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Doc ky huong dén sir dung truéc khi dung
Néu cén thém thong tin xin hoi y kién thdy thubc.
Chi diing thudc nay theo sw ké don ciia thiy thubc.

RIZAX

(Vién nén Donepezil hydroclorid)

Ta dugc: Cellilose vi tinh thé, lactose monohydrat, tinh bét ngé, povidon, magnesi stearat, natri
starch glycolat, silicon dioxyd ... vica du 1 vién.

Mai vién nén RIZAX-10 chia:

Donepezil hydroclorid ............ccovenenn. 10 mg.

T4 dugc: Cellulose vi tinh thé, lactose monohydrat, tinh bgt ngé, povidon, magnesi stearat, natri
starch glycolat, silicon dioxyd ... vita du 1 vién.

DPic tinh dwgc lye hoc:

Donepezﬂ hydroclond 1a mot chat rc ché dic hiéu va thuan nghich acetylcholinesterase, mot
cholinesterase chu yéu trong ndo. In vitro, donepezil hydroclorid ¢6 hi¢u luc ic ché
acetylcholinesterase manh hon 1000 14n so v6i hiéu luc tre ché butyrylcholinesterase, mot enzym
xuét hién chii yéu bén ngoai hé than kinh trung wong.

Pac tinh dwoe djng hoc:

Donepezil hydroclorid dwogc hap thu tot tir dudmng ti€u hoa, nong do dinh trong huyet tuong dat
dugc trong vong 3 - 4 gid sau khi udng. 95% gén vai protein huyét twong, chi yéu 1a albumin.
Donepezil chuyén héa mot phan thong qua isoenzym cytochrom P450 CYP3A4, va mot phén
nh6 hon béi CYP2D6, thanh 4 chét chuyen héa chinh. Khoang 11% liéu dung trong huyet twong
¢ dudi dang 6-O-desmethyl-donepezil, chit c6 hoat tinh twong tu nhu dang chua chuyen héa.
Sau 10 ngay, khoang 57% lidu dung thai qua nudc tiéu dudi dang chét chuyén héa va chét chua
chuyén héa, 15% thai qua phén; 28% khong duoc phat hién, c6 thé tich lily trong co thé. Thoi
gian ban thai khoang 70 gio. Néng d6 & trang thai 6n dinh dat duoc sau 3 tudn ké tir khi bat dau
dicu tri.

CHI PINH: ' '
Diéu tri triéu chirng mat tri nhd & mirc do nhe dén vira trong bénh Alzheimer.

CHONG CHI DINH: , ’ ‘
Bénh nhén man cam véi donepezil, cac dan xuét piperidin ho#ic véi bat ky thanh phén nao cta
thudc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Sir dung than trong & ngudi c6 tic nghén duong tiéu hoa, tiét ni¢u sau phiu thuit bang quang
hozc phau thuat tiéu hoéa, bénh parkinson, co git.

Gay mé: Donepezil dugc xem nhu 12 1 chit trc ché men cholinesterase, ¢6 kha ning tang cudng
su gidn co loai succinylcholin trong qua trinh gy mé.

Tim mach: Do tac dung dugc ly cua thudc, céac chat trc ché men cholinesterase c6 thé c6 céc tac
dong kich thich déi giao cam trén nhip tim (vi du nhw 1am ch4m nhip tim). Tac dong ndy c6 thé
déc bi¢t quan trong ¢ bénh nhan c6 “hdi chung suy nut xoang™ hodc nhiing tinh trang bénh ly
dén truyén trén that khac cta tim.




Tiéu héa: Nhimg bénh nhan c6 nguy co gia ting u loét cao (dudng tiéu héa), ching ‘han nhu
nhitng bénh nhan cé tién sir loét hodc nhimg bénh nhan dang ding ddng thoi cac thube khéng
viém non-steroid (NSAID) can dugc theo ddi céc triéu chimg. Tuy nhién, nhiing nghién ciru lam
sang vé donepezﬂ cho thay khéng c6 su gia tang ty 1& bénh loét tiéu hoa hodc xuit huyét duong
ti€u hoa so véi gia dugc.

Hé sinh duc - tiét niéu: Du chua dugc ghi nhén trong nhimg thir nghiém 14m sang vé donepezil,
nhung cac thude c6 tac dung gidng cholin ¢6 the gdy ra bi tiéu.

Bénh Iy than kinh: Pong kinh: Ngudi ta tin ring cac thube c6 téc dung gidng cholin ¢6 kha ning
gy co giat toan than. Tuy nhién, con dong kinh cling c6 thé 1a mot biéu hién cta bénh
Alzheimer.

Phéi: Do céc tic dung giéng cholin cua thudc, nen can than khi ké toa céc chét e ché
cholinesterase cho nhitng bé¢nh nhan c6 tién sir hen suy&n hodc bénh phdi tic nghén.

Dé xa tam tay tré em.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:

Phu nit c6 thai:

Donepezil chi nén dung trong thai ky néu nhu lgi ich clia viéc ding thudc quan trong hon cac
nguy co c6 thé xay ra doi véi thai nhi.

Phu nit cho con bu:

Donepezil chi duge ding & phu nit dang cho con bt néu nhu 1¢i ich c6 thé mang dén quan trong
hon nguy co ¢6 thé xay ra cho tré.

TAC DUNG KHONG MONG MUON (ADR):

Tac dung khong mong mudn phd bién cua thude e ché acetylcholinesterase nhur donezepil bao
gdm: budn ndn, nodn, chan &n, ti€u chay, mét moéi, chéng mat. Cac tac dung khong mong muon
thong thuong khac bao gom dau bung, kho ti€u, phét ban, ngtra, dau dau, ngu ga, co rut co, mét
ngil, toat md héi, run va ngét xiu; viém duong hé hép trén, viém dudng tiét niéu ciing da duoc
ghi nhan. Hlem khi xay ra dau that nguc, block xoang nhf va block nhi thit, chim nhip tim, loét
da day, Xuét huyet tiéu hoa, triéu chu’ng ngoai thap, va dong kinh. R&i loan tam than, bao gom
tram cam, &o gidc, kich dong, hanh vi hung hing, va nhdm 1An ciing da duge bao cdo. C6 thé gay
bi tiéu. Tang nhe creatine kinase huyét thanh ciing da xay ra khi dung donepezil.

Téang men gan da xay ra khi dung céc thude e ché acetylcholinesterase. Sir dung thudc rc ché
acetylcholinesterase c6 thé gdy giam cén, nén can theo doi can ngdng trong qua trinh diéu tri.

Str dung qué lidu thudc trc ché acetylcholinesterase c6 thé dén dén con cholinergic.

Anh hwéng 1én hé tim mach: Thuoc c6 thé gay loan nhip tim nhu: nhip tim chdm, block nhi
thét, block b6 nhéanh, ngat xiu...Thude ciing c6 thé dan dén nh01 mau co tim va nglmg tim. Hau
hét bénh nhan déu phyc hdi sau khi ngimg thude hodc giam lidu thude, tuy nhién cé nhidu trrong
hop phai nhép vién va mét s6 phai ding may tao nhip tim.

Anh hwéng lén hg: than kinh: Dau chan khi bat dong (chan bdn chdn), 1Am bam, néi lap bép
xuét hién & ngudi 16n tu01 khi ting liéu donepezil 1én 10 mg/ ngay. CAc triéu chimg trén hdi phuc
khi ngirng thudc va xut h1¢n trd lai khi sir dung lai thude.

Anh hwéng lén duong tiét ni¢u: Tiéu khong tu chi c6 the xay ra khi sir dung donepezil.

Théng bdo cho thdy thudc cdc tdc dung khéng mong mudn gdp phai khi sir dung thudc.

TAC DON G TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Do thubc ¢6 thé gdy mét méi va chéng mat nén cdn than trong khi 14i xe va van hanh may moc.

LIEU DUNG - CACH DUNG: e
Ngueoi lom/ ngueoi cao tuéi: Uong vao buobi toi, trude khi di ngu.




Viéc diéu tri bit diu ¢ lidu 5 mg/ ngay (mdt lan/ ngay), nén dugc dung duy tri it nhét 1 thang dé
co thé danh gia nhimg dap tmg 1am sang sém nhét d6i voi viée didu tri cung nhu gitp dat dugc
nong do donepezil hydroclorid ¢ trang thai 6n dinh. Sau mét thang danh gia 1am sang trong viéc
diéu tri & lidu 5 mg/ ngay, c6 thé tang liéu 1én dén 10 mg/ ngay (mét 1an/ ngay). Céc liéu 16n hon
10 mg/ ngay chua duge nghién ctru trong thir nghiém lam sang.

Khi ngung diéu tri c6 thé cam thay su giam dén nhitng tac dung c6 1¢i ctia donepezil.

Suy thén va gan: Mot phac d6 liéu tuong tir c6 thé dugc dung cho bénh nhan suy than hodc suy
gan & mirc d0 nhe hodc vira vi nhiing tinh trang ndy khong anh hudng dén d6 thanh thai cua
Donepezil hydroclorid

Trée em: Khong dung cho tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Donepezil hydrochlorid c6 kha nang anh huong dén nhing thudc cé tac dong khéng cholinergic.
N6 ciing ¢6 kha néng tdc dong hi¢p luc khi diéu trji ddng thoi véi céc thube nhu succinylcholine,
céc chit trc ché than kinh - co khac, hay céc chét chu van cholinergic hoZic chét chen beta c6 tac
dong trén dan truyén tim.

Chuyen hoéa qua gan ctia donepezil thong qua h¢ thdng cytochrom P450 da duogc xac dinh; nong
do huyét twong cua donepezil c6 thé dugc ting 1én boi cac thudc we ché CYP3A4 nhur:
ketoconazol, itraconazol, erythromycin va bdi cic thudc e ché CYP2D6 nhu fluoxetin va
quinidin. Nguge lai nf‘)ng d6 huyét twong ctia donepezil c6 thé bi giam bdi céc chit cam ung
enzym nhu rifampicin phenytoin, carbamazepin, va ruou.

Khang muscarinic: Méc du céc chat khang muscarinic dbi khang véi céc tac dong cua céc chét
khang cholinesterase, sy két hop ctia hai chit déi khi duoc dung & bénh nhan sa sut tri tué bi s6n
tiéu cap ky. Tuy nhién da c6 mot vai truong hop kich dong, lo au, lu 1an, hung hing, va hoang
tuong khi st dung tolterodinein or bénh nhan da on dinh v6i donepezil hodc rivastigmin. Su
tuong tac gy ra tinh trang qua min than kinh cholinergic, twong tu nhu ngimg dot ngot thude
khéng cholinesterase. W

QUA LIEU - XU TRi:

Liéu gdy chét uéc tinh trung binh cua donepezll hydrochlorid sau khi ding mét lidu uong duy
nhit & chudt nhat la 45 mg/kg va chudt cong la 32 mg/keg, gip khoang 225 va 160 lin lidu
khuyén céo tbi da 10 mg/ ngay dung cho ngudi. Cac dau hiéu lién quan dén liéu cua sy kich
thich cholinergic dugc ghi nhan & cac dong vét thi nghi¢m va bao gom giam cir dong tu phat, tu
thé ndm sp, dang di lao dao, chay nuéc mit, co giat rung, ho hap giam s, tiét nudce bot, co
dbng tir, co cing co cue by, gidm ho hép va than nhiét bé mit giam.

Vige dung qua lidu voi chét e che cholinesterase c6 thé dua dén “con cholinergic” déc trung boi:

buon non, 6i mira trdm trong, tiét nude bot, d6 md hoi, cham nh1p tim, huyét ap thap, giam ho
hap, dot quy va co giat. C6 thé lam ting yéu co va c6 kha ning din dén tir vong néu céac co hd
hép bj anh hudng.

Trong bat ky trudong hop ding qua lidu nao, nén dung céc bién phéap hd trg thong thuong. Chét
chdng tiét cholin bac ba nhu atropin ¢6 the duoe sir dung nhu mot thude giai doc trong trudng
hop qué liéu donepezil hydrochlorid. Diéu chinh liéu atropin sulphat tiém tinh mach dé ¢6 hiéu
qua duge dé nghi nhu sau: lidu khéi du tir 1 dén 2 mg ti€ém tinh mach véi lidu ké tlep dugc dya
trén dap ing lam sang Céc dap img khong dién hinh vé huyet ap va nhip tim da dugc bao cdo
voi cac tac dung giong cholin khéc khi dung ph6i hop véi chit chéng tiét cholin bac bén nhu
glycopyrrolat. Chua biét duge donepezil hydrochlorid va/ hodc céc san pham chuyén héa ciia né
c6 thé dugc thai trir bing thdm tach hay khong (thAm tach méu, thim phan phic mac hodc loc
mau).

PONG GOI: RIZAX:  Hop 4 vi x 7 vién.
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RIZAX-10: Hop 3 vi x 10 vién.
BAO QUAN Noi kho réo, tranh anh sang, n]:m;:t do khon% qua 30°C.
TIEU CI-IUAN CHAT LUQNG: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xut.

San xuét tai:

CONG TY TNHH DP DPAT VI PHU
(DAVI PHARM CO., LTD)

L6 M7A, Pudng D17, Khu CN My Phuéc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh
Duong, Viét Nam.

Tel: 0650-3567689 Fax: 0650-3567688
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