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Vién nén Olanzapine
Opelan-5/10

Thanh phan:
M&i vién nén bao phim chira:
Olanzapine 5mg/10mg

Thanh phén: Bét cellulose vi tinh thé, pharmatose DCL15, aerosil, povidon, magié stearat, talc.
Hoa hoc: 2-methyl-4-(4-methyl-1-piperazinyl)1-OH-thieno[2,3-b][1,5] benzodiazepine.

Nhomdwere ly: Thubc chéngréiloantamthan. = S

Dworc lwe hoc: Hoat tinh chéng réi loan tam than cla olanzapine dwoc diéu chinh qua sy phdi hop
tac dung déi khang clia dopamine va serotonin typ 2 (5 HT,). Sw d6i khang tai cac thu thé khac thu thé
cuia dopamine va clia 5 HT, v&i nhirng &i lic twong dwong tai thu thé cé thé cat nghia mét sé tac dung
diéu trj va tac dung ngoai y khac clia olanzapine. Sy dbi khang clia olanzapine tai thy thé muscarinic
c6 thé cét ngha tac dung khang cholinergic ctia thube. Sy dbi khang clia olanzapine tai thu thé H, c6
thé cét nghia tinh trang budn ngti khi diing thuéc nay. Sw déi khang ctia olanzapine tai thu thé alpha,
c6 thé catnghia tdc dung clia thude lam ha huyét &p tw thé diing.

Dweo'c dong hoc: Sau khi ubng, olanzapine hap thu rat tét, dat néng do dinh trong huyét twong trong 5

- 8 gi¢r. Hap thu thudc khéng bi anh hwéng bdi thire an. Chura xac dinh dugc sinh kha dung khi uéng

so v&i tiém tinh mach. Chuyén héa qua gan qua phan (rng oxy hoa va lién hgp. Chéat chuyén héa
chinh la 10-N-glucuronide cta olanzapine, chat nay khéng qua dwoc hang rdo mau - ndo. Cytochrom
P450 dang CYP2D6 |a enzym xtc tac cho sw tao thanh cac chat chuyén hoa N-desmethyl va 2-
-hydroxymethyl: nghién ctru in vive trén dong vét-thay hai-chat chuyén héa nay co tac dung dugcly
kém han chat me olanzapine. Chl yéu chat me méi cé tac dung duocly.

Chi dinh: Dé chdng rdi loan tam than, & bénh nhan da chirng td cé dap ng tét véi cac liéu khéi dau,
thay olanzapine duy tri dwoc sy cai thién |am sang khi tiép tuc diéu tri.

Chéng chi dinh: Bénh nhan qua man cam véi cac thanh phan ctia ché pham. Cam diing & bénh nhan
c6 glaucome géc hep.

Tac dung ngoai y/phan (rng c6 hai: Nhirng tac dung ngoai y thwéng gap véi olanzapine 1a bubn ng
va tdng can. Tang thé trong cd lién quan téi chi sé khoi co thé (Body mass index, BMI) di thap trudc
khi dung thudc va dung liéu khéi dau 15mg, thinh thodng cé gap chdng mat, thém &n, phui ngoai bién,
ha huyét ap tw thé dirng, tac dung khang cholinergic nhe va thoang qua, nhw tdo bén, khé miéng. Cé
tang thoang qua va khéng triéu chirng enzym gan (ALT, AST), d&c biét trong nhirng ngay dau dung
thude. Olanzapine con gay chirng loan van dong dén mudn va/ hodc cac hdi chirng ngoai thap khac,
den mudn hon.

*Théng béo cho béac sy nhiing tac dung khéng mong mudn gap phai khi dung thuéc.

Than trong va canh bao: Dung than trong & bénh nhan cé tién s cac con kich phat hodc c6 nhirng
diéu kién dé dé bj Ién con. Ciing can can than khi phdi hop olanzapine voi cac thudc khac tac dong lén
than kinh trung wong hodc véi rwgu. Cé thé olanzapine

gay budn ngt, bénh nhan can canh giac khi van hanh may méc gay nguy hiém hoéc khi lai xe.

Twong tac thudc: Thude khang acid (magnesi, nhém) hoéc cimetidine khéng anh hwéng dén sinh
kha dung cla olanzapine dwdng udng. Dung ddng thdi than hoat sé lam giam sinh kha dung cla
olanzapine dwédng ubng tir 50 dén 60%.

Chuyén hoa ctia olanzapine cé thé bi anh hwéng do hit thudc |4 (d6 thanh thai clia olanzapine thap
hon 33% va thei gian ban thai dai hon 21% & nhirng ngudi khéng hit thube 14 so véi ngudi hit thude
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ld) hodc do diéu trj bang carbamazepin (d6 thanh thai tdng 44% va thai gian ban thai gidm 20% khi
diéu trj bang carbamazepin).

Dwoc ddong hoc cua Theophylin khéng thay dbi khi dung cung véi olanzapine. Néng do olanzapine lic
6n dinh khéng anh hwéng dén duge ddng hoc ctia ethanol. Tuy nhién, tac dung hiép dong vé dwoc ly
hoc nhu gay tang an than cé thé xay ra khi diing ethanol cling véi olanzapine. Olanzapine khéng trc
ché sw chuyén hoa ctia imipramine, warfarin hoac diazepam. Olanzapin khéng cé twong tac khiding
chung v@i lithium hoac biperiden.

Khi mang thai va th&i ky con con bi: B&nh nhan can théng bao cho thay thudc biét minh da mang
thai hodc mubn cé thai trong théi gian diing olanzapine. Tuy nhién, vi kinh nghiém trén ngudi con han
ché, nén chi dung thudc nay khi loi ich diéu tri cho me vwot han rii ro cé thé cd cho thai. Olanzapine
bai tiét dwoc qua sika clia chubt cong cai. Chura rd thudc ndy cé qua stra ngudi me hay khdng? Vi vay,
néu phai dung olanzapine, thi ngudi me khong dwoc con con bu.

Liéu lwgng va cach dung:

Theo ché d6 uéng mét 1an duy nhat mi ngay, khéng phu thudc bira dn, théng thwdng khéi dAu bing 5
- 10mg, v&i liu dich la 10mg/ngay, trong vai ngay. Khi can, sé diéu chinh liéu, nhung nén cach quang
1 tuan. Liéu diéu chinh dya theo dap (rng Iam sang cla tirng ca thé, nhung ndm trong ranh giéi 5 -
20mg moi ngay. Sy tang liéu cao hon liéu théng thudng (10mg/ngay), vi du téi liéu 15mg/ngay chi
dwoc khuyen cao st dung sau khi da cé danh gia 1am sang chat ché va thich dang. 3

Nguoi cao tudi: Liéu khéi dau thap (5mg/ngay) khéng gay phién ha, nhwng nén can nhac cho bénh
nhan dé bdo dam vé lam sang.

Bénh nhén suy gan, suy than: Nén khéi dau bang lidu thap (5mg/ngay).

Phu ni¥ so vé&i nam gidi: Khéng can thay ddi liéu thong thuwéng va ligu khéi dau khi diéu trj cho bénh
nhan nir so vé&inam gidi.

Nguoi hat thude va khéng hat thuée Ia: Liéu khéi dau va khodng liéu gitra 2 ddi twong nay khong khac
nhau. Nén can nhéc dé giam liéu khéi dau. Khi cé chi dinh, thi sy tang liéu nén duy tri & nhirng ddi
twong nay.

Qua liéu, triéu chirng, giai ddc: & bénh nhan dung liéu cao nhét 13 300mg, chi thdy nhirng triéu
chirng 1a budn ngt va néi liu riu. Dung qua liéu, thi cac dau hiéu séng con thwong nam trong ranh gidi
binh thwdng. Triéu chirng cé thé la budn ngd, gian déng t&r, nhin m&, suy hé hap, ha huyét ap va cé
thé réi loan ngoai thap. Khéng c6 thuéc chéng doc dac hiéu cho olanzapine. Vi vay, can tién hanh diéu
tri hé tro thich hop. Trwéc hét, phai cé bién phap thich dang dé diéu tri sw ha huyét ap va truy tuan
hoan, vi dy truyén dich qua tinh mach va/ hodc ding thudc cwéng giao cam.

Giam séat chit ché va theo dbi subt théi gian diéu tri qué liéu cho téi khi bénh nhan hdi phuc.

Bao quan: Bao quan & noi khd mét. Tranh anh sang.
Tiéu chuan: Nha san xuét

Tuoi tho: 36 thang ké tir ngay san xuat.

——*Khéng-duge dung thube qué han strdung = : RN TRAG
Trinh bay: Hop 10 vix 10 vién
*Boc ky hudng dan strdung trude khi dung. Néu can théng tin xin hdi y kién bac sy.

*Thubc nay chi durgre ban theo dom cuia thay thuéc.
*Khéng dwore dung qud liéu chi dinh.

San xuat baoi: EXG-MLO1I-1154
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