ht\tps://tmngtamthuo&xwl_l AN Vi, HOP PANG KY Zﬂ%;

1/ M&u nhan vi 10 vién
Ghi Chu: S 16 Sx, Han duing dwgc dap ndi trén vi thuée
2/ Mu nhidn hop 3vi

#INEeuroreziL 5

pezil hydrochloride Smp

Vién nén bao phim
Hop 3 vi x 10 vién

)

L RX vhudc sAn HE DN

o "NeuroreziL B

Donepezil hydrochloride 5mg

ya Vién nén bao phim
_@ Hép 3 vi x 10 vién ‘i ‘\

S| #INEeuroreziIL S

Donepezil hydmchloride Smg i

Vién nén bao phim
Hop 3 vi x 10 wién

/

Bé xa thm tay bk eml
Thude ndy chl ding thea sy ké dom sus bic 57
Bee ki hudmg didn sir dung tnréea khi diing
Néa san thm thang tin, xin héi § kidn thy thude

| Khéng dung thude qud han s dung.

S TZadoNna N

Sé 15 SX

NEX:

t

BO Y TE
CUC QUAN LY DUQC
DA PHE DUYET

Lan (I:Ll&?//{i({}

174



Hwéng dan st dung thuéc NEUROPEZIL 5

RX - Thuéc bén theo do’n

HUONG DAN SU’ DUNG THUGC
VIEN NEN BAO PHIM NEUROPEZIL 5

THANH PHAN:
M&4i vién nén bao phim chra:
Donepezil hydroclorid ........................ 5,00 mg
(Twong dwong Donepezil base .. .. 4,56 mg)

Ta dwec: Vira di 1 vién nén bao phlm (Lactose monohydrat; Tinh bét n96 Cellulose vi

tinh thé; Hydroxypropy! cellulose; Magnesi stearat; Polyethyl&i BQl; Hypromellose;

Titan dioxyd).
DUQC LUC:

(rc nang tiét

Donepezil hydroclorid e ché dic hiéu va thuah’> nghi 5Qoi voi  enzym
acetylcholinesterase. Acetylcholinesterase Ia loai cholinesterase SEFYEU trong nio.
Donepezil hydroclorid cé tac déng trc ché acetylcholinesterase manh gép 1000 I&n so véi
trc ché butyrylcholinesterase. Butyrylcholinesterase la enzym hién dién chl yéu & ngoai
hé than kinh trung wong.

O nhirng bénh nhan gidm tri nhé do bénh Alzheimer khi tham gia vao th&r nghiém 1am
sang, viéc dung Donepezil hydroclorid liéu duy nhét hang ngay véi liéu tir 5 mg dén 10 mg
tao ra suw (rc ché hoat tinh men acetylcholinesterase & trang thai can béng (do & mang té
bao hdng ciu) la 63,6% dbi véi lidu 5 mg va 77,3% dbi véi liéu 10 mg. Tac dong e ché
acetylcholinesterase clia Donepezil hydroclorid (AChE) & té bao héng cu twong dwong
v&i cac tac dong cia nd & vo nao. Ngoai ra, ngwoi ta da chirng minh cé sw twong quan
gitra cac néng do Donepezil hydroclorid trong huyét twong, sy (rc ché AChE va sy thay
ddi trong thang dd do ADAS, mét thang do nhay gilip danh gia tri nhé.

Tuy nhién, can Iwu y thudc nay khéng phai la thudc diéu trj tiét can. Tat cd bénh nhan sé

tiép tuc biéu hién d4u hiéu tién trién co ban cla bénh hoc than kinh. Iy

DUQ'C DONG HOC:
Hép thu: Nong do t6i da trong huyét twong dat dwoc khodng 3 — 4 gi® sau khi udng thudc.
Néng do trong huyét twong va dién tich dwéi dwong cong tang ty 18 voi liéu ding. Thoi
gian ban hiy & giai doan cudi khodng 70 gi¢. Nhw vay, viéc dung nhiéu véi liéu duy nhat
hang ngay sé din dén sy tiép can dan dén trang thai can bang. Khodng trang thai can
bing dat dwoc trong vong 3 tudn sau khi trj liéu. Mt khi dat dwoc trang thai can bang,
ndng d6 Donepezil hydroclorid trong huyét twong va hoat tinh vé& dwoc Iwe hoc lién quan
cho thay c6 rét it bién ddi trong tién trinh trong ngay. Thirc &n khéng &nh huéng dén su
hép thu ctia Donepezil hydroclorid.
Phén bé: Khodng 95% Donepezil hydroclorid gén véi protein huyét twong ngudi. Sy phan
b6 Donepezil hydroclorid & cac mé khac nhau thi khac nhau. Donepezil hydroclorid va cac
chat chuyén hda clia n6 co thé tén tai trong co thé hon 10 ngay.
Chuyén héa/Thai trir: Donepezil hydroclorid dwoc dao thai nguyén dang trong nuéc tiéu
va duoc chuyén héa bdi hé théng P450 cytochrome thanh cac san phdm chuyén héa kép.
Sau khi dung lidu 5 mg Donepezil hydroclotid, ngwdi ta nhan thay trong huyét twong c6
30% Donepezil hydroclorid khéng ddi, 11% 6-0 desmethyl donepezil, 9% Donepezil-cis-N-
oxide, 7% 5-0-desmethyl donepezil va 3% phirc hop glucoronide ctia 5-0-demethyl
donepezil.
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Khodng 57% tong lwong Donepezil hydroclorid thdi qua dwdng nuwéc tidu va 14,5% dwoc
thdi qua phan. Diéu nay cho thay sy chuyén héa sinh hoc va thai trir ra nwéc tidu 1a
duong thai trie chd yéu. Khéng cé du hiéu nao cho thdy Donepezil hydroclorid va/hodc
bat ky chét chuyén héa nao cda né c6 chu ky gan rudt. Néng d6 Donepezil huyét twong
giam theo thi gian ban hiy khoang 70 gid.
CHI PINH:
Diéu trj tridu chirng gidm tri nhé & mirc d6 nhe hoic vira trong bénh Alzheimer.
LIEU DUNG - CACH DUNG:
Nguwoi 16n/ Ngwéi cao tudi:
- Khéi dau: Udng 5 mg/ngay vao budi téi truéc khi nghi ngoi. Duy tri liéu nay trong it nhét
1 thang dé Donepezil hydroclorid dat trang thai dn dinh va thay dwoc dap (rng 1am sang.
— Sau 1 thang, c6 thé tang liéu dung lén 10 mg/ngay, ubng 1 1&n vao budi tdi trwéc khi
nghi ngoi. Khéng dung liéu cao hon 10 mg/ngay vi chwa cé thir nghiém lam sang.
~ Ngung si¥ dung thudc néu khdng con thay hiéu qua didu tri.
Nguwéi suy gan, suy than:
~ Suy than: Khéng can thiét didu chinh lidu dung.
U - Suy gan mirc @ nhe va trung binh: Diéu chinh liéu dung tiy theo mirc d6 dung nap cia
tirng bénh nhan. Khéng c6 s6 liéu d6i véi suy gan nang.
Tré em: Khéng st dung thubc nay cho tré em.
CHONG CHI PINH:

& ’c/ONG YN

Quéa man cam véi Donepezil hydroclorid, cac din xuét ¢ .3’ pqugdwmhoal yat ctr ta dworc
nao trong cdng thtrc. Lo\ M /@

THAN TRONG:

- Chi str dung Donepezil hydroclorid cho cat bénh nhan sa ) benh Alzheimer.

Chuwa cé nghién ctru trén cac bénh giam tri nhé khac.

- Géy mé: Donepezil hydroclorid la chat tc ché men cholinesterase c6 kha ning ting
cwéng s gian co loai succinylcholine trong qua trinh gay mé.

— Tim mach: Do tac dung dwoc ly clia thube nay, cac chét (e ché men cholinesterase co
thé cé cac tac dong cwong than kinh déi giao cdm trén nhjp tim (chang han nhw lam
cham nhip tim). Khd nang chiu tac dung nay cé thé dic biét quan trong déi v&i nhirng
bénh nhan cé "hdi chirng bénh xoang" hodc nhirng tinh trang bénh ly dan truyén trén
that cda tim.

— Tiéu héa: Nhirng bénh nhan cé nguy co gia tdng u loét cao (dwéng tiéu héa), ching
han nhw nhitng bénh nhan cé tién sir loét hodc nhirng bénh nhan dang dung déng thoi
cac thubc khang viém khéng steroid (NAIDs) can dwoc theo dai cac triéu chirng.

— Co quan sinh dyuc niéu: Cac thubc co tac dung giéng cholin c6 thé gay ra bi tiéu.

— Bénh ly thdn kinh: Bdng kinh: Ngudi ta tin ring cac thuéc cé tac dung gidng choline c6
kha ning gay co giat toan than. Tuy nhién, con déng kinh ciing c6 thé la mét biéu hiéu
ctia bénh Alzheimer.

—  Phéi: Do cac tac dung giéng choline ciia thuc, nén can than khi ké toa cac chat trc ché
cholinesterase cho nhirng bénh nhan cé tién s hen suyén hodc bénh phdi tdc nghén.

— L&i xe va van hanh may méc: Nén than trong khi lai xe hodc van hanh may méc nguy
hiém, phirc tap. Tuy nhién, chirng gidm tri nhé clia bénh Alzheimer cé thé 1am gidm kha
n&ng lai xe hodc lam gidm kha nang van hanh may maéc.
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PHY N’ CO THAI VA CHO CON BU
Luac c6 thai:
Donepezil hydroclorid chi nén dung trong thai ky néu nhw lgi ich cla viéc dung thubc
quan trong hon cac nguy co cé thé xay ra déi véi thai nhi hodc theo chi din cia bac si.
Ludc nuéi con bu: '
Donepezil duoc tiét vao stra chudt, khdng cé nghién ctbu trén phu nir cho con bu. Vi thé
khong nén cho con bu khi str dung Donepezil hydroclorid.
TUONG TAC THUOC:
- Ketoconazol, Quinidon, Itraconazol, Erythromycin, Fluoxetin trc ché sy chuyén héa clia
Donepezil, lam tang néng dd cia Donepezil.
— Cac chat cam (rng enzym nhw rifampicin, phenytoin, carbamazepin, va rwou cé thé lam
gidm ndng dd ctia Donepexzil.
- Donepezil c6 tac dgng hiép lyc voi cac thudc n
co, thubc cholinergic, thuéc chen betddEn stco thit cla co tim.

TAC DUNG KHONG MONG MUON: /%
— Ré&t thong gép (21/10): Tiéu chal dau
\ - Thwong gdp (21/100, <1/10): Ca giac, kich déng, chéng mét, mét
ngu, 6i mira, ndi mén @6, ngtra, chtig 7,/Mét moi, dau.
~ Khéng thwong gip (21/1000, <1/100)=8 , cham nhip tim, xuét huyét tiéu hoa,
loét da day ta trang.
— Hiém gap (<1/10000): Triéu chirng ngoai thap, bloc xoang nhi, bloc nhi thét, réi loai
chirc ning gan ké ca viém gan.
Théng bao cho thdy thuéc nhibng tic dung khéng mong muén gap phai khi st
dung thuéc.
DUNG QUA LIEU:
Lidu gay chét wéc tinh trung binh cla Donepezil hydroclorid sau khi dung mét liéu uéng
duy nhét & chudt nhat la 45 mg/kg va chudt cdng la 32 mg/kg, hodc gap khoang 225 va
160 14n lidu t6i da 10 mg mdi ngay ding cho ngudi. Cac dau hiéu lién quan dén liéu cla
sw kich thich cholinergic dwoc ghi nhan & cac dong vat thi nghiém va bao gébm gidm ctr
dong ty phat, tw thé nam sap, dang di ldo ddo, chdy nwéc mét, co giat rung, hé hap
U giam sut, tiét nwéc bot, co ddng tl, co cirng co cyc bd, gidm hé hap va than nhiét bé

mat giam. Viéc diing qua lidu véi chat (re ché cholinesterase co thé dwa dén con tiét
acetylcholine ddc trwng bdi budn nén, 6i mira trdm trong, tiét nudc bot, @ md héi,
cham nhip tim, huyét ap thap, gidm hd hap, ddt quy va co giat. Cé kha ning lam tang
nhwoc co va cé thé dwa dén tir vong néu céac co hd hap bj anh hwdng.
PIEU TRI:

Khi diing qua liéu nén diing cac bién phap hd tre’ toan than. Chét chéng tiét cholin béac
ba nhu atropine c6 thé dwoc str dung nhw mét thudc gidi ddc trong trueng hop qua liéu
Donepezil hydrociorid. B4t d4u tiém tinh mach 1 — 2 mg Atropin sulfat. Cac liéu dung
tiép theo tuy theo dap tng lam sang. Cac dap tng khdng dién hinh vé huyét ap va nhip
tim da dwoc bao céo véi cac tac dung giéng cholin khac khi dung phéi hop véi chét
chéng tiét cholin bac bén nhw glycopyrrolate. Chwa biét dwoc Donepezil hydroclorid
va/hodc cac san phdm chuyén hoa clia n6 co thé dwoc thai trir bang tham tach hay
khdng (thdm tach mau, thAm phan phac mac hodc loc mau).
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BAO QUAN: Noi khé thoang, tranh dnh sang, nhiét d phong: 30°C + 2°C.
HAN DUNG: 36 thang ké tir ngay san xuét.

DONG GOI: Hop 3 vi x 10 vién nén bao phim.

TIEU CHUAN CHAT LUQONG: Tiéu chun nha san xuét.

KHONG DUNG THUOC QUA HAN SU¥ DUNG
THUOC NAY CHI DUNG THEO PON CUA BAC Si
DE XA TAM TAY CUA TRE EM
POC KY HPONG DAN SU DUNG TRUOC KHI DUNG \l/
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si

TEN VA DIA CHi NHA SAN XUAT
CONG TY CO PHAN SPM (SPM CORPORATION)
ﬁ Ld 51, Bwong sb 2, KCN Tan'Tao, P. Tan Tao A, Q. Binh Téan, Tp. HCM
SPM DT:(08) 37507496 Fax: (08) 38771010




