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THUOC KE DON

R ALZANCER 10 MG

(Vién nén phan tan donepezil hydroclorid 10 mg)

Dé xa tam tay tré em
BPoc ky hedng dén sie dung triede khi dimg
Thudc nay chi ding theo don thudc

Thong bdo ngay cho bdc sy hodc dugc sV nhitng phan tmg cé hqi
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Thamh phdn hoat chét: Donepezil hydroclorid 10 me. Mot
Thémh phén td dwoc: Pharmaburst Cl, Prosolv SMCC HD 90, Kollidon CL, natri metabisulphid,

gdp phdi khi st dung thudc : Iﬁ{fﬁm
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1. THANH PHAN CONG THUC THUOC i< mana 5%
PHILIPPINES /2 1

Mb6i vién nén co chira;

colloidal silicon dioxid (Aerosil 200), aspartam, Kollidon CL-F, natri stearyl fumarat, magnesi

stearat.

2. DANG BAO CHE

Vién nén phan tan trong migng.

3. MO TA SAN PHAM

Vién nén hinh tron, mau tring, mot mit khic chit “ALZ”, mit con lai khéc s6 <107

4. CHIDINH

Thudc duoc chi dinh dé diéu tri triéu chirng sa sut tri tué tir nhe dén vira cua bénh Alzheimer.

5. LIEU DUNG, CACH DUNG

Liéu ding

Nguwoi lon / Ngwoi cao tudi

Viéc diéu tri bt dau ¢ lidu 5 mg/ngay (lidu 1 1An mdi ngay). Lidu 5 mg/ngay nén dugc duy tri it
nhat 1 thang dé co thé danh gia nhimg dap tmg 1am sang sdm nhit dbi véi viéc diéu tri ciing nhu
gitip dat dugc ndng d6 donepezil hydrochlorid & trang th4i 6n dinh. Sau 1 thing danh gia dap
{mg 1am sang & bénh nhan diéu tri & lidu 5 mg/ngay, cd thé ting lidu 16n dén 10 mg/ngay (lidu 1
lan/ngay). Liéu hang ngay t6i da dugc khuyén cdo 13 10 mg. Céc lidu 16n hon 10 mg/ngay chua

duoc nghién ciru trong cac thir nghi¢m 1am sang.
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Khi ngung diéu tri c6 thé thiy su giam dan nhitng tac dung c6 1¢i ciia thudc. Khong co diu hiéu
ndo vé tic dung phan héi hay triéu chimg ngung thude sau khi ngimg diéu tri dot ngo.

Suy than

Do thanh thai ctia donepezil hydroclorid khéng bi anh hudmg béi suy than, khong cin diéu chinh
liéu cho bénh nhan suy than.

Suy gan

Viéc diéu chinh liéu nén duogc thyc hién tity theo kha niing dung nap cua tirng bénh nhan do c6
kha ning ting ndng d6 thube trong trwomg hop suy gan nhe va vira.

Tréem

Khong sir dung donepezil hydroclorid cho tré em do tinh an todn va hiéu qua cua thudc & tré em
chua dugc chirng minh.

Cich dung

Thudc dung duong ubng.

Donepezil hydroclorid nén udéng mot liéu duy nhat vao budi toi, ngay trudc khi di ng.

Pit vién nén trén ludi, chd vién nén tan ra, sau d6 nudt cung hodc khdng cliing véi nude iy theo

¥ mubn cua bénh nhén.

6. CHONG CHI PINH

Man cam vdi donepezil hydroclorid, dan xuat cua piperidin hoiic bat ky ta duoc nao cua thude.

7. CANH BAO VA THAN TRQNG KHI DUNG THUOC

Viée diéu tri nén duoc bit dau va thyc hién boi bac sy co kinh nghiém trong viéc chan doan
chirng sa sut tri tu¢ cua bénh Alzheimer va diéu tri bénh Alzheimer. Viéc chin doan nén tuin
theo nhirng hudéng dan da dugc cong nhan (nhuw DSM IV, ICD 10). Viée diéu tri bing donepezil
chi nén bat dau khi dd c6 ngudi chiim séc bénh nhan, chiu trdch nhiém theo doi bénh nhin udng
thudc mot cach déu din. Piéu tri duy tri c6 thé tiép tuc khi thudc van con hidu qua diéu tri doi
vd1 bénh nhan. Do dé, hi¢u qua lam sang cua donepezil nén dwgce danh gia lai mot cach thuong
xuyén. Nén ngung diéu tri khi khong con thiy hiéu qua diéu tri. Sy ddp g clia timg c4 nhan
dbi voi donepezil khong thé doan trude duoc. Sir dung thudc cho bénh nhin bi nhitng loai sa sut
tri tu¢ khac hay nhitng 1di loan vé tri nh¢ khac (nhw suy giam nhan thirc nhe c¢6 mat tri nhd)
dang dugc nghién ciru.

Gay mé: Donepezil hydroclorid 13 chét e ché men cholinesterase c6 kha ning ting cuong sy
gian co loai succinylcholin trong qua trinh gay meé.

Bénh tim mach: Do tac dung dugc 1y cta thudc, cic chat wrc ché men cholinesterase c6 thé co

cac tac dung cudmng than kinh doi giao cam trén nhip tim (vi dy nhu nhip tim chim). Kha ning
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clia tac dung nay c6 thé dic biét quan trong doi v6i nhitng bénh nhan co "hoi chirng suy nut
xoang" hoic nhimng bénh Iy dan truyén trén tht clia tim, nhw bldc xoang nhi hay bloc nhi thét.
D3 c¢6 bao cao ghi nhin trudng hop ngat va dong kinh. Khi kiém tra nhitng bénh nhan nay, nén
can nhic kha ning bloc tim hoic ngung xoang kéo dai.

Bénh Iy da day - rupt: Nhitng bénh nhan c6 nguy co loét cao, nhw co tién sir vé bénh loét hoic
dang dung dong thoi cac thudc khang viém khong steroid (NSAIDs) can dwoc theo ddi cac triéu
chimg vé da day -ruét. Tuy nhién, nhitng nghién ctru 1am sang vé&i donepezil hydroclorid cho
thiy khong c6 sy gia ting, so vdi gia duge, vé ty 18 loét hodc xuét huyét da day - rudt.

Sinh duc - tiét niéu: Mic du chua duwoc ghi nhan trong nhitng thir nghiém 1am sang voi
donepezil hydroclorid nhung cac thude co tic dung gidng cholin cé thé gay ra bi tiéu.

Bénh Iy than kinh: Dong kinh; Cac thudc c6 tac dung giébng cholin duge cho 13 c6 kha ning gay
co git toan thin. Tuy nhién, con dong kinh ciing c6 thé 12 mot biéu hién cua bénh Alzheimer.
Nhirng thudc co tac dung gidng cholin cé thé lam ning thém hodc giy ra cac triéu chimg ngoai
thap.

Hi chitng dc tinh an than kinh (NMS): Hoi chimg 4c tinh an thin kinh (NMS), mdt tinh trang
de doa tinh mang dic trung béi ting than nhiét, cling co, than kinh ty tri khéng dn dinh, thay déi
nhan thitc va ndng do creatin phosphokinase huyét thanh ting, di dugc bao cio rat hiém gip do
donepezil, dic biét & bénh nhan sir dung dong thdi véi cac thudc chéng loan thin. Céc diu hiéu
bd sung khac co thé bao gdm myoglobin niéu (tiéu co van) va suy than cap. Néu bénh nhan co
cic dau hiéu va triéu ching tién trién cia NMS hoc bi sdt cao khong & nguyén nhin ma khong
c6 thém cac biéu hién 1am sang ciia NMS, nén ngimg dung thudc.

Bénh Iy hé hdp: Nén can than khi ké don cac chit trc ché cholinesterase cho nhitng bénh nhan
c6 tién sir hen hoic bénh phdi tic nghén do tac dung giong cholin ciia thudc.

Nén tranh str dyng dong thoi donepezil vi cdc chit we ché acetylcholinesterase, chat chi van
hay chét doi khang cua hé cholinergic.

Suy gan ngng: Chwa cé dit liéu doi v6i nhitng bénh nhan suy gan ning.

1y 1¢ tir vong & nhitng thir nghiém lam sang sa sut tri tué do mach mdu: 3 thtr nghiém 1am
sang trong 6 thang di duoc tién hanh dé nghién ctru tirmg bénh nhan dap tng tiéu chuin NINDS-
AIREN, chic hin hay c¢6 thé bi sa sit tri tué do mach mau (VaD). Tiéu chuin NINDS-AIREN
dwoc diit ra dé nhan dang nhitng bénh nhan ma sa sut tri tu¢ chi do nguyén nhan mach mau va dé
loai trir nhitng bénh nhan bi bénh Alzheimer. Trong nghién ciru dau tién, ty 1€ ttr vong 1a 2/198
(1,0%) véi lidu Smg donepezil hydroclorid, 5/206 (2,4%) véi liéu 10mg donepezil hydroclorid
va 7/199 (3,5%) v6i gia dugc. O nghién ciru thir hai, ty 18 tir vong 13 4/208 (1,9%) véi licu Smg
donepezil hydroclorid, 3/215 (1,4%) véi liéu 10mg donepezil hydroclorid va 1/193 (0,5%) véi
gia dugc. Trong nghién ctu thir ba, ty 1& tir vong 13 11/648 (1,7%) véi lidu Smg donepezil
hydroclorid va 0/326 (0%) vdi gia duge. Ty 1€ tr vong trong 3 nghién ciru sa sut tri tu¢ do mach
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mau ¢ nhém dung donepezil hydroclorid (1,7%) 1a cao hon vé mit s6 luong so voi nhém dung
gia duoc (1,1%), tuy nhién sy khac nhau nay khéng cé v nghia thong ké. Pa s6 trudng hop tir
vong xay ra khi bénh nhan dang dung hodc donepezil hydroclorid hodc gia dugc 1a do cac
nguyén nhin lién quan dén mach mau vi khong thé loai trir & nhitng d6i twong 16m tudi nay
thudng ¢ sin bénh mach mau. Mot phan tich ¢ tit ca cdc bién c6 mach mau nghiém trong ¢
hay khong de doa tinh mang chi ra ring khong c6 sy khac nhau vé ty 1¢ tai xuat hién & nhém
donepezil hydroclorid so véi nhom gia dugc.

Trong nhiing nghién cou bénh Alzheimer chung (n=4146), va khi nhitng nghién ciru bénh
Alzheimer nay gop chung véi nhirng nghién ctru sa sit tri tué khac (1At ca n=6888), ty 1é tir vong
& nhém gia duoc vugt nhom dung donepezil hydroclorid vé s6 luong.

Natri metabisulphit: Thubc chira natri metabisulphit, hiém khi giy ra phan mg qua man va co
thit phé quan nghiém trong.

Aspartam: Thube chira aspartam, 14 mot ngudn phenylalanin. Do dé, co thé co hai cho nhiing
bénh nhan bi phenylketon nicu.

Natri stearyl fumarat: Mdi vién nén chira dudi 1 mmol (23 mg) natri. Do d6, khong cé tic dung

phu nao do natri dugce du doan.

8. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

Khong c6 du dit li€u tir viéc st dung donepezil hydroclorid & phu nit ¢6 thai.

Céc nghién ciru trén dong vat khong cho thiy tic dung gy qudi thai nhung di cho thiy doc tinh
trwde va sau sinh. Nhitng nguy co tiém 4n cho con nguoi 1a chuwa biét.

Donepezil hydroclorid khong nén dugc sit dung trong khi mang thai trir khi lgi ich vugt (o1 so
vgi nguy co.

Phu nit cho con bu

O ngudi, khong biét liéu donepezil hydroclorid c¢6 duoc bai tiét vao sita me hay khong va chwa
¢O nghi¢n ctru nao duge thuc hign ¢ phu nit cho con bi. Do dd, phu nit dang dung donepezil

hydroclorid khong nén cho con bu.

9. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Donepezil hydroclorid c6 anh hudmg nhe hoiic trung binh dén kha ning 14i xe va vin hanh mdy
méc.

Sa sut tri tué c6 thé lam suy giam kha ning 14i xe hoic sir dung mdy méc. Hon nira, donepezil
hydroclorid c6 thé giy mét moi, chong mit va chudt rit, chu yéu 1a khi bt dau diéu tri hoic
ting liéu. B4c si diu tri nén thuong xuyén dinh gid kha ning bénh nhan c6 thé tiép tuc 14i xe

hoic van hanh may moc phirc tap.
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10. TUONG TAC, TUONG KY CUA THUOC

Tuwong tic cia thude

Nén tranh sir dung dong thoi donepezil hydroclorid va cac chit trc ché cholinesterase khac.
Donepezil hydroclorid vi/hoiic bt ky chét chuyén hoa ndo ciia n6 khong tic ché s chuyén hoa
cua theophyllin, warfarin, cimetidin hodic digoxin & ngudi. Sy chuyén héa cua donepezil
hydroclorid khong bi anh hudng boi viée sir dung dong thoi digoxin hodic cimetidin.

Céc nghién ctru in vitro d chi ra ring cAc isoenzym cytochrom P450 3A4 va 2D6 (& mic dd
nho) cé anh hwong dén sy chuyén hoa donepezil. Cac nghién ciru twong tac thudc thye hién in
vitro cho thiy ketoconazol va quinidin, 1an Tugt 13 cic chét tric ché CYP3A4 va 2D6, tc ché
chuyén hoa donepezil. Do d6, nhitng chat niy va nhitng chét tic ché CYP3A4 nhu itraconazol va
erythromycin, va cac chit wc ché CYP2D6 nhu fluoxetin, c6 thé frc ché chuyén hoéa cua
donepezil. Trong mot nghién ciru ¢ nhitng nguoi tinh nguyén khée manh, ketoconazol lam ting
ndng d6 donepezil trung binh khoang 30%.

Cac chit cam tng enzym nhu rifampicin, phenytoin, catbamazepin va rugu ¢6 thé 1am giam tac
dung ctia donepezil. Vi khong rd cudng do ciia hiéu img trc ché hay cam tmg nén cAn can thin
khi dung két hop cac thudc trén. Donepezil hydroclorid ¢6 kha ning anh hudng dén cac loai
thudc co hoat tinh khing cholinergic. Ngoai ra donepezil con cé thé lam ting nong do/tic dung
ciia cic thudc nhu succinylcholin, cic chit trc ché thin kinh co khac hodc chdt chu véan
cholinergic hodc cac tac nhan chen beta co6 tac dung 1én dan truyén tim.

Tuwong ky ciia thude

Khéng ap dung.

11. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Cac phan tmg c6 hai thudng gip nhit 1a tiéu chdy, chudt rat, mét moi, budn ndén, nén va mat
ngu.

Bang tom tit cac phan tmg c6 hai duoc phan nhém theo tan sut: rat thudng gip (ADR > 1/10),
thuong gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR <
1/1000), rat hiém gip (ADR < 1/10000) va khong 16 tin suit (khong thé wéc luong duoc tir s6

liéu co san).

H¢ co quan Rit thwong |Thwong gap It gap Hiém gap Rat hiém gap
gap
Nhif:m khuan va Cam lanh thong
nhiém ky sinh thuong
Réi loan chuyén Chan an
héa va dinh
dudng
R&1 loan tim théan Ao giac **
Kich dong **
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Hanh vi  hung
hang**
Gifc mo  bat
thudng va ac mong
ek
R&1 loan hé than Ngét * Co giat * Cac triégu |HO1 chirng ac
kinh Chong mit chimg  ngoai |tinh an than
Mat ngt thap kinh
R61 loan tim Nhip tim [Bléc xoang -
cham nhi
Bloe nhi - that
Réiloan tituhda |Tiéuchay  |(Nénmira Xuat  huyét
Budn nén R61  leoan vung |ti€u hoa
bung Loét da day
va ta trang
Tang tiét
nuae bot
R&1 loan gan - R6i loan chirc
mat ning gan bao
gbm viém gan
sedkesk
R6i loan da va Phat ban
mé dudi da Ngtra
R6i  loan co Chuot rat Tiéu co van
xwong va mé lién kA
ket
R&1 loan than va Tiéu khong tir chu
tiét niéu
R6i loan chung |Dau dau Suy nhuroe
va tai duong dung Pau
thuoe
Xét nghiém Tang nhe
ndéng do trong
huyét thanh
clia  creatin
kinase
Chéan thuwong, ngd Tai nan
doc

* Khi nghién ciru bénh nhan bi ngat hoic co giit, nén xem xét kha niing bloc tim hoic ngung
xoang kéo dai.

** Ao gidc, gidc mo bat thuong, Ac mong, hanh vi kich dong va hung hin di dwoc giai quyét khi
giam liéu hoiic ngimg diéu tri.

#** Trong trudng hop 16i loan chirc ning gan khong & nguyén nhan, nén xem xét viéc nglng str
dung donepezil hydroclorid.

*#%¥% Tieu co van di duoc bao cao xay ra doc 1ap voi hoi chirng ac tinh an than kinh va tam thoi

lién quan dén khéi dau hodc ting liéu donepezil.

12. QUA LIEU VA CACH XU TRi
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Qui liéu

Liéu giy chét trung binh wdc tinh cta donepezil hydroclorid sau khi dung mot lidu uéng duy
nhat & chudt nhit 1a 45 mg/kg va chudt cong 1a 32 mg/kg, twong dwong khoang 225 14n va 160
1an liéu tdi da dugc khuyén cdo cho ngudi 10 mg/mgay. Cic dau hiéu ciia sy kich thich
cholinergic lién quan dén liéu dugc ghi nhan & cac dong vat thi nghiém bao gdm: giam cur dong
tw v, tu thé nim sap, dang di lao dao, chay nudc mdt, co giat rung, ho hip giam, tiét nudc bot, co
dong tir, co cimg co cuc bo va thin nhiét bé mit giam.

Dung qua lidu chat trc ché cholinesterase ¢ thé dan dén kich thich hé cholinergic dic trung boi
budn ndn nghiém trong, non, ting tiét nudc bot, dd6 md hdi, cham nhip tim, ha huyét ap, giam hd
hép, truy tudn hoan va co giat. Cé kha ning ting tinh trang nhwoc co va cé thé dan dén tir vong
néu cc co hd hip bi anh hudng,

Cach xir tri

Ciing nhu trong bat ky trudng hop diung qua lidu ndo, nén dung cac bién phap hd trg toan than.
Chat khang cholinergic bac ba nhu atropin c6 thé dwgc sit dung nhrr mot thudc giai doc trong
truomg hop qua lidu donepezil hydroclorid. Nén dung atropin sulphat tiém tinh mach véi liéu
duoc chudn do cho dén khi dat hiéu qua mong mubn; 1iéu khdi dau tir 1 dén 2 mg tiém tinh
mach véi liéu ké tiép duwa trén dap tng 1am sang. Céc dap tng khong dién hinh vé huyét dp va
nhip tim di dugc ghi nhin véi cic thudce c6 tic dung gidng cholin khi duoc dung dong thdi véi
cac thude khang cholinergic bac boén nhu glycopyrrolat. Chua 18 ¢6 phai donepezil hydriclorid
vi/hoiic cac chit chuyén héa cna nd c6 thé dwoc thai trir bing loc mau hay khong (thim tach

mau, thAm phan phic mac hoidc loc mau).

13. PAC TINH DUQC LUC HOC

Nhém dwge Iy: Thude didu tri sa sat tri tug; thudc khing cholinesterase

Ma ATC: NO6DAO2.

Co ché tic dung

Donepezil hydroclorid 1a mot chat tc ché dic hiéu va co6 hoi phuc acetylcholinesterase, mot
cholinesterase chiém wu thé trong ndo. Trong thir nghiém in vitro, donepezil hydroclorid trc ché
enzym ndy manh hon 1.000 1in so vé&i butyrylcholinesterase, mot enzym hién dién chu yéu bén
ngoai hé than kinh trung wong.

Sa st tri tué trong bénh Alzheimer

Bénh Alzheimer mirc dé nhe dén trung binh

O nhiing bénh nhan bi chitng sa sit tri tué trong bénh Alzheimer tham gia vao thir nghiém sang,
viéc dung donepezil hydroclorid liéu duy nhat hang ngay 5 mg hodc 10 mg tao ra su tic ché hoat
tinh acetylcholinesterase ¢ trang thai 6n dinh (do & mang hong ciu) 1 63,6% va 77,3% tuong

tmg sau khi dung thubc. Sw wrc ché acetylcholinesterase (AChE) cua donepezil hydroclorid & té
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bao hong cau cé lién quan dén nhiing thay doi thang diém ADAS-cog, mdt thang diém nhay dé
kiém tra phuong dién nhan thirc ¢6 chon loc. Kha ning ctia donepezil hydroclorid trong viéc 1am
thay do6i qua trinh bénh 1y than kinh tiém 4n chua dugc nghién ciu. Vi vay donepezil
hydroclorid khong dugc xem 13 c6 bat ky tic dong ndo trén tién trién cua bénh.
Hiéu qua cua viéc diéu tri chimg sa sit tri tué trong bénh Alzheimer bing donepezil hydroclorid
dd dugc nghién ciru trong 4 thir nghiém 1am sang co kiém chimg bing gia dugc, 2 thir nghiém
kéo dai 6 thang va 2 thir nghi€ém kéo dai 1 nim.
Trong thir nghiém 1am sang kéo dai 6 thang, viéc phan tich hi¢u qua cua viée diéu tri bing
donepezil dua trén sy két hop cta 3 tiéu chuin: thang diém ADAS-cog (danh gia kha niing nhan
thirc), cam tudng dira trén phong van 1am sang cua bic sy vé su thay doi véi cac dir liu caa
ngudi chim séc (danh gia toan thé chirc ning - CIBIC) va thang diém danh gia cac hoat dong
song hang ngay trong thang diém danh gia sa sut tri tué trén 14m sang (danh gi4 kha ning hoa
nhap cong dong, gia dinh, s¢ thich va chim séc ca nhan). Nhitng bénh nhin dép wng tiéu chuin
liét ké dudi day dugce xem la o dap tng diéu tr.
Pép tmg = Cai thién diém ADAS-cog it nhit 4 diém

Piém CIBIC+ khdng x4u di

Piém danh gia cac hoat dong sdng hang ngay trong thang di¢m danh gia sw sa sut tri

tué trén 1am sang khong xau di.

% dap trng
Dén s6 tham gia nghién ctru | S6 trudng hop duoc quan st
n =365 n=352
Nhom gia duge 10% 10%
Nhom vién nén donepezil 5 mg | 18% * 18% *
Nhém vién nén donepezil 10 mg |21% * 22% **
*p <0,05
**p<0,01

Vién nén donepezil di tao ra sy gia ting c6 v nghia thong ké phu thude vao liéu dung vdi sb
phan trim cic bénh nhan dugc danh gid 1a dap tmg diéu tri.

14. CAC PAC TINH DUGC PONG HQC

Hip thu

Nong d6 dinh trong huyét twong dat duoc khoang 3-4 gir sau khi uéng. Nong do trong huyét
twong va dién tich dudi dudng cong (UAC) ting ty 1¢ véi lidu dung. Thoi gian ban huy ¢ giai
doan cudi khoang 70 gio, nhir vy viéc dung liéu duy nhat hang ngay nhiéu s& dan dua dén trang
thai 6n dinh, Trang thdi gAn nhw 6n dinh dat dugc trong vong 3 tuan sau khi bit dau tri lidu. Mot
khi dat dugc trang thai 6n dinh, ndng d6 donepezil hydroclorid trong huyét twong va hoat tinh vé
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dugc Iye hoc lién quan cho thay c6 it bién doi trong sudt ca ngay. Thitc dn khong anh hudng dén
sir hap thu ctia donepezil hydroclorid.

Phin b6

Khoang 95% donepezil hydroclorid gin v&i protein huyét trong ngudi. Su gin két véi protein
huyét twong cua 6-O-desmethyl donepezil, chit chuyén hoa ¢ hoat tinh, chira dwoc biét 5. Su
phéan bd donepezil hydroclorid & cac md khic nhau chwa dwgc nghién ciru 18 rang. Tuy nhién,
trong mot nghién ctru trén quy mo 16n tién hanh trén nhirng ngudi nam tinh nguyén khée manh,
240 gior sau khi dung lidu duy nhit 5Smg donepezil hydroclorid dwoc danh diu 14C, khoang 28%
chat dong vi danh diu van chira thu hdi duge. Piéu nay cho thiy donepezil hydroclorid vi/hoic
cic chat chuyén héa cua n6 cé thé ton tai trong co thé trén 10 ngay.

Chuyén hoa/ Thai trir

Donepezil hydroclorid dugc dio thai trong nrdc tiéu & ca hai dang khong thay doi va dang
chuyén hoa nhd hé théng cytochrom P450 thanh nhidu chit chuyén hoa, khong phai tit ca cic
chat chuyén héa nay déu dugc xac dinh. Sau khi ding liéu duy nhit 5 mg donepezil hydroclorid
dugc danh diu bing 14C. mirc phong xa trong huyét twong, dugc thé hién bing ty 1& phan trim
lidu dung, hién dién chu yéu & dang donepezil hydroclorid khong thay dbi (30%), 6-O-
desmethyl donepezil (11% - chat chuyén hoa duy nhat thé hién hoat tinh tuong tu voi donepezil
hydroclorid), donepezil-cis-N-oxide (9%), 5-O-desmethyl donepezil (7%) va dang lién hop
glucuronide cua 5-O-desmethyl donepezil (3%).

Khoang 57% tong lwong phong xa di dung duoc thu hoi lai tir nude tiéu (17% & dang donepezil
khong d6i), va 14,5% dugc thu hdi lai tir phan, cho thiy sy bién d6i sinh hoc va bai tiét nudce
tiéu 1a duong thai trir chit yéu. Khéng c6 dau hiéu nao cho thay donepezil hydroclorid va/hoic
bat ky chat chuyén héa nio cta né tham gia chu trinh gan rudt.

Néng d6 donepezil trong huyét twong giam theo théi gian ban huy vao khoang 70 gid.
Nhém bénh nhin dic biét

Gidi tinh, ching toc va tién st hit thudc 14 khéng cé anh huéng c6 ¥ nghia 1Am sang dbi véi
noéng do donepezil hydroclorid trong huyét twong. Duge dong hoc cia donepezil chua dugc
nghién ciru mot cach chinh thirc & nhirng nguéi cao tudi khde manh hoic & nhirng bénh nhan bi
sa sat tri tué do bénh Alzheimer hodic bénh nhan bi sa sit tri tué do mach mau. Tuy nhién ndng
dd trung binh trong huyét twong cia nhiing bénh nhan gan nhu twong dwong vdi nhirg nguoi
tinh nguyén khée manh.

Nhiing bénh nhan suy gan nhe dén vira c6 ting ndng d6 donepezil & trang thai 6n dinh, dién tich
AUCva néng d0 Ciax trung binh ting twong tng 1a 48% va 39%.

15. QUY CACH PONG GOI

Hop 4 vi x 7 vién.



https:/trungtamthuocc.com/

16. PIEU KIEN BAO QUAN

Bao quan dudi 30°C, trong bao bi gbc cua thude.

17. HAN DUNG CUA THUOC
24 thang ké tir ngdy san xuét. Khong dung thude qua han st dung.

18. TIEU CHUAN CHAT LUQNG CUA THUOC
TCCS.

19. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s6 san xuat: NOBEL ILAC SANAYII VE TICARET A.S.
Pia chi: Sancaklar Mah. Eski Akcakoca Cad. No: 299 81100 Duzce/ Turkey (Tho Nhi Ky).

10




