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Vién nén Olanzapine
Opelan-5/10

Thanh phén:
Mbi vién nén bao phim chira:
Olanzapine Smg/10mg

Thanh phan: Bdt cellulose vi tinh thé, pharmatose DCL 15, aerosil, povidon, magié stearat, talc.
Hoa hoc: 2-methyl-4-(4-methyl-1-piperazinyl)1-OH-thieno[2,3-b][1,5] benzodiazepine.

Nhémdwcl?:mdcda&ngr&wmmbn. ——
Duere Iye hoc: Hoat tinh chéng rdi loan tam thdn cla olanzapine dugc didu chinh qua sy phdi

tac dung dbi khang cia dopamine va serotonin typ 2 (S HT,). Sy d4i khang tai cac thy thé khac thy
clia dopamine va cia 5 HT, véi nhirng 4i lyc turong duong tai thy thé c6 thé cit nghia mdt sbtac dung
didu trj va the dung ngoai ¥ khac cla olanzapine. Sy 881 khang cla olanzapine tai thy thd muscarinic
cb thé cét nghia tac dyng khing cholinergic cla thubc. Sy d8i khang cia olanzapine tai thy thé H, cd
thé cét nghia tinh trang budn ngu khi ding thudc nay. Sy déi khang cia olanzapine tai thy thé alpha,
6 théd ct nghia tac dung cia thudc 1am ha huyét ap tur thé dung.

Dugre ddng hoc: Sau khi udng, olanzapine hip thu rit tdt, dat ndng 40 dinh trong huyéttuongtrong 5
- 8 gir. Hitp thu thudc khdng b dnh hurdg bdi thire &n. Chura xéac dinh dugre sinh kha dung khi ubng
so0 viri tiém tinh mach. Chuyén hoa qua gan qua phan (rng oxy hoé va lién hop. Chét chuyén hoa
chinh 1a 10-N-glucuronide cia olanzapine, chit nay khdng qua duge hang rado mau - no. Cylochrom
P450 dang CYP20D6 14 enzym xic tdc cho sy tao thanh cac chit chuyén hod N-desmethyl va 2-
hydmh.g:nethytnghiénq}umvivotréﬂ v3L, thiy hai chit chuyén hoa nay c6 tac dung dugc Iy
kém hdn chit me olanzapine. Chi yéu chtme mdi cb tac dung dugcly.

Chi dinh: D4 chéng rdi loan tam thdn, & bénh nhiin da chimg 16 ¢ 8ap img 1t viri cac libu khéri dAu,
théy olanzapine duy tri dugre sir cAi thidn 18m sang khi tidp tuc didu tri.

Chéng chi djnh: Bénh nhan qua mén cdm véi céc thanh phin cla ché phdm. Cm ding & bénh nhan
¢ glaucome gbc hep.

Tac dyng ngoai y/phan g ¢ hai: Nhimg tac dyng ngoai y thudmg géap vér olanzapine 1 bubn ngl
va tang cin. Tang thé trong cd lién quan 1&i chi s8 khdi co thé (Body mass index, BMI) di thip trurdre
khi ding thubce va ding lidu khéri dAu 15mg, thinh thodng cé gap chéng mét, thém an, phi ngoai bién,
haN-n?lépurﬁlédimg.Iacdmkhangw-nmicnhevﬁmugqua.nhumm.khom‘co
tang thodng qua va khdng tridu chirng enzym gan (ALT, AST), dac biét trong nhirng ngay dAu dang
i .mmmwmmmmmmwmmwmwmm.

= & Aitag
* Théng bao cho bac sy nhimg tac dung khdng mong mudn gép phai khi dung thude.,

mnw:gucanhm:__mngmanum&uenhnhmoaﬂnsacacmum ho#c cb nhiing
didu kidn & dd bj Ién con. Cang cin cin théan khi phdi hgp olanzapine véri cac khac tac ddng lén
thén kinh trung uong hodc véi regu, Co thé olanzapine

géy bubn ngli, b&nh nhan cAn canh gidc khi vlin hanh may méc gy nguy hidm hodic khi l4i xe.

Twong tac thude: Thude khang acid (magnesi, nhdm) hodc cimetidine khng dnh hudng dén sinh
khad dung cla olanzapine dudng ubng. Dung ddng théi than hoat sé& lam gidm sinh kha dyung cla
olanzapine dudmng ubng tir 50 dén 60%.

Chuyén hoa cia olanzapine co thé bj anh hudmg do hit thude 14 (40 thanh thai cla olanzapine thip
hon 33% va théri gian ban thai dai hon 21% & nhimg ngurdr khdng hit thubc 14 so véri ngudi hit thude
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dlaimoacdodi&ulﬂb&mgcamanmpm(ﬂmm tang 44% vA thdi gian ban thai giam 20% khi
trj bang carbamazepin). _

Dugre ddng hoc cia Th lin khédng thay dbi khi ding cung véi olanzapine. Ndng 46 olanzapine lic
&n dinh khéng anh hudmg dén dugre ddng hoc clia ethanol. Tuy nhién, tdc dung hiép ddng vé dugcly
hoc nhu gy tang an thin c6 thé xdy ra khi ding ethanol cing véi olanzapine. Olanzapine khéng (rc
ché sir chuydn hoa cia imipramine, warfarin hodc diazepam. Olanzapin khdng co tuong tac khi ding
chung véi lithium hodc biperiden.

Khi mang thai va théi ky con con bu: Bénh nhin ciin théng bao cho thiy thubc biét minh da mang
thai hosic mudn cb thai trong thév gian ding olanzapine. Tuy nhién, vi kinh nghiém trén ngudi con han
ché, nén chi ding thudc nay khi lgri ich didu trj cho me vurot hdn rii ro o6 thé co cho thai. Olanzapine
bai tiét dugre qua stra cia chudt cng cai. Chura rd thube nay ©6 qua sira ngudr me hay khdng? Vi vy,
néu phaii diing olanzapine, thi nguéi me khdng duoe con con ba.

Lidu ligng va cachdung:

Theo ché a0 ubng mdt 1an duy nhit mdi ngay. khdng phy thudc blra an, thdng thurdmg khéi ddu bang 5
- 10mg, v lidu dich la 10mg/ngdy, trong vai ngdy. Khi céin, s& didu chinh lidu, nhung nén cach quiing
1 tulin. Libu didu chinh dya theo dap img 1Am sang cia timg ¢ thé, nhung ndm trong ranh gidi 5 -
20mg mdi ngay. Sy tang lidu cao hon lidu thdng thudmg (10mg/ngdy), vi dy i lidu 15mg/ngdy chi
dugc khuybn cao sir dyng sau khi d8 cb danh gia ldm sang chat ché va thich dang.

Ngudi cao tudi: Lidu khéri du thdp (Smg/ngay) khdng gay phién ha, nhrng nén can nhiic cho bénh
nhan dé bao dam vé 1Am sang

Bénh nhéin suy gan, suy than: Nén khéi dAu bang lidu thap ( ).

Phy nir s0 vo1 nam gidr. Khong cn thay 6bi libu thong thudmg va lu khéri ddu khi didu tri cho bénh
nhan n{r 56 vé&i nam gior.

Ngudi hit thube va khong hut thude la: Lidu khén 6Au va khodng lidu gidra 2 dbi tugng nay khéng khac
m.mmmkaagﬁmmwahu.medidmh.miwunguunenouym&m

Qud lidu, triju chimg, gial ddc: & bénh nhian dung litu cao nhit 14 300mg, chi thiy nhimng triéu
m:mglabubnngﬁvawsiurau.mm|-éu.mlaacubuniousbnumnmuo ndm ranh gi&i
binh thuémng. Triéu chirng c6 thé 1a ngu, gidn ddng tr, nhin md, suy ho hap, ha ap va co
thé rdi loan ngoai thap. c6 thube chéng d6c dac hidu cho clanzapine. Vi vay, cAn tién hanh dibu
tri hd trgr thich hop. Trudre hét, phdi cb bién phap thich dang 38 dibu trj sy ha huyét ap va truy tudn
hoan, vi dy truyén dich qua tinh mach v/ hodc ding thudc cudmg giao cam.

Giam sal chét ché va theo doi subt thiri gian didu trj qua Lidu cho 1éd khi bénh nhan hdi phyc.

Béo quan: Bdo quan & noi khé mat. Trénh dnh séng.
Tiéu chudn: Nha san xult

Tudi tho: 36 thang ké tir ngay sdn xult.
* Khéng durgre dung thude qua han sirdung

Trinh bay: Hop 10vix 10 vién
*Doc ki hudmg dln sirdyng trudre khi ding. Néu cén théng tin xin hol y kién béc s§.

* Thubc nay chiduye bin theo don cia thube.
*Khéng dugre ding qua lidu chi djnh.
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