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TO HUONG DAN SU DUNG THUOC

SAVIDONEPEZIL 10
& Thide bon theo don

Dé xa thm fay iré em
Bye k§ huedng din sik dung tricde kii ding
Théng bdo ngay cho bdc st hojle dege s nhitng tic dung khéng mong madn cé thé gilp phil khi si dung thuic

1. HELTN (N SU DUNG T HO NG - Ngeeoi suy thiin va suy gan:
BENH Théng béo cho bac s7 néu bj bénh gan hofic thin, SavVi

. . ) Donepezil 10 c6 thé diing cho bénh nhin suy thin holic
THANH PHAN, HAM LUQNG CUA THUGC suy gan nhe dén trung binh. Bénh nhin suy gan ning

E:mp::ii hydr;a;torid ; wssssssssioasiseneneee 10 THE khéng nén ding SaVi Donepezil 10.
i id . )
%‘apggm sy *”“’m i SOl o vién | KHINAO KHONG NEN DUNG THUOC NAY

(Tinh bt bién tink, celulose vi tink thé 102, lactose | Qud min cim voi donepezil hydroclorid, cdc din xudt

monohydrar, silic  dioxyd  keo, magnesi steara, | U3 piperidin hofic bit cir thanh phin no cia thude.

ﬂw:i-;ﬁﬂ R}?ﬁ_wbwh-fen glveol 6000, tale. fitan | TAC DYNG KHONG MONG MUON )
oy, it o ) Théng bdo ngay véi bic 57 hoge [ip tie dén co so y té

MO TA SAN PHAM néu thiy xudt hign cic tic dung khéng mong mubn

Vién nén trom, bao phim mau do, mdt mit co khic cha | nghiém trong sau:

“8", mit kia c6 gach ngang, = Tén throng gan nhur viém gan, gém cic trigy chimg

QUY CACH BONG GOI nhur budn nén hode nén, chan an, suy nhurge, sét, ngira, 35

Hop 3 vi < 10 vién vang da v ving mét, nude tidu sim mau (06 thé xdy ra
| trong 1000 nguéi),

THUOC DUNG CHO BENH Gi ! 5
SAVI DONEPEZIL 10 duge ding 46 dibis wj trigu |  20% 4% 88 hoke té rdng gbm che trigu ching nhu dau

chitng vi gim tam thoi chimg sa siit trf wé & mic dp | PW"S v cdm gific kho chiu & ving gita xuong lc vA ron e
nhg, vira va niing trong bénh Alzheimer. e the xay ra i trong 100 ngudi). o

5 - ; - Xudt huyét da diy hode dudng tidu hoa gbm cac ridu \:;_
NEN DUNG THUOC NHU THE NAO VA LIEU chimg nhu phén den hofie xudt huyét trye tring.

;:jifng - Ding kinh hode co gidt (c6 thé xay ra | trong 100
Sir dyng thude ding theo huémg din cia bic sT hojic ngl{m' . PR T L .
e el - _Sol kém co cing co, 46 md hdi hoje ;uam ¥ thire (mét
Ding dutmg ubng, ubng vio budi 1bi, rude khi di ngd. o %Oi 14" Hgj chiimg &c li“li thudc an thin kinh")
Thisi diém udng khong phu thude vie bita in. (c6 thé xiy ra | trong 10000 ngudi)

- Yéu co, nhuge co hoje dau co, mél mai, thin ahigt
a0 hoje nuée tiéu sim miu, 6 thé 14 do ton thuong co
bt thidmg c6 thé de doa tinh mang vA din dén bénh
thin (tiéu co vin) (c6 thé xdy ra | trong 10000 ngwdi),
~Rdt thiecmg giip, €6 thé xdy ra nhiéu hom | trong 1

DI vai lidu diing S mg/ngay, co thé bé ddi vién thude
theo vach chia trén vién,

Lidu divng:

- Neei lém v nguedi cao tedi

Lifu khoi ddu: 5 mg/ngdy (liéu 1 1in mi ngiy). Sau |

thing. béc si ¢ thé tang lén liéu 10 mg/ngy (liéu | lin | Tor "

s Tiéu chay

ol ghy). Budn nén
=1 2 i - - . %

Liéu ding c6 thé thay dbi tity theo thoi gian ding thube | oo 0

vi chi dinh cda bic sT. Lidu tdi da hing ngay dugc dé . R 3
nghj 14 I‘D me. BTEY Thieong gdp. ¢d thé xdvra [ trong 10 ngiedi

Binh nhin khéng duge ty ¥ thay ¢bi lifu ding hoge | Chudt rit

ngung sir dyng thude khi chua ¢é chi dinh coa bae sT. | Mt mdi

Khi ngung sir dung donepezil, higu qua didu trj s2 tr tir | Kho ngii (mét ngi)

gidm din. _ Can lanh thdng thudng

Bic sT 52 wr vin cho bénh ngfm E:En tiép tic diing thubc Chén #in

G due i s v i i v i e i | A4 il gy nhing ik ing v
l&y

chimg,
- Tré em Kich dﬁng
Khang khuyén cio diing cho tré em dudi 18 wéi, Hanh vi hung hing
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Medt xiu
Chéng mit
Khé chju & bung
Phit ban
Ngtra
Bau
Tai nan (bénh nhin ¢é thé dé bj 1& ngd va chin thuong
do tai nan)
It gy, c6 thé xday ra | trang 100 ngudi
Chiim nhip tim
Tang tiét mrdc bot
Hiém giip, ¢d thé xdy ra | trong 1000 nguéi
Cimg, run hofic mét kiém sodt cir ddng, diic bidt 1a cir
ding & mit, ludi va cac chi.

NEN TRANH DUNG NHUNG THUOC HAY
THU'C PHAM G KHI PANG SU DUYNG THUOC
NAY

Ciin thang bio véi bac sT hoje duge sT cde thube khic
dang sir dyng hofic vira sir dyng khi digu wj véi SaVi
Donepezil 10,

SaVi Donepezil 10 ¢6 thé gdy 4nh huémg holic bj anh
hurémg bii cic thube sau:

- Cic thube didu i bénh Alzheimer khic, vi du
galantamin.

- Thude gidm dau hofic thudc chita viém khdp, vi dy
aspirin, thube ching viém Khdng steroid nhur ibuprofen,
natri diclofenac,

- Thubic khang cholinergic, vi dy toherodin

- Thubng khing sinh, vi dy ervthromyein, rifampicin

- Thude khang ndm, vi dy ketoconazol

- Thude chong trim cam, vi dy fluoxetin

- Thutic chéng co gidt, vi du phenytoin, carbamazepin

- Thude diéu trj bénh tim, vi dy quinidin, thude chen
beta (propranolol, atenolol)

- Thude gidin co, vi du diazepam, succinylcholin

- Thube gay mé

- Cac bai thube thio duge

Néu bénh nhin ein phai gay mé dé chudn bi phiu thugy,
cin thong bio cho béc 7 va k¥ thudt vién giy mé biét
dang didu tri biing SaVi Donepezil 10 vl ¢b thé anh
huémg dén lugng thube mé cin ding.

Thirc 3n khéng dnh hudng dén tic dung ciia thubc.
Khong ubng rugu khi dang dong SaVi Donepezil 10 vi
rugu i thé lam thay déi the dung cia thube.

CAN LAM GI KHI MOT LAN QUEN KHONG
DUNG THUOC

Néu quén thube, khong duge ubng lidu ghp doi ¢ b
cho lidu da quén, Udng ligu k& tiép theo ljch wéng binh
th

wimg.
Néu quén udng thube hom mét tin, cin théng bie véi
bée sTtruée khi ubng thém bét ky thude nao.

CAN BAO QUAN THUOC NAY NHU THE NAO

Noi khé, nhiét 8§ khidng qui 30°C, trinh dnh sang.
NHUNG DAU HIEU VA TRIEU CHUNG KHI
DUNG THUOC QUA LIEU

Nhing tri¢u chimg khi ding thude qud lidu bao gdm
bubn non hoge nén, tiét nude bot, dd mé héi, chim nhip
tim, tt huyét dp (nhirc dhu holic chéng miit khi ding),
khé thé, mat ¥ thire va déng kinh hejic co gijt.

CAN PHAI LAM GI KHI DUNG THUOC QUA
LIEU KHUYEN CAO

Néu diing thube qué lidu, cin thing béio ng?r cho bic T
hoic nhanh chong dén cic co séy té gin nhit.

NHUNG DPIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Ciin thong bdo véi bde sT néu ngudi binh mdc phdi
cde fink frang sau friede khi dang thude:

- Loét da day hofic t4 tring

- Bgng kinh hofic co gift

- Bénh tim (rdi loan hay chim nhip tim)

- Hen suyén hoge bénh phdi man tinh khic

- Bénh gan hode viém gan

- Tiéu khé hofic suy thin nhe.

Thinh phin t4 duge cé chira lactose. Ngudi bénh c6 cic
vin @& vé di truyén hiém gap nhr khéng dung nap
galactose, thiéu hyt Lapp lactase hode kém hip thu
glucose-galactose Khdng nén dung sdn phém nay,

St dyng cho ply niv cd thai va cho con bii

Pl it cd thai

Théng bao cho bac ¥ e vin néu dang ¢ thai, nghi ngd
6 thai hofc dy dinh ¢6 thai trude khi sir dung thude.

Phu mir o con bii
Khing nén ding SaVi Donepezil 10 cho phy nif dang
¢ho con bl

Tiic djng ciia thude khi ki xe, vin hinh pdy mie
Bénh Alzheimer ¢ thé lam giam kha ning l4i xe hay
vin hanh midy méc. Khing 14i x¢ hay viin hinh may
mi¢ trir khi ¢b sy dinh gid an tobn cia bic sT.
SaVi Donepezil 10 cé thé giy mét mai, chéng mat va
chudgt rat & co. Néu glip cde tridu chimg trén, kbdng nén
14i xe hay viin hiinh miy méc.

Néu cin tlém thang tin xin hoi

§ kidn bdc sThogc diege sT

HAN DUNG CUA THUOC
36 théng ké tir ngay sin xuit

San xufit tai:

LR T e )

CONG TY CO PHAN DUQC PHAM SAVI

{ SaVvipharm j 5.C)

L8 Z.01-02-03a, Khu Céng nghigp wong Khu Ché xuft
Tén Thufin, Phudng Tan Thujn Bang, Quin 7, Tp. Hd
Chi Minh,

Dién thoai: (84.28) 37700142-144.
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Fax: (84.28) 37700145,

NGAY XEM XET SUA DOI, CAP NHAT LAl NOI
DUNG HUONG DAN SU DUNG THUOC:

HUONG DAN H CHO
IE
DUGIC LY'C HOC

Ma ATC: NO6DAO2Z

Nhém duge ly: Thude didu trj sa st tri g, nhém khang
cholinesterase,

Donepezil hydroclorid 13 chit fre ché diic higu va 6 hdi
ph;c acetylcholinesterase - mft cholinesterase chidm wy
the trong ndo. Trong thir nghi¢m in wirro, donepezil
hydroclorid ire cheé enzym nay manh hen 1000 lin so
voi buryryleholinesterase, mdt enzym hién dién chi yéu
bén ngoai hé thin kinh trung wong.

Sa it tri tug trong binh Alzheimer

O nhitng bénh nhén bj chimg sa sit tri wé trong bénh
Alzheimer tham gia vio thir nghidm lim sang, vige
dimg donepezil hydroclorid lidu duy nhit mdi ngay 5
mg hofic 10 mg da tgo ra sy (re ché hoat tinh enzym
acetylcholinesterase & trang thii dn dinh (do & ming
héng cdu) 14 63,6% vA 77,3% wong img khi duge do
theo cée lidu nhw trén. Sy e ché acetylcholinesterase
{AChE) ¢tia donepezil hydroclorid & té bao hing chu
wong duong véi cic the ddng cita nd & vé ndo vh ¢
lién quan dén nhimg thay ddi thang diém ADAS-cog
(Alzheimer Disease Assessment Scale-Cognitive), mit
thang di¢m nhay dé kiém tra phuong dién nhin thirc ¢
chon lpc (danh gid v& nhin thic). Khit ning eiia
donepezil hydroclorid wrong vige lam thay déi qua trinh
bénh 1§ thin kinh tiém dn chua duge nghién ciu. Vi
vily, donepezil hydroclorid khing duirge xem la cd bit ky
the ding ndo tén tidn widn cia bénh va khbng phai 1
thude ditu trj tigt can bénh,

Hidu qua cha vi-Ec'diéu tri chimg sa st ui tud trong
bénh Alzheimer bing donepezil hydroclorid 43 duge
nghién ¢lru trong 4 thir nghigm [im sing co kiém chimg
bing 2if duge, 2 thir nghigm kéo dai 6 thing va 2 thir
nghi¢m kéo dai | ndm.

Trong thir nghigm lim sing kéo dai 6 thing, viée phin
tich higu qua cia viée didu tri bang donepezil dira trén
sy két hop cda 3 tiéu chudn: thang didm ADAS-cog
{dinh gia vé nhin thirc), phéng vin lim sing da trén
cim gide vé sw thay d0i voi ctc dir ligu cia ngudi cham
séc (danh gi todn thé chirc nling - CIBIC, Clinician’s
Interview-Based lmpression of Change) vi thang didm
danh gid cdc hoat dong séng hing ngdy trong thang
diém danh gid sa st trf tw§ trén 1dm sing (ddnh gid kha
néng héa nhip cfng ddng, gia dinh, s& thich vi cham
s6¢ ci nhin),

Nhitng bénh nhin dap {ng tiéu chudn lig ké duéi diy
durge xem 1A ¢b dp (g didu trj:
Ca thign =

Cii thign thang didm ADAS-cog it nhit 4 diém.
Cai thin hofie khang xdu i bang d4nh gi CIBIC,

Cai thign hojic khong xdu di thang diém danh gia che
hoat djng séng hing ngdy trong thang didm dinh sid

sir sa st tri g trén lim sing.
% Bip img
Din so ¢6
i Din s6 tham A 4
o gia nghién ciru the :::;l; gia
(n=355) (n=352)
Gid duge 10% 10%%
Donepezil -
hydroclorid 5 ma 18% 18%
Donepezil .
hydroclorid 10 mg 21% 2%
*p<005 **p<00l

Donepezil hydroclorid 43 1o ra sy tag ding ké co ¥
nghta théng ké phu thuge vio liéu v s6 phin trim cic
bénh nhin duge danh gid 14 dap (mg diéu tri.

Tinh chit dugc 1§ vi elic de dim ciia binh nhin:

Donepezil hydroclorid 1 chit ire ché ACHE nitn lam ir
ché sy thiy phin acetyleholin & h¢ thin kinh trung
wong, do 46 thude ¢d loi ich trong tri ligu. Enzym AChE
xudt hign & ngoai vi hong clu, vi viy viée ddnh gid tac
dgng clia AChE & mang hing efu cung eip mit chi sb
vié duge lue hoe cia donepezil hydroclorid,

Donepezil hydroclorid duge dinh ddu bing C"* da duge
dénh gid trong mt sd thir nghidm vé duge ding
hoe/dirge lye hoe & ngudi v trong nhifg thir nghi¢m
lim sing <6 Kiém ching. Ning &9 donepezil
hydroclorid do duge trong huyét twonz trén nhitng
nguwdi thir nghigm vi phuong phip do ldmg sy irc ché
AChHE c¢ho thay donepezil hydroclorid the hién the dong
dure ¥ nhar 43 dy dodn.

Che két qui tir vige theo doi vige ding thude trj ligu
khong cho thiy ¢6 méi quan hé rd ring ndo gilta ndng
dp ét:uﬁc trang huyét twong va phan tmg bat lgi cia
thude.

DUGC PONG HOC

Hiip thie

Nong d¢ cao nhit trong Im{.'él tuomg dat duge Khoang 3
dén 4 gio sau khi ubng. Nong:dp trong huyét trong va
dién tich dudi dirdng cong nong dj-thii gian ting ty 1§
véi lidy ding, Thoi gian bdn hiy & giai doan cudi
Khodng 70 git, nhu viy vige ding lidu duy nhft hing
ngdy s& din dua dén wrang thai én dinh. Trang thii gin
nhur on dinh dat dugc trong vang 3 wuin sau khi bit diu
trj ligu. Mgt khi dat dwge trong thii on dinh, nong d§
donepezil hydroclorid trong huyét twong vi hoat tinh vé
duge lige hoc lién quan cho thiy ¢6 rat it bién 8d] sudt
qui trinh trong ngdy. Thire &n khong dnh hudng dén sy
hiip thu ciia donepezil hydroclorid,

Phin b

Khodng 95% donepeil hydroclorid gin véi protein
huvét trong ngudi. Sir gin két voi protein huyét trong
ciia 6-O-desmethyl donepezil, 12 dang chuyén hoéa cb
hogt tinh eda denepezil hydroclorid chua duge biét rd,
Syt phin bd donepezil hydroclorid & cde md khic nhau

L/
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chua duge nghién clu 6 ring. Tuy nhién, trong mdt
nghién ciru trén quy md 1én tien hinh 1rén nhimg ngudi
nam tinh nguyén khoe manh, 240 gilr sau khi dimg lidu
duy nhit 5 mg donepezil hydroclorid duge danh diu
C™, ¢6 khofing 28% chit déng vi danh ddu vin chua thu
héi duge. Didu nay cho thiy ring donepezil hydroclorid
vivhofic ¢ chit chuyén hoa cia né <6 thé tdn tai trong
co thé hon 10 ngay.

Chuyén héa

Donepezil hydroclorid dugc chuyén hoa mt phin qua
isoenzym CYP3A4 vi vai mire 4§ it hom qua CYP2D6
thanh 4 chit chuyén héa chit yéu; Sau khi dang litu duy
nhit 5 mg donepezil hydroclorid duwge dénh diu bing
C", mirc phéng xa trong huyét twong, duge thé hién
bing t¥ 1¢ phin trim lidu ding, hign dién chu yéu ¢
dang donepezil hydroclorid khong thay ddi (30%), 6-O-
desmethyl donepezil (11% - 14 chit chuyén héa duy
nhit thé hifn hoat tinh twong W voi donepezil
hydroclorid),  donepezil-cis-N-oxid ~ (9%), 5-O-
desmethyl donepezil (794) vi dgng lién hep glucuronid
clia 5-O-desmethy! donepezil (3%).

Thiti trie

Donepezil hydroclorid duge ddo thai trong nude tidu &
¢ hai dang khiing thay d6i va dang chuyén héa. Trong
10 ngdy, khoang 57% cia liéu ding d4 ding duge thy
hdi lgi tir nude tiéu (17% o dang donepezil khong dbi,
15% duge thu I1_$i lai tir phiin, vt 28% con lai khong thu
héi dirge, <6 thé do c6 si tich 1ay), cho thiy sy chuyén
ha sinh hoc vi sir ddo thii qua nwde tiéu B dudmg thii
trir chit yéu. Khdng ¢6 diu hidu nio cho thiy donepezil
hydroclorid vamode bit ki chdt chuyén hoa ndo cda nd
tham gia chu trinh gan ru§t. Thoi gian bdn thai 1
kheing 70 gib,

Gigi tinh, chiing 1de vl tidn sir hit thube 1 Khong cé
anh huéng dang ké vé mdt lam sing d6i voi ndng 46
donepezil hydroclorid rong huyét wong. Duge ding
hpe cua donepezil hydroclond chua duge nghién ciru
mit cich chinh thire & nhilng ngudi cao tudi khoe manh
hofie & nhimg bénh nhin bj sa sit tri tu¢ trong bénh
Alzheimer hofic bénh nhin bj sa sit el wé do mach.
Tuy nhién ndng d¢ trung binh trong huyét woeng cia
nhimg bénh nhin gin tuong duong véi nhilng ngudi
tinh nguyén khoe manh.

Nhitng bénh nhin suy gan & mic 4§ nhe holic vir b
tang ndng 4o donepezil hydroclorid & trang thii dn djnh,
dign tich dudi dutmg cong ndng dd-thdi gian trung binh
khodng 48% vA néng 4§ cao nhit rong huyét urong
(Cmax) trung binh khoang 39%.

CHi DJNH
Donepezil hydroclorid duge chi dinh trong didu trf trigu
chimg vi gidm tam théi ching sa sit iri wé & mic 4§
nhg, vira vd ning trong bénh Alzheimer.
LIEU DUNG VA CACH DUNG

Ciiclt ding:
Thube ding dudmg ubng, ubng vio budi i, truée khi di
ngi. Thi diém udng khéng phy thude vio bira in.

D6 voi lidu ding 5 mg/ngdy, 6 thé bé doi vien thude
theo vach chia trén vidn,

Lidu ding:
- Newoi fdm va nguedi cao tudi
Viée didu 1ri bl dhu o lidu 5 mg/ngay (idu | lin mdi
ngdy).
Lidu 5 mg/ngly nén duge duy tel It nhit 12 mét thang dé
cé thé danh gid nhimg dép ng lim sing sém nhit d6i
vGi vige didu trj clng nhu gitp dat duge ndng 4
donepezil hydroclorid & trang thai én dinh.
Sau mdt thing ddnh gia 1dm sang trong vide dicu trj &
lifu S mg/ngay, c6 thé tang lidu 1én deén 10 mg/ngdy
(lidu 1 lin mdi ngay). Liéu 161 da hang ngay duge de
nghj 14 10 mg.
Cac litu 16n hon 10 mg/ngdy chua duge nghién ciu
trong thir nghi¢m lim sing.
Vige diéu trj nén duge bit ddu vA gism sdt béi bde 5T c6
kinh nghi¢m trong vigc dicu trj chimg sa st tri tug. Sy
chin dodn nén dya theo nhiing hudng din di duge cong
nhin (nhw DSM IV, ICD 10 - Piagnostic and Staiistical
Manual — of  Mental  Disorder,  International
Classification of Diseases). Vige didu 1ri bing donepezil
hydroclorid chi nén bit diu khi 43 ¢6 ngudi cham soc
bénh nhén, chiu trch nhigm theo dai béah nhin uéng
thube mt cach déu dan, Didu trj duy tri e6 thé tidp e
khi thude vin con hidu qua difu tri dbi véi béah nhan.
Do d6, higu qua |am sang cia donepezil hydroclorid nén
duge dinh gid lai mdt cdch thurdng xuyén. Nén xem xét
ngung didu trj khi higu qua didu tri khong con nira. Sy
ddp img ea timg ¢d nhén déi voi domepezil hydroclorid
khong the dif doan duge.
Khi ngung didu trj ¢ thé thiy sy gidm din nhing tac
dung cd lgi cda donepezil hydroclorid. Khéng cd chirmg
cir who vé tie dung phin hdi sau khi ngung didu trj dét
ngol.
- Tré em:
Khéng khuyén cao ding cho wé em duai 18 tudi.
= Ngeeerd sty thin v gan:
Mt phde d6 lidy tuong 1y cé thé duge ding cho bénh
nhin suy thin vi nhirng tinh trang nay khdng anh huong
dén 9 thanh thai coa donepezil hyvdroclorid.
O nguti suy gan tr nhe dén visa, ndng 4§ thube co thé
tang, vi viy cin dicu chink liéu theo sy dung nap cia
timg ngudi. Chua cb dir ligu & ngurdi suy gan niing.

CHONG CHI D|NH

Qué min cim voi donepezil hydroclorid, cdc dan xudt
cita piperidin hodc bt ¢ir thinh phin ndo ciia thude,

CAC TRUONG HOP THAN TRONG KHI DUNG
THUOC

- Géy mé: Donepezil hydroclorid 1a ¢hlt e ¢hé enzym
cholinesterase ¢6 kha ndng ting cuwdng sy gidn co logi
succinylcholin trong qua trinh gy mé.

- Tim mach: Do tic dyng dwge 1y clia thude nay, cic
chiit tre ché enzym cholinesterase c6 thé ¢o céc tée dang
cubng thin kinh ddi giao cam trén nhip tim (nhy lam
chim ahip tim). Kha ning chiu tic dung ndy c6 thé dic
bigt quan trong d&i véi nhimg bénh nhin cd “héi chimg
nhip xeang bénh 197 hofie nhiig bénh 1§ din truvén teén
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thit ciia tim, nhu chen ddn rruyén xoang nhi hay nhi-
thit,

D3 ¢6 bio cdo vé ngdt va eo gift, khi didu trj & nhimg
bénh nhin ndy. Cin cin nhic dén kha ning chen din
truyén tim hofic ngung nhip xoang kéo dai.

- Tiéu hda: Nhimmg bénh nhiin ¢6 nguy co cao lodt
dubmg tiéu héa, ching han nhu nhimg bénh nhin ¢é tidn
sir loét hofic nhitng bénh nhin dang diing dng thir cde
thudc ching viém khing steraid (NSAID: Non-steroidal
anti-inflammatory drug) cin duge theo ddi cde rigu
chimg dutmg tiéu hoa. Tuy nhién, nhimg nghién ciru
|im sang vé donepezil hydroclorid cho thiy khéng 6 sy
gia ting, so voi gid duge, vé 1y 18 lodt tigu héa hojie xudt
huyét dirdmg tidu hba,

- Cor quan sinh dyc-nigu: D4 chua duge ghi nhin trong
nhirmg thir nghiém lim sing vé donepezil hydroclorid,
nhung cic thube ¢6 tae dung gidng cholin ¢6 thé gdy ra
bi tiéu,

- Binh b than kink: Béng kinh: Ngudi ta tin ring cic
thude ¢6 1dc dyng gidng cholin ¢6 kh niing gy co gidt
todn thin, Tuy nhién, con ddng kinh cling ¢d thé 1& mén
biéu hién cia bénh Alzheimer. Nhilng thude ¢6 tic dung
gibng cholin ¢é thé 1am ning thém holic gy ra cdc rigu
chitng ngogi thép.

- Hpi chimg de tinh thude an thin kink (NMS:
Neurcleptic Malignant Syndrome): Li mit hoi chimg c6
thé giy tir vong, dic tnmg boi cde trifu chimg nhu ting
thin nhigt, etmg co, thay dbi nhiin thirc, ting creatin
phosphokinase huyét wong, duge bio cdo b xdy r khi
dung donepezil (hiem khi), chii yéu & bénh nhin dimg
phéi hop v6i thube ehéng logn thin, Cic diu higu khac
bao sdm tiéu co van, suy thin chp. Néu & béoh nhin
<udt hign cée ddu hidu, widu chimg clia NMS bojic sbt
cao khoag 0 nguyén nbin thi nén ngimeg thude.

- Hé hip: Da cac tée dyng gidng cholin ¢t thude, nén
thin trong khi ké dem céc chit e ché cholinesterase cho
nhing bénh nhin c6 tién si hen suyén hodic bnh phéi
the nghn, ) )
Khong nén ding phdi hop véi che thube uc ché
acetylcholinesterase khic, chit chit vin hay dbi khing
hé cholinergic.

- Suy gan ngng: Chua ¢6 i ligu dbi voi bénh nhin bj
suy gan ning. .

- Td dioe; Thanh phin ta duge ¢6 chira lactose, Bénh
nhin cd vin d& vé di truyén hiém gap nhur khéng dung
nap galactose, thiéu hyt enzym Lapp-lactase hofic kém
hép thu glucose-galactose khong nén ding thube nay,

Sir dung cla phit Wit c6 thai vi che con b

Phuy nie e6 thai
Clura ¢o dir lidu 1am sang vé viéc ding donepezil
hydroelorid cho phu nir mang thai, .
Céic nghién ciu trén djng vit cho thiy donepexzil
hydroclorid khong gdy quéi thai nhung d3 thay co dipc
tinh trong va sau khi sinh, Nguy co tiém dn d&i voi
ngubi vin chua rd,
Khong nén diing thude ndy cho phy nir trong thai ki
mang thai trir khi hiu qua mang lpi vuet trdi hon hin
ngUY 0.

Phy niv ¢ho con b
Donepezil tiét vio sia chuft. Chua rd donepezil
hydroclorid duge tiét viio sia me hay khdng va ciing
chura ¢6 nghién eiru ndo & phy nir dang cho con bi.. Do
d6, phy nit dang ding donepezil khéng nén cho con bil.

Tiic djng cua thude khi lii xe vi vin hanl miy méc
Chéng mit, mét moi v ¢o cimg co cd thé xiy ra, dic
biét 1a khi bat ddu didu i hay khi ting lidu diing
donepezil, nén cin phai thin trong khi lai xe hofic viin
hinh miy méc.

TUONG TAC VOI CAC THUOC KHAC VA CAC
LOAI TUONG TAC KHAC

Céc nghién et in vitro cho thiy isoenzym 3A4 vi mjt
phiin nhé ciia iscenzym 206, trong hé théng cvtochrom
Pusg €6 dnh hudmg dén sy chuyén héa cia donepezil.
Cic thube frc ché CYP3A4 nhe  kewoconazol,
itraconazol, erythromyein va che thube e ché CYP2DE
nhu quinidin, fluoxerin tam ting néng 46 donepezil
trong huyél twong. Tromg mdt nghién i & nhimg
ngudi tinh nguyén khde manh, ketoconazol lam ting
nEng di trung binh cda donepezil khodng 30%. Néng
diftac dung caa donepezil ciing co thé fng lén do
conivaptan, corticosterofd (todn thin),

Nguge fyi, cic thude cim (ng enzym nbur rifampicin,
phenytoin, carbamazepin vi rrepn Yam giam nong d§
donepezil trong huyét twong. Ning dd/dc dyng cia
donepezil cing cd thé gidm bai cdc thuoc khing
cholinergic, peginterferon alpha 2b, 1ocifiznmab,
Donepezil cé thé 1am ting ndng 4 clia che thube
loan thiin, thubc chen beta, thude chi vin cholingr
succinyleholin, Donepezil ¢o the lim giam nong 4§
¢ie thude khing cholinergic, cie thuoe phong bs
kinh - ca (khdng khir cyc).

TAC DUNG KHONG MONG MUON (ADR).

Cic phén {mg phy thubmg gip nhit 13 tidw ehay, co cing
co, mét moi, budn ndn, non va mit nga,

o

Cée phan éng phy duge ligt ké dudi ddy theo nhom co
quan vi theo thn sult. Thn suit duge dinh nzhia nh
saw vt thudng gdp (= 1/10), thubmg gip (=1/] -'0
<1/10), it gdp (21/1.000, <1/100), hiém gip (21/10.000.
<1/1.000), et hiém gap (< 1/10.000). ¥

Nhom co | Rt i
Thudrng Hidm | Rit hjgm
Kool 'h:::' el ggp | VI | gy s{i%‘b
Nhiem Cam P
trling v lanh
nhiém ky thing
sinh tring thirémg
R logn
chuyén
hoa vd Chin&n
dinh
dudmg
Ao gifie,
Réi logn d}m
14m thin hanh v
hung
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hing, * Khi didu tra nghidn ciru nhimg binh nhin b ngdt hay
ehp e ding kinh, nén lnu ¥ ¢dn khi ndng ¢b chen din truyén tim
ming hode ngung xoang kéo dai,
i lows Nk, e Huromg dfin cich xir tri ADR
hié thin chodag B':'“E chimg | NMS Cie trudmg hop do gide, kich dfng vi hanh vi hung hing
inh "&“5". kinh® | o 41 duge didu chinh bing cich gitm lidu hofic ngung
mEknEs thip didu trj. )
Chen Trong nhitng truémg hep réi loan chire niing gan khing
. noang d nguyén nhin, nén c¢in nhic vide ngung didu trj véi
R&i logn Chim | nhi, donepezil.
tim nhip tim khen din = —— .
truydn QUA LIEU VA CACH XU TRI
nhi-thd Trigu chimg
Iﬁuyf‘.: Liéu gy chét wung binh wée tinh ciia donepezil
Tiew | Non, hieu hoa. hydroclorid sau khi ding mdt liéu udng duy nhit ¢
Rbiton | hiy; | dim [iotds chudt nhit 1a 45 mgkg va chudt cdng 14 32 mg/kg,
tiguhon | b thugng | day-tt tuong dueng khodng 225 Fin va 160 lin lifu ti da 10
ndn vi tring, mgngdy ding cho ngubdi. Cdc diu hifu cta sy kich
thng tidt thich cholinergic lién quan dén liéu duge ghi nhin & cic
bwrée bot dng vit thi nghigm bao ghm: Giam eir dong ty v, tu thé
Rdi logn nim sdp, ddng di lio dho, chiay nude mit, co gift rung,
: el hd hip gidm, tié nude bet, co dbng i, co cing co cye
Rol o oleg, b va thin nhigt b& mat gidm,
gin il g Vige ding qua liéu v6i chit i ché cholinesterase ¢6 thi
;n'“m dua dén con tiét acetylcholin dic trung bai budn nan, 6i
R’ Toon T mim rim trong, tifl nudc bot, 46 mo hdi, chim nhip
e b, tim, tut huyét ap, gidm hod hip, 4ot quy vi co gifit. c6
durdii da g khi ning lim tang nhuge co vi ¢ thé dwa dén tir vong
R&T Togn néu cdc co hd hip bj anh hudng.
o0 XUemg, {Co cimg Tidu cor Xk trif
i lidn kbt o vin Trong bt ki truomg hop ding qué lidu ndo. nén ding
i saromg cdc bign phip b3 tr todn thin. Chét chéng tiét cliolin
tﬁﬁ;:‘n Dai dim bie ba nhw arropin ¢ thé duge sit dyng nhu mdt thud
—j—*’m T4 gidi dfc trong trudng hop qui lieu donepezil
wodn thiin hydroclorid. ) )
vatilh | Nhie | M Atrepin sulfat tiém tinh mgch: Lidu khi du or 1 dén 2
mngtaiv] | @lu  fnel, dau mg tiém tinh mach, liéu ké tiép duge dya teén dip img
i dimg lim sing. Clc dip ang khong didn hinh vé huyét dp vi
thude nihip tim d duge bio cdo véi cie tie dung gidng cholin
Tang khic khi ding phdi hgp voi chit ching tiér cholin bic
nhg bén nhir glveopyrrolar.
o ﬂ*ﬂsﬂﬁ Chua biet duge donepezil hydroclorid vivhojie ede sin
nghidm i‘.‘“““ phiim chuyén hoa ciia né 6 thé duge 1hii trir bing thim
c;r;'::: tach hay khong (shim phin mau, thim phin phic magc
o parY: hofie lge miu).
Tén
i 4 ey Tp. H5 Chi Minh, ngay € théng / ndm20/§
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