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HO CHI MINH /.

SUNDONEP 10

Dé xa tam tay tré em

Doc ki hudéng dan sik dung truede khi dimg

THANH PHAN:

M®i vién nén bao phim chira:

Thanh phin dwge chit:

Sundonep 5: Donepezil hydrochloride 5 mg

Sundonep 10: Donepezil hydrochloride 10 mg

Thanh phin td dwge: Lactose monohydrate, tinh bdt ngd, hydroxypropyl cellulose,
microcrystalline cellulose, sodium starch glycolate, magnesium stearate, Opadry 02-
B52480 Yellow

DANG BAO CHE: Vién nén bao phim

Sundonep 5: Vién nén bao phim hinh tron, mau vang, hai mit 18i, ¢6 khic "RC25" trén
mot mit, mat con lai tron.

Sundonep 10: Vién nén bao phim hinh nang, mau vang, cé khic "RC" va "26" & 2 phia
cta ranh chia vién & mdt mit, mat con lai cling c6 rdnh chia vién.

Rénh chi ¢6 tac dung hd trg chia nho vién gitp viée nudt vién duge dé dang hon, khong

¢6 tac dung chia vién thude thanh cac liéu bang nhau.

CHI DINH:

Sundonep duge chi dinh dé didu tri tridu chig cla sa st tri tué trong bénh Alzheimer &
mirc d§ vira va nhe.

LIEU DUNG, CACH DUNG:

Liéu diing:

Ngwoi lon/ngwoi cao tudi:

Viée diéu trj duge bat dau & lidu 5 mg/ngay (lidu 1 14n mdi ngay). Liéu 5 mg/ngdy nén
duge duy tri trong it nhat 1a mdt thang dé c6 thé danh gia nhiing dap mg lam sang sdm
nhit dbi véi vide didu tri ciing nhu gitp dat duge ndng dé donepezil hydrochloride &
trang thai &n dinh. Sau 4-6 tudn danh gia 1am sang cta viée diéu trj & lidu 5 mg/ngay, co
thé ting lidu 1én dén 10 mg/ngay (liéu 1 14n mdi ngay). Liéu t&i da mdi ngdy duoc
khuyén céo 1a 10 mg. Céc lidu 16n hon 10 mg/ngay chura duoc nghién ciru trong céc thir
nghi¢ém lam sang.
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Viée diéu trj nén duge bét diu va theo ddi bai mot thiy thudc ¢6 kinh nghiém trong viée
chén doédn va diéu tri chirg sa sat tri tué trong b¢nh Alzheimer. Vige chén doan nén dya
theo nhirng hudng dan da dugc cong nhén (nhu DSM 1V, ICD 10). Viéc diéu trj b'é‘mg
donepezil chi nén bat dau khi da ¢6 ngudi chim s6c bénh nhén, chiu trach nhiém theo di
bénh nhan uéng thude mdt cach déu dan. Diéu tri duy tri ¢6 thé tiép tuc khi thube van con
hiéu quéa didu tri dbi véi bénh nhan. Do dé, hiéu qua lam sang cta donepezil nén dugc
danh gia lai mot cach thuong xuyén. Nén xem x¢ét ngung diéu tri khi hiéu qua diéu tri
khong con nira. Sy dap ung cta tirng cd nhén db6i v6i donepezil khong thé du doan dugec.
Khi ngung diéu trj, c6 thé thiy sy giam din nhitng tac dung c6 lgi ciia donepezil.

Suy thén: mdt phéc dd twong tir ¢6 thé duoc ding cho bénh nhan suy thin vi tinh trang
nay khong anh huwong dén do thanh thai ciia donepezil hydrochloride.

Suy gan: do kha ning ting phoi nhiém & bénh nhén suy gan nhe dén trung binh, viéc Ién
thang lidu can dua vio su dung nap ctia tirng bénh nhan. Hién chua cé dit liéu & bénh
nhén suy gan néng.

Tré em: donepezil khong duge khuyén céo sir dung & tré em va thiéu nién dudi 18 tudi.
Cach dang:

Nén dung thude bing duwdng ubng vao budi téi trude khi di ngi, c6 thé ding cung thire in
hodc khong.

CHONG CHI PINH:

Qua man vé6i donepezil hydrochloride, din xuét cta piperidin hogic bit cir thanh phén nao

ciia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Viéc sir dung donepezil & nhitng bénh nhén sa st trf tué trdm trong, nhiing loai sa st tri
tué khac hay nhiing loai suy giam tri nhé khéc (nhu giam nhan thic do tudi tic) dang
dugce nghién ciu,

Giy mé: donepezil 1a chit trc ché cholinesterase c6 kha niing ting cudng su gidn co loai
succinylcholin trong qua trinh gdy mé.

Bénh Iy tim mach: Do tic dung dugc ly cia thude, cic chét e ché cholinesterase c6 thé
6 cée tac dong cudng than kinh ddi giao cam trén nhip tim (nhu lam cham nhip tim).
Kha néng chiu tdc dung nay co thé diic biét quan trong ddi voi nhitng bénh nhén ¢6 "hoi
ching suy nit xoang" hodc nhitng bénh 1y din truyén trén thit cta tim, nhu bloc xoang
nhi hay bloc nhi-that.

D ¢6 bio cdo ghi nhan truong hop ngit va dong kinh. Khi khdm nhiing bénh nhan nhu
thé, nén luu tim dén khé nang c6 kha niing c6 bloc tim hodic ngung xoang kéo dai.

Pi c6 nhitng bdo cdo hdu mai vé kéo dai khoang QTc va xoén dinh. Cén cin trong &
nhitng bénh nhéan bi kéo dai khoang QTc tir trude hodc cod tién sir gia dinh vé kéo dai
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khoang QTc, & nhitng bénh nhén duge d idu tri v6i cac thude anh hudng dén khoang QTc,
hodc & nhitng bénh nhan c6 bénh tim tir trude (nhu suy tim mét b, nhdi mau co tim mai
xay ra, rbi loan nhip chim), hodic rdi loan dién giai (ha kali mau, ha magnesi mau). C6
thé cén theo doi trén 14m sang (ECG).

Bénh Iy da day-rudt: Nhitng bénh nhén c6 nguy co loét cao, nhu co tién sir vé& loét hodc
dang dung dong thoi cac thube khang viém khong steroid (NSAIDs) cin dugce theo di
céc tridu chitg vé da day-rudt. Tuy nhién, nhimg nghién ctru 1am sang vé donepezil cho
thay khong c6 su gia ting, so voi gia dugce, v& ty 18 loét tiéu héa hogic xuét huyét da day-
rudt.

Sinh duc-Tiét nigu: Mic di chua duge ghi nhan trong nhitng thir nghiém 1dm sang cia
donepezil, nhung céc thube ¢6 téc dung gibng cholin ¢6 thé gay ra bi tiéu,

Bénh Iy than kinh:

Béng kinh: Cac thude ¢ tac dung gibng cholin duge cho 1a ¢6 kha niing gy co gidt toan
than. Tuy nhién, con dong kinh ciing co thé 1a mot biéu hién cua bénh Alzheimer.

Nhitng thube c6 tac dung gidng cholin ¢6 thé lam ning thém hodc géy ra céc tri¢u ching
ngoai thap.

Hpi chitng dc tinh do thubce an thian (NMS): NMS 1a mot tinh trang c6 thé de doa tinh
mang va dic trung bdi cac triéu ching than nhiét cao, climg co, mét ty chi, ¥ thic thay
dbi va ting creatin phosphokinase huyét thanh di dugc bao céo hiém gip c6 lién quan
dén donepezil, djic biét véi nhitng bénh nhén ding déng thoi thube chéng loan thin. Cac
déu hiéu bd sung co6 thé gdm myoglobin niéu (tiéu co vén) va suy than cip. Néu bénh
nhén c6 cac déu hiéu va triéu chiing ctia NMS tién trién, hodc c6 biéu hién st cao chua
r6 nguyén nhan ma khong ¢ thém biéu hién 1am sang rd rang cia NMS, nén ngimg diéu
tri.

Bénh Iy hé hip: Nén cén thin khi ké don céc chiét irc ché cholinesterase cho nhiing bénh
nhén c6 tién st hen suyén hodc bénh phdi tic nghén do tac dung gidng cholin cta thude.
Nén tranh sir dung ddng thoi donepezil véi céc chit e ché acetylcholinesterase, chat chu
vén hay chét d6i khang ctia hé cholinergic.

Suy gan ning: Chua c6 dit lidu d6i voi nhitng bénh nhan bj suy gan niing.

Td dwpe: thube nay co chira lactose. Nhitng bénh nhan c6 céc bénh 1y di truyén hiém vé
khong dung nap galactose, thiéu hyt Lapp lactase hay kém hdp thu glucose-galactose
khong nén dung thubc nay.

SU DUNG THUOC G PHU NU CO THAI VA CHO CON BU:

Phu nit co thai

Hién chua cé du div liéu tir viée st dung donepezil & phu nir ¢6 thai.
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Céc nghién ciru trén ddng vét chua cho thay tdc dyng gdy quéi thai nhung dde tinh quanh
va sau khi sinh. Nguy co tidm én trén ngudi hién vin chua biét.

Khong nén st dung donepezil trong thai ky ngoai trir trueong hop thét sy céan thiét.

Phu niv cho con bui

Donepezil duoc tiét vao sira ctia chudt céng. Hién chua rd liéu donepezil cé duoce tiét vao
sita me hay khong, va chwa ¢6 nghién ciru trén phu nir dang cho con ba. Do do, phu nir
dang str dung donepezil khong nén cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Donepezil ¢6 anh hudng nhé hodc trung binh trén kha nang lai xe va van hanh may moc.
Chimg suy giam tri nhé c6 thé gy suy giam kha niing lai xe va van hanh may moc.
Ngoii ra donepezil co thé giy ra mét moi, chong mit va chudt rat, dic biét khi bét ddu
didu tri hodc khi tang liGu. Bac sy diéu tri nén dénh gia thuong xuyén kha ning ctia bénh
nhan duge diéu tri bang donepezil c6 thé tiép tyc l4i xe hodc van hinh méy phirc tap hay

khong.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac: =
Céac truong hgp kéo dai khoang QTc va xodn dinh da dwge bao cdo véi donepezil. Cén =S
cin trong khi donepezil duge st dung phdi hop véi céc thude khac da biét giy kéo dai lg:'
khoéng QTc va c6 thé can theo dai 14m sang (ECG). Céc vi dy bao gbm: HP
o Cac thude chéng loan nhip nhém IA (nhw quinidine) g
e Cac thudc chéng loan nhip nhom I1I (nhwr amiodarone, sotalol) =

e Cac thubc chdng trim cim (nhu citalopram, escitalopram, amitriptyline)
e Céc thudc chéng loan thin (nhu din xudt phenothiazine, sertindole, pimozide,
ziprasidone)
e Mot s6 thubec khang sinh (nhw clarithromyein, erythromyecin, levofloxacin,
moxifloxacin)
Donepezil hydrochloride va/hogc bét ky chét chuyén héa nao ctia né ciing khong tre ché
qua trinh chuyén héa theophyllin, warfarin, cimetidine hodc digoxin & ngudi. Su chuyén
héa donepezil hydrochloride khong bj anh hudng béi viée dung ddng thoi digoxin hay
cimetidine. Cac nghién ctru in vifro cho thdy cytochrome P450 isoenzyme 3A4 va mot
phin nhé cia isoenzyme 2D6 c6 anh hudng dén sy chuyén héa cla donepezil. Céc
nghién ctu vé tuong téc thubc da duoc thuc hién in vitro chitng to rf”mg ketoconazole,
chit tc ché CYP3A4 va quinidine, chit rc ché CYP2D6, tic ché chuyén hoa cia
donepezil. Do dé, nhiing chit nay ciling nhu nhitng chdt (e ché CYP3A4, nhu
itraconazole va erythromycin, va chat (rc ché CYP2D6, nhu fluoxetin, c6 thé gay trc ché
chuyén héa ciia donepezil. Trong mdt nghién ciru & nhitng nguoi tinh nguyén khoe manh,
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ketoconazole 1am tang ndng d6 trung binh ciia donepezil khoang 30%. Céac tac nhéan giy
cam Ung enzyme, nhu rifampicin, phenytoin, carbamazepine va rugu co thé lam giam
nbng dd donepezil. Vi mirc dd ctia tac dong Grc ché hogic cam @ing chwa duge biét rd, viée
sit dung thude két hgp nhu thé nén thin trong.

Donepezil hydrochloride ¢6 kha ndng dnh huéng dén nhiing thudc ¢ hoat tinh khang
cholinergic. N6 ciing co kha ning tac dong hi¢p lue khi diéu tri ddng thoi véi cac thude
nhu succinylcholin, céc thube tre ché thin kinh-co khac, hay céc chit chi vén cholinergic
hoiic cdc thude chen beta ¢6 anh hwdng trén din truyén tim,

Twong ky:

Do khong c¢é céc nghién ciru vé tinh twong ky cua thube, khong trén 14n thude ndy voi
céic thube khiéc.

TAC DUNG KHONG MONG MUON:

Cac tac dung khong mong mudn thuong gip nhét 12 tiéu chay, co cirmg co, mét moi, budn
nén, nén va mat ngy.

Céc phén g ngoai ¥ dugc ghi nhan nhiéu hon mot trudmg hop riéng 1& dugce liét ké dudi
ddy, theo h¢ co quan va theo tén suét. Céc tin suét duoc dinh nghia nhu sau: rat thuong
gdp (>1/10), thuong gip (>1/100, <1/10), it gidp (>1/1.000, <1/100), hiém gip
(>1/10.000, <1/1.000), rit hiém gip (<1/10.000), vi chua 1 tan sudt (chua thé wéc tinh
tir cée dir liéu san c6).

Hé cor Rit Thudng itgip | Hiém gip | RAthiém | Chward
quan thuwong giap gap tin suiit
gap
Nhiém Cam lanh
trung va thong
nhiém ky thuong
sinh tring
R6i  loan Chén dn
chuyén
hoa va
dinh
dudng
| R&i  loan Ao giac**, Tang ham
| tam than kich mudn tinh
| dong**, duc, ting
hanh i cac  hanh
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H¢ co Rat Thwong it gap Hiém gip | Rét hiém | Chwa rd
quan thwong gap gip tan suit
gap
hung vi tinh dyc
hang**,
gidlc mo
bét thuong
va ac
mong**
R&i  loan Ngé‘it*, Dong Cac triéu | HOi ching | Hoi chimg
hé  than choang kinh* ching 4c tinh do |uén cong
kinh vang, mit ngoai thap | thudc an |cot sdng
ngu thén vé mot
bén  (hoi
chimg
Pisa)
R6i  loan Nhip tim | Bloc Nhip
tim chédm xoang nhi, nhanh thit
bloc  nhi da dang
thét bao gbm
xodn dinh;
kéo  dai
khoang
QT  trén
dién tadm
do
R&i loan | Tiéu chay, | Nén, r6i | Xuét huyét
tiéu hoa budnnon | loan ving |tiéu hoa,
bung loét da day
ta  trang,
ting  tiét
nuéc bot
R6i  loan R6i  loan
gan mat chirc nang
gan  bao
gbm ca

A
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Hé cor Rt Thuong it gip Hiém gip | Rathiém | Chwa rd
quan thwong gip gap tin suit
gap
viém
gﬂn***

R&6i  loan Phat ban,
da vd md ngla
dudi da
R6i  loan Co clng Tieu co
CO Xuong, co van*ees
mé  lién
két va
xuong
R6i  loan Tiéu
than va h¢ khong tu
tiét niu cht
|R6i  loan | Nhire dAu | M&t méi,
toan thin dau
va tinh
trang tai vi
tri  dung
thude
Xét Tidng nhe
nghiém nong  do

frong

huyét

thanh cta

creatine

kinase co
Ton Tai  nan
thuong va bao gbm
ngo doc 1é ngi

* () bénh nhén bi ngét hoiic dong kinh, nén xem xét kha niang bloc tim hodc ngimng xoang

kéo dai.

TAl
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*% Céc trudng hop 4o gide, gific mo bat thuong, dc mong, kich dong va hanh vi hung
hang da duge didu chinh bing cach giam liéu hofic ngimg diéu tri.

4k Trong nhitng trudng hop rdi loan chitc ning gan khéng rd nguyén nhan, nén cén
nhéc ngirng donepezil.

#k% Tidu co van dd duge bao cdo xuét hién ddc lap voi hoi chimg 4c tinh do thudc an
thén va c6 mdi lién quan chat ché véi viée bit dau dung hojc ting liéu donepezil.

Théng bdo ngay cho bdc sy hodic dwgce sj nhitng phdn teng 6 hai gdp phai khi sir
dung th uoc

QUA LIEU VA CACH XU TRi:

Liéu gy chét trung binh wéc tinh ciia donepezil hydrochloride sau khi ding mot lidu
ubng duy nhét & chudt nhét 1a 45 mg/kg va chudt cong 1a 32 mg/kg, twong duong khodng
225 14n va 160 1an liéu tbi da 10 mg/ngay ding cho ngudi. Céc déu hiéu ctia su kich thich
cholinergic lién quan dén liéu duge ghi nhéin & cdc dong vat thi nghiém bao gbdm: giam

ctr dong ty vy, tu thé ndm sép, dang di lio dao, chdy nude mat, co gidt rung, ho hép giam, “::-I
tiét nudge bot, co dong tir, co climg co cyc bd va than nhiét bé mat giam. ~|:
Dung qua liéu chét tre ché cholinesterase c6 thé gy ra con kich thich h¢ cholinergic dic oAl
trung bai budn nén trdm trong, non, ting tiét nude bot, d6 mé héi, chim nhip tim, ha g:

huyét ap, trc ché ho hip, truy tuén hodn va co gidt. Cé kha ning ting tinh trang nhuge co .

-l

i

va c6 thé din dén tir vong néu cac co hd hap bi anh huéng.

Ciing nhu trong bét ky truong hop ding qué liéu nao, nén ding céc bién phép diéu trj hd
trg toan than. Chét khéng cholinergic bic ba nhu atropine ¢d thé duoc str dung nhu mét
thubc giai doc trong truong hop qua lidu donepezil. Nén ding atropine sulphate tiém tinh
mach vé6i lidu duoce chudn d6 cho dén khi dat hi¢u qua mong mudn: liéu khai déu tir 1
dén 2 mg tiém tinh mach véi liéu ké tiép duge dya trén dép (mg lam sang. Céac dap tmg
khong dién hinh v& huyét 4p va nhip tim di dugc ghi nhan véi cdc thube c6 téc dung
gibng cholin khi duge ding dong thdi véi céc thube cholinergic bic bon nhu
glycopyrrolate, Chua rd ¢6 phai donepezil hydrochloride va/hodc cac chéit chuyén hoa
clia n6 ¢ thé duge thai trir bing tham phéan hay khong (thim phéin méu, thdm phéan phuc
mac hodc loc méu).

PAC TINH DUQC LUC HQC:

Nhém dwge 1y: Nhém khang cholinesterase, thude diéu trj sa st trf tué.

Mia ATC: NO6DA02

Donepezil hydrochloride la chit trc ché chuyén biét va c6 hdi phuc acetylcholinesterase
(mot cholinesterase chiém uwu thé trong ndo). Trong thir nghiém in vitro, donepezil
hydrochloride trc ché enzyme ndy manh hon 1.000 lin so vé&i butyrylcholinesterase, mot
enzyme hién dién chi yéu bén ngoai h¢ than kinh trung wong.
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Sa sit tri tué trong bénh Alzheimer

Bénh Alzheimer mirc dd nhe dén trung binh

O nhitng bénh nhén bj ching sa sat tri tué trong bénh Alzheimer tham gia vao thir
nghiém l4m sang, vi¢c dung donepezil lidu duy nhat mdi ngay 5 mg hoiic 10 mg tao ra sy
i ché hoat tinh men acetylcholinesterase & trang théi 6n dinh (do & mang hong ciu) 1a
63,6% va 77,3% tuong tng khi duge do theo lidu. Sy irc ché acetylcholinesterase (AChE)
ciia donepezil hydrochloride & té bao hong cdu ¢6 lién quan dén nhitng thay dbi thang
diém ADAS-cog, mot thang diém nhay dé kiém tra phuong dién nhan thirc c6 chon loc.
Kha niing cia donepezil hydrochloride trong vigéc lam thay ddi qué trinh bénh 1y thin
kinh tiém 4n chua duoc nghién ciru. Vi vy donepezil khong duge xem la c6 bat ky tc
ddng nao trén tién trién cta bénh.
Hiéu quéa cia viée diéu trj chimg sa sut trf tué trong bénh Alzheimer biing donepezil di
duge nghién ciru trong 4 thir nghiém 1dm sang c6 kiém chimg bing gid duge, 2 thir
nghiém kéo dai 6 thang va 2 thir nghi¢ém kéo dai | nam.
Trong thir nghiém lam sang kéo dai 6 thang, viéc phén tich hi¢u qua cua vig¢e didu tri
bing donepezil dya trén sy két hop ciia 3 tiéu chuin: thang diém ADAS-cog (dénh gia
kha ning nhan thirc), cam twdng dya trén phéng vin 1am sang clia thday thudc vé sy thay
dbi véi céc dir lidu ctia ngudi chim séc (danh gia toan thé chirc ning - CIBIC) va thang
diém déanh gia cdc hoat dong sdng hang ngay trong thang diém danh gia sa st tri tué trén
ldm sang (ddnh gia kha ndng hoa nhip cing dong, gia dinh, s& thich va cham s6c c4
nhan).
Nhitng bénh nhén dép timg tiéu chuén liét ké dudi ddy duge xem 1 c6 dap Gng diéu tri.
Pap g = Cai thién thang diém ADAS-cog it nhit 4 diém

Khéng xdu di bang danh gia CIBIC

Khéng xAu di thang diém danh gia cac hoat dong séng hang ngay trong thang
diém danh gia sy sa sat tri tué trén [am sang.

% Dap irng
Dén s6 tham gia nghién ciru SH trudng hop duge quan
n=365 sat
n=352
Nhoém gia duoce 10% 10%
Nhém donepezil 5 mg 18%* 18%*
Nhom donepezil 10 mg | 21%* 22%**
* p<0,05
** p< 0,01
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Donepezil di tao ra sw ting dang ké co y nghia thong ké phu thudc vao liéu trong s6 phén
tram cdc bénh nhén dugc danh gia 1a dap ing diéu tri.

PAC TINH DUQC PONG HOC:

Hip thu: Nong d6 cao nht trong huyét tuong dat duge khoang 3 dén 4 gior sau khi ubng,
Néng do trong huyét trong va dién tich dudi duong cong ting ty 1¢ véi liéu dung. Thoi
gian bén huy & giai doan cudi khoang 70 gid, nhv vay viée ding lidu duy nhét hang ngay
nhiéu s& dua dén sy tiép can dan trang thai on dinh. Trang thai gén nhu 6n dinh dat dugc
trong vong 3 tuan sau khi bat ddu tri liéu. Mt khi dat duge trang théi 6n dinh, nong do
donepezil hydrochloride trong huyét twong va hoat tinh vé duge lyc hoc lién quan cho
thdy co rit it bién d6i sudt qud trinh trong ngy.

Thite &n khong anh huéng dén sy hép thu ciia donepezil hydrochloride.

Phin bé: Khoang 95% donepezil hydrochloride gin véi protein huyét twong ngudi. Sy
giin két véi protein huyét twong ctia 6-O-desmethyl donepezil dang chuyén héa hoat dong
chua duge biét r5. Sy phan bd donepezil hydrochloride & cac mo khéc nhau chua duge
nghién cru 8 rang. Tuy nhién, trong mot nghién ciru trén quy mo lon tién hanh trén
nhitng nguwdi nam tinh nguyén khde manh, 240 gio sau khi dung lidu duy nhit 5§ mg
donepezil hydrochloride duge danh déu "C, khoang 28% chét ddng vi danh diu vin chura
thu hdi duge. Pidu nay cho thiy ring donepezil hydrochloride va/hodc cac chit chuyén
hoéa ciia n6 ¢b thé ton tai trong co thé hon 10 ngay.

Chuyén héa/Thii triv: Donepezil hydrochloride duge dao thai trong nuée tiéu & ca hai
dang khéng thay dbi va dang chuyén hoa bai hé théng cytochrome P450 thanh nhiéu cht
chuyén hoa, khong phai tit ca céc chit chuyén héa nay déu duge xdc dinh. Sau khi ding
lidu duy nhit 5 mg donepezil hydrochloride duge dénh déu bing 'C, mic phéng xa
trong huyét twong, duge thé hién bang ty 1& phén trim lidu ding, hién dién cha yéu &
dang donepezil hydrochloride khong thay dbi (30%), 6-O-desmethyl donepezil (11% -
chét chuyén hoa duy nhét thé hién hoat tinh twong tw véi donepezil hydrochloride),
donepezil-cis-N-oxide (9%), 5-O-desmethyl donepezil (7%) va dang lién hop
glucuronide cua 5-O-desmethyl donepezil (3%). Khoang 57% tong lugng phong xa da
dung duge thu hdi lai tir nude tiéu (17% & dang donepezil khong d6i), va 14,5% dugc thu
hdi lai tir phan, cho thdy sy bién di sinh hoc va sy ddo thai qua nude tiéu 1a duong thai
trir chi yéu. Khéng cé ddu hiéu nao cho thdy donepezil hydrochloride va/hodc bat ky chat
chuyén hoa nao cia né tham gia chu trinh gan rudt.

Nong do donepexzil trong huyét trong giam theo thoi gian béan hity khoang 70 gio.

Gi6i tinh, ching toc va tién sir hit thude 14 khong c6 anh huong dang ké vé mit 1am sang
ddi véi ndng do donepezil hydrochloride trong huyét tuong. Duge dong hoc cua
donepezil chwa duge nghién ctru mot cach chinh thirc & nhitng ngudi cao tudi khoe manh
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ho#ic & nhitng bénh nhan bj sa sut tri tu¢ trong bénh Alzheimer hodc bénh nhén bi sa sit
trf tué do mach mau. Tuy nhién ndng dé trung binh trong huyét twong ciia nhitng bénh
nhan gin nhu trong duong véi nhitng ngudi tinh nguyén khde manh.

Nhitng bénh nhén suy gan & mirc d§ nhe dén trung binh c6 ting ndng do donepezil &
trang thai dn dinh, dién tich du¢i dudng cong nong dd-thdi gian trung binh khoang 48%
va ndng do cao nhét trong huyét trong (Cmax) trung binh khoéng 39%.

QUY CACH PONG GOI: Hop 1 vi x 14 vién

PIEU KIEN BAO QUAN: Béo quéan & nhiét do dudi 30°C.

HAN DUNG CUA THUOC: 36 théng ké tir ngay san xuét

TIfU CHUAN CHAT LUQNG: USP 43

CO SO SAN XUAT: SUN PHARMACEUTICAL INDUSTRIES LIMITED

Village Ganguwala, Paonta Sahib-173025, District Sirmour, Himachal Pradesh, An DPo.
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