodc vrla.

Chd'ng sa srit tri tui crl thd g6y suy gidm khd ning ldi xa hoic vin hdnh

mdy moc. Ngoiri ra, donepezil cri rhd gdy mOr mdi, chdng mdr vi co rdr c0,

chi ydu x6y ra khi bi'r ddu di6u tri ho6c rdng lidu. Biic si didu rri c6n rhrrdng

xuydn ddnh gi5 khi ndng cria b0nh nhdn stdr,rng donepezil khi lili xe hay

vin hdnh m5y moc phrlc rpp.

Tic dgng kh6ng mong mudn
Cilc tiic dpng khong mong mu6n rhrrdng gdp nh6r Id ri0u chdy, co rfr co. mfr
mdi, bu6n ndn, ndn vd m6r ngri. Chrlng m{r, nhric d6u. tlau, tai nan vd cim
lgnh th6ng rhuong cung de duqc b60 c6o. Trong hdu h6r cdc rrrrdng hgp. cdc

tiic dung nay thutng m6r di mi khdng cdn phrii ngurrg di6u tri.
C6c tiic dqng kh0ng mong mudn drrqc li|r k6 dufi d6y rheo ph6n lopi h0 co
quan va t5n su6t xiy ra.

T6n su6t xiy ra drrgc dinh nghia nhu sau: rdr rhuong g?p (> 1/i0), rhudng

sap {> l/100, <'ll10}, ir U?p {> l/1000, <t/100), hidm g6p {> 
'tl10000,

<l/10001, rdr hi6m gip (<l/10000| vd khOng bidr {kh6ng uUc tfnh duqc rrr

d0 liQu hifn cri).
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