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Vién nén olanzapine Smg / 10mg
SIZOCA-5/10

Sizoca-5: Mai vién nén bao phim chira Smg olanzapine.

Té duge: Bot cellulose vi tinh thé, pharmatose DCL15, aerosil, povidon, magié stearat,
talc, yellow oxide of iron.

Sizoca-10: Mdi vién nén bao phim chira 10mg olanzapine.

Td duoc: Bot cellulose vi tinh thé, pharmatose DCL13, aerosil, povidon, magié stearat,
talc, ferric oxide (red).

Hoa hoc: 2-methyl-4-(4-methyl- 1-piperazinyl)1-OH-thieno[2,3-b][1,5]
benzodiazepine.

Nhém dwoe ly: Thude chdng rdi loan tim than.

Dugc Iy hoe: Hoat tinh chéng rdi loan tdm thin cta olanzapine dugc diéu chinh qua
su phdi hop tac dung ddi khang ctia dopamine va serotonin typ 2 (5 HT?2). Su dbi
khang tai cac thu thé khac thu thé cta dopamine va cua 5 HT?2 véi nhitng éi lyc twong
duong tai thu thé co thé cit nghia mot sd tac dung diéu tri va tac dung ngoai y khéc
ctia olanzapine. Su dbi khang cua olanzapine tai thu thé muscarinic c6 thé cit nghia tac
dung khang cholinergic ciia thudc. Sy d6i khang cua olanzapine tai thu thé H] ¢6 thé
cét nghia tinh trang budn nga khi dung thudc nay. Su d6i khang cia olanzapine tai thu =,
thé alpha] c6 thé cit nghia tac dung ciia thude lam ha huyét ap tu thé ding.

Dugce dong hoc: Sau khi uéng, olanzapine hp thu rét tt, dat ndng do dinh trong
huyét twong trong S - 8 gid. Hap thu thudc khong bi anh hudng bai thirc an. Chua xac v,
dinh dugc sinh kha dung khi udng so véi tiém tinh mach. Chuyén hoa qua gan qua
phan {mg oxy hod va lién hop. Chét chuyén hoéa chinh 1a 10-N-glucuronide cua
olanzapine, chit nay khong qua dugc hang rao mau - nio. Cytochrom P450 dang
CYP2D6 1a enzym xGc tac cho su tao thanh cac chét chuyén hoa N-desmethyl va 2-
hydroxymethyl: nghién ctru in vivo trén dong vét, thay hai chét chuyén hoa nay co tac
dung dugc Iy kém hin chét me olanzapine. Chti yéu chit me méi ¢é tac dung duge 1y.
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Chi dinh: Dé chong ri loan tim than, & bénh nhén da chimg t6 c6 dap tng tdt véi cac
liéu khoi dau, thay olanzapine duy tri duge su cai thién 14m sang khi tiép tuc diéu tri.

Chéng chi dinh: Bénh nhan qua min cim véi cac thanh phan cta ché pham. Cdm
dung & bénh nhéan cé glaucome goc hep.

Téc dung ngoai y/phédn irng cé hai:

Nhirng tac dung ngoai y thuong gép vdi olanzapine la budn ngu va tang can. Tang thé
trong ¢6 lién quan t6i chi sé khéi co thé (Body mass index, BMI) dii thip trudc khi
dung thudc va dung lidu khoi ddu 15mg, thinh thoang c6 gap chong mat, thém an, phu
ngoai bién, ha huyét ap tu thé diung, tac dung khang cholinergic nhe va thoang qua,
nhur tdo bon, kh6 miéng. Co6 ting thoang qua va khong tri¢u chimmg enzym gan (ALT,
AST), dic biét trong nhirng ngay diu dung thude. Olanzapine con gdy ching loan vén
dong dén mudn va/ hodc cac hoi chirng ngoai thap khac, dén mudn hon.

* Thong bdo cho bdc sy nhitng tic dung khéng mong mubn gdp phai khi ding
thuoc.
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Anh huong ciia thude dén kha nang lai xe va van hanh may mdc:
Vi olanzapine gy budn ngii nén can than trong khi vn hanh may méc gy nguy hi€ém
hoéc khi lai xe.

Than trong va canh bao: Dung thin trong & bénh nhén co tién str cic con kich phat
hodc ¢6 nhimg diéu kién dé d& bi 1én con. Ciing c4n ¢in than khi phdi hop olanzapine
v6i cac thube khac tac dong 1én thin kinh trung wong hodc véi rugu.

Twong tic thube: Thube khang acid (magnesi, nhom} hodc cimetidine khong anh
hudéng dén sinh kha dung cia olanzapine dudng uong. Dung ddng thoi than hoat s&
lam glam sinh kha dung cia olanzapme dudng ubng tir 50 dén 60%.

Chuyén hoa ctia olanzapine c6 thé bi anh hudng do hut thube 14 (46 thanh thai cua
olanzapine thip hon 33% va thdi gian ban thai dai hon 21% & nhing ngudi khéng
hit thube 14 so véi ngudi hat thude 13) hodc do didu tri bang carbamazepin (d9
thanh thai ting 44% va thdi gian ban thai giam 20% khi didu tri bing
carbamazepin).

Dugc dong hoc cua Theophylin khong thay ddi khi dang cung véi olanzapine. Néng
d6 olanzapine lic 6n dinh khéng anh hudng dén duoc dong hoc cua ethanol. Tuy
nhién, tac dung hiép déng vé duoc Iy hoc nhu gy ting an than c6 thé xay ra khi ding
ethanol cling véi olanzapine. Olanzapine khong (rc ché su chuyén hoé ctia imipramine,
warfarin hoac diazepam. Olanzapin khdng c6 tuong tac khi diung chung véi lithium
hodc biperiden.

Sit dung thuéc & phu nir mang thai va cho con bu: Bénh nhan cn thong bio cho
thay thude biét minh d4 mang thai hoic muén c6 thai trong thai gian dang olanzapine.
Tuy nhién, vi kinh nghiém trén ngudi con han ché, nén chi ding thude nay khi loi ich
diéu tri cho me vugt hin i ro ¢é thé c6 cho thai. Olanzapine bai tiét duge qua sita cia
chuét cong cai. Chua rd thude nay c6 qua sita ngudi me hay khéng? Vi vdy, néu phai
dung olanzapine, thi ngudi me khéng duge con con bu.

Liéu lwong va cach dung: Theo ché d6 udbng mot 1an duy nhit mdi ngay, khéng phu
thuge bira dn, thong thudng khai dAu bang 5 - 10mg, véi lidu dich la 10mg/ngay, trong
vai ngay. Khi can, s& diéu chinh liéu, nhung nén cach quing 1 tun. Lidu didu chinh
dua theo dap ng lam sang cua tung ca thé, nhung ndm trong ranh gi6i 5 - 20mg mdi
ngay. Su tang lidu cao hon lidu thong thuomg (10mg/ngay), vi du téi lidu 15meg/ngay
chi dugc khuyén cao sur dung sau khi 43 c6 danh gid 1am sang chat ch& va thich dang.
Nguoi cao tuoi: Liéu khéi ddu thap (5mg/ngay) khéng gay phién ha, nhung nén can
nhic cho bénh nhén dé bao dam vé ldm sang

Bénh nhan suy gan, suy thén: Nén khoi ddu bing liéu thap (5mg/ngay).

Phy ni¥ so véi nam gici: Khong can thay doi lidu théng thudng va lidu khdi dau khi
diéu tri cho bénh nhan nit so véi nam gidi.

Ngueoi hait thube vé khdng hiit thude Id: Liéu khéi ddu va khoang lidu gifra 2 d6i tuong

ndy khong khéc nhau. Nén cdn nhic dé giam liéu khoi ddu. Khi ¢ chi dinh, thi sy ting
lidu nén duy tri & nhitng ddi tugng nay.

Qua lidu, triéu chirng, giai doc: 0 bénh nhin ding lidu cao nhét 1a 300mg, chi thay
nhitng tri€u ching 1a budn ngt va néi v riv. Triéu chimg qua lidu thuoc co thé 1a
budn ngi, gidn dong tir, nhin md, suy hd hdp, ha huyét ap va cp thé rdi loan ngoai
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thap. Khong cé thude chéng doc dac hi¢u cho olanzapine. Vi viy, can tién hanh diéu
tri ho trg thich hop.

Bdo quin: Bao quan & noi kho mat, tranh anh sang. Nhiét do duéi 30°C.

Tubi tho: 36 thang ké tir ngay san xuét.

* Khéng dwoc ding thuéc qud han sir dung

Trinh bay: Hop 03 vi x 10 vién _
* Doc ky huong ddn st dung trucc khi dung. Neu can thong tin xin hoi y kién bdc sy.
* Thudc nay chi dwoc ban theo don cua thay thuoc.
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B==  Sin xuét boi:
Micro labs limited
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