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RX - Thude bén theo don

HUONG DAN SU DUNG THUOC
VIEN NEN BAO PHIM NEUROPEZIL 10

THANH PHAN:
MBi vién nén bao phim chira: »
(Tuong duong Donepezil base ............ 9.12mg)

Té dugc: Vira i 1 vién nén bao phim (Lactose monohydrat; Tinh bdt ngd; Cellulose vi
tinh thé; Hydroxypropy! cellulose; Magnesi stearat; Polyet lose,
Titan dioxyd; Sunset yellow).

DUQIC LYC:

Donepezil hydroclorid la chét (rc ché AChE, Donepezil pe
tiét acetyicholine & hé thin kinh trung vong. Do @6, thubc of
Donepezil hydroclorid (¢ ché dic hifu va thudn

Donepezil hydrociorid ¢b tac adng (rc ché acetylcholinesterase manh gdp 1000 n so
véi (rc ché butyrylcholinesterase. Butyryicholinesterase la enzym hign dign chi yéu &
ngodi hé thin kinh trung uong.

¥ nhirng bénh nhin gidm trl nhé do bénh Alzheimer khi tham gia vao thir nghiém lam
sing, viéc ding Donepezil hydrociorid lidd duy nhét hang ngay véi lidu tir 5 mg dén 10
mg t3o ra sy (rc ché hoat tinh men acetyicholinesterase & trang thai cdn bling (do &
mang té bao hdng cdu) 1 63,6% abi vii lidu 5§ mg va 77,3% ddi voi libu 10 mg. Tac
aong (rc ché acetyicholinesterase cila Donepezil hydroclorid (AChE) & 1é bao hdng cdu
twong duong voi cac tic ddng cla nd & wd ndo. Ngoai ra, ngudi ta da chimg minh co
sy tuong quan gira cic ndng 60 Donepezil hydroclorid trong huyét tuong, sy (e ché
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HOC:
thu; 86 18i da trong huyét twong dat duge khodng 3 - 4 gitr sau khi ubng
trong huyét twong va dign tich dudi dudng cong ting ty 1§ voi lidu
Théri gian ban hily & gial doan cubl khodng 70 gir. Nhur vily, viéc ding nhidu véi
ngdy sé din aén sy tiép cin dln 8én trang thai cdn bing. Khodng

cin bang, ndng 86 Donepezil hydrodlorid trong huyét twong va hoat tinh vé dugc
lién quan cho thiy cb rit it bién ddi trong tién trinh trong ngay. Thirc &n khing
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Khedng 57% keong Donepezil hydroclorid thii qua duong nudc tidu va 14,5%
mﬂmm.wmmﬂywmﬂnhﬁuhhhwnManﬂu
théi trir chil yéu. Khdng ¢ déu hidu ndo cho thidy Donepezil hydrociorid
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vivhodic bit ky chit chuyén héa nao clia né c6 chu ky gan rudt. Ndng 46 Donepezil
huyét trong gidm theo théi gian bén hiy khodng 70 gid.
D|NH:

Didu tri tridu chirng gidm tri nhé & mire 46 nhe hodc vira trong bénh Alzheimer,

LIEU DUNG - CACH DUNG:

Ngurni 16m/ Ngurdn cao tudi:

- Khéi ddu: Ubng 5 mg/ngdy vao budi tdi treée khi nghi ngoi. Duy tri liéu ndy trong it nhét
1 thang d& Donepezil hydrociorki dat trang thai &n dinh va thiy dugc déap (mg 1am sang.

- Sau 1 thing, c6 thé ting lidu ding ién 10 mg/ngdy, ubng 1 in vao budi tdi trudc khi
nghi ngoi. Khdng diing lidu cao hom 10 mg/ngay vi chura cé thir nghiém 14m sdng.

- Ngung sir dyng thubc néu khdng cdn thiy hiéu qud didu tr.

Ngued suy gan, suy thin: , Vs

- Suy thiin: Khong cin thiét didu chinh lidu dung. {</cONGTY

- Suy gan mirc 30 nhe va trung binh: Didu chinh lidu din
tirng bénh nhdn. Khdng co sb Béu abi véi suy gan njing. |

Tré em: Khing sir dung thubce nay cho tré em.

CHONG CHI PINH:

Qué mén cdm véi Donepezil hydroclorid, céc diin xuét clia piperidine hodc bét cir ta
dugc nao trong cdng thirc.

THAN TRONG:

~ Chi sir dyng Donepezil hydroclorid cho cac bénh nhan sa sit tri tug do bénh Alzheimer.
Chura c6 nghién cdru trén céc bénh gidm tri nhé khac.

- Géy mé: Donepezil hydroclorid 1a chit (rc ché men cholinesterase co kha ning ting
cuwdng sy gidn co loai succinyicholine trong qua trinh gay mé.

- Tim mach: Do tic dyng duogc ly cia thudc ndy, céc chit (rc ché men cholinesterase cé
thé c6 céc tac dOng cudng thin kinh db? giao cim trén nhip tim (chdng han nhu 1Am
ch4m nhip tim). Kha nding chiu tac dung ndy cé thé ddc biét quan trong déi véi nhirng
bénh nhin cé "hdi chirng bénh xoang™ hodic nhimg tinh trang bénh Iy din truyén trén
thét cda tim.

- Tiéu héa: Nhing bénh nhén cé nguy co gia ting u loét cao (dudng tiéu héa), ching
han nhu nhimg bénh nhan cé tién sir loét hodc nhimg bénh nhan dang ding ddng theri
céc thubc khang viém khdng steroid (NAIDs) cdn dugc theo ddi cac trigu chimg.

- Co quan sinh dyc nigu: Cac thubc cd tac dung gibng cholin c6 thé gy ra bi tidu.

- Bénh Iy than kinh: Ddng kinh: Ngui ta tin ring cac thube c6 tac dyng gibng choline co
kha niing gy co gidt todn than. Tuy nhién, con ddng kinh cing cé thé Id mdt bidu hidu
cia bénh Alzheimer.

- Phéi: Do céc tac dyng gidng choline cla thubc, nén clin thiin khi ké toa céc chiit irc ché
cholinesterase cho nhimg bénh nhan ¢6 tién s hen suydn holic bénh phdi thc nghén.
~ Ldi xe va vén hanh mdy moéc: Nén than trong khi ldi xe hodc van hanh may méc nguy
hiém, phirc tap. Tuy nhién, chizng gidm tri nhé cla bénh Alzheimer b thé lam gidm kha

nding lai xe hodc lam gidm kha nang van hanh may méc.
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PHU NO* CO THAI VA CHO CON B0
Lac ¢6 thai:
Donepezil hydroclorid chi nén ding trong thai ky néu nhu Igi ich cla viéc ding thubc
quan trong hon céc nguy oo c6 thé xidy ra 881 véi thai nhi hodic theo chi din cda béc sl,
Lic nubi con ba:

Donepezil dugc tiét vao stra chudt, khdng co nghién clu trén phy nir cho con bd. Vi thé

khdng nén cho con bl khi sir dyng Donepezil hydroclorid.
TUONG TAC THUOC:

- Ketoconazol, Quinidon, Itraconazol, Erythromycin, Fluoxetin rc ché sy chuyén héa cla
Donepezil, im ting ndng 86 cla Donepezil.

~ Céc chiit cdm (mg enzym nhu rifampicin, phenytoin, carbamazepin, va rugu cb thé lam
gidm ndng 44 cia Donepezil,

- Donepezil cé tdc ddng hiép lyc véi céc thube nhur suc ol Winbe, chen thdn kinh
co, thubc cholinergic, thudc chen beta trén sy co thit cla ofalim.

TAC DUNG KHONG MONG MUON:

- Rét thwdmg giip (21/10): Tiu chiy, budn ndn, nhirc GAu, E. c6 priN ,"
~ Thutmg gp (211100, <1/10): Cam lanh, chan &n, do giak kioh-ddall cibng mat, mét
ngl, 6i mira, nbi mén @6, ngira, chudt nit, 34l ddm, mét mél, Eaty

- Khéng thudng gép (21/1000, <1/100): Ddng kinh, chém nhip tim, xudt huyét tiéu héa,
loét da diy t trdng.

- Hiém gdp (<1/10000): Trigu chirng ngoai thap, bloc xoang nhi, bloc nhi thit, réi logi
chirc nding gan ké cd viém gan.
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DUNG QUA LIEU: W

Li¢u gdy chét uée tinh trung binh ciia Donepezil hydroclorid sau khi diing mét lidu vbng
duy nhét & chudt nhdt 14 45 mg/kg va chudt cbng 14 32 mgikg. hodic gép khoding 225 va
160 14n Bdu 14i da 10 mg mdi ngay ding cho ngudi. Cac ddu hidu lién quan dén libu cla
sy kich thich cholinergic dugc ghi nhin & cac ddng vat thi nghiém va bao gbm gidm cir
adng ty phat, tw thé ndm sdp, dang di o ddo, chdy nudc mit, co gt rung, hd hip
gidm sit, tiét nude bot, co ddng tlr, co cimg co cuc b, gidm hd hdp va than nhigt bé
mét gidm. Viéc ding qua lidu véi chét irc ché cholinesterase c6 thé dua aén con tiét
acetyicholine djic trung bédi bubn ndn, 6i mira trdm trong, tiét nuédc bot, 46 md hai,
chém nhip tim, huyét ap thdp, gidm hd hiip, 0t quy va co gi§it. Co khi nang ldm tang
nhugc co va cb thé dua dén tir vong néu cac co hd hilp bj dnh hudmg.
PIEV TR}:

Khi ding qué lidu nén ding céc bién phap hd tro toan than. Chit chéng tiét cholin bic
ba nhu atropine c6 thé dugc sir dyng nhu mdt thubc gidi déc trong trudmg hop qua lidu
Donepezil hydroclorid. Bt ddu tiém tinh mach 1 - 2 mg Atropin sulfat. Céc iéu ding
tiép theo tiry theo dap (g l4m sang. Cdc ddp ing khong dén hinh vé huyét 4p va nhip
tim 43 dugc bao cdo voi cac tac dyng gidng cholin khac khi dung phdi hep véi chit
chéng tiét cholin bic bdn nhu glycopyrrolate. Chua biét duge Donepezil hydrociorid

-
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va/hodc cac san phdm chuyén héa clia né cé thd duoc thai trir bing thAm tach hay
khdng (tham tach mau, thdm phan phic mac hodc lpc mau).
BAO QUAN: Noi khd thodng, tranh anh sang, nhiét dd phong: 30°C + 2°C.
HAN DUNG: 36 thang ké tir ngdy sdn xuét.
DONG GOI: Hop 3 vi x vi 10 vién.
TIEU CHUAN CHAT LU'QNG: Tiéu chuln nha san xuét.
KHONG DUNG THUOC QUA HAN SU DUNG v
THUOC NAY CHI DUNG THEO DON CUA BAC SIi
DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU’ DUNG TRUO'C KHI DUNG
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)

7\ 651, Duong sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
SPM DT: (08) 37507496 Fax: (08) 38771010

Tp. HCM, ngay 06 thang 09 ndm 2013
Téng Giam Déc

PHO CUCTRUONG *

Jlg;'uyfn Yin Chank



