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TO HUONG DAN SU DUNG

nay chi ding theo don thube

OPIZANAX ODT 15

«  Dé xa tim tay tré em.

1. THANH PHAN CONG THUC THUOC:
M&i vién chira:
Thanh phan hoat chdt: Olanzapin 15 mg
Thanh phdn td dwge: Mannitol, hypromellose 606, cellulose vi tinh thé 102, crospovidon,
aspartam, magnesi stearat, huong cam.

2. DANG BAO CHE:
Vién nén phan tan trong miéng
M6 td san phdam: Vién nén hinh tron, 1 mét tron, 1 mat khic ddu gach ngang, mau vang, vi
ngot, mui cam.

3. CHI PINH:
Nguoi lon
Piéu tri bénh tdm than phén liét.
Duy tri hidu qua diéu trj & nhitng bénh nhan da c6 dap ung ban dau véi thude.
Diéu tri giai doan hung cam vira dén nang.
Bénh nhén trong giai doan hung cam da déap tmg véi diéu tri bing olanzapin, phong ngra tai
phat & bénh nhéan 16i loan ludng cuc.

4. LIEU DUNG, CACH DUNG:
Liéu diing:
Tém than phan liét
Liéu khoi ddu: 10mg/ ngay.
Giai doan hung cam
Liéu khoi dau: 15mg/ ngdy, mot liéu duy nhét khi dung don tri hodc 10mg/ ngay khi dung
phdi hop.
Phong ngira tai phat trong r6i loan ludng cue
Liéu khai dau 10mg/ ngay. Nhimg bénh nhan dang dung olanzapin dé diéu tri giai doan
hung cam, tiép tuc diéu trj dé ngén ngua tai phat v6i cung liéu luong. Néu xay ra mot con
hung cam mai, hdn hop hodc dot trdim cam, nén tiép tuc diéu tri bang olanzapin (t5i wu hoa
liéu khi can thiét) véi li¢u phép bd sung dé diéu tri cac triéu chimg tam trang.
Trong thoi gian diéu tri tam than phan liét, giai doan hung cam va ngan ngra tai phat ¢ bénh
nhan rdi loan ludng cuc, c6 thé diéu chinh lidu dua trén tinh trang cua timg bénh nhan trong
pham vi 5-20 mg/ ngay. Chi nén tang lidu sau khi danh gi4 lai tinh trang 1dm sang thich hop
va thuong khoang thoi gian thue hién khong it hon 24 gio.
Nhom bénh nhan dac biét
Bénh nhén cao tuéi
Liéu khoi dau thip hon (5 mg/ ngay) khong dugc chi dinh thuong quy nén can nhéc cho
nhitng ngudi tir 65 tudi tré 1én khi céc yéu td 1am sang dam bao.
Bénh nhan suy thdn va/ hodc suy gan
Liéu khoi dau thdp hon (5 mg) nén dugc xem xét cho nhiing bénh nhén nay. Trong trudng
hop suy gan trung binh (xo gan, Child-Pugh loai A hodc B), liéu khoi ddu nén 1a 5 mg va chi
tang liéu mot cach than trong. w
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va khoang liéu khong can phai thay dbi thuong xuyén ¢ nguoi khong hut
gudi hit thube. Chuyén hoa cia olanzapin c6 thé tang khi hut thuoc l1a. Nén
rang 1am sang cua bénh nhan va xem xét tang liéu olanzapin néu can thlet

i€u hon mot yéu t6 c6 thé dan dén chuyen héa chdm hon (gi¢i tinh nt, tudi gia,
tinh trang khong hut thudc 14), nén can nhic giam liéu khoi déu. Tang lidu khi duoc chi dinh
va nén than trong ¢ nhitng bénh nhan nhu vay.

Tré em

Olanzapin khéng dugc khuyén cdo dung cho tré em va thanh thiéu nién dudi 18 tudi do
thiéu dir liéu vé an toan va hiéu qua.

Cach dung:

bat vién nén phan tan olanzapin trong miéng, né s& nhanh chéng phén tan trong nudc bot,
do d6 c6 thé de dang nudt. Kho 14y vién thude con nguyén ven ra khoi miéng. Vi vién nén
dé va, nén udng ngay khi mé vi. Ngoai ra, né c6 thé dugc phan tén trong mot cbe nude day
hodc d6 udng thich hop khac (nude cam, nudc to hodc sita) ngay trude khi dung.

Vién nén phén tan olanzapin tuong duong v6i vién nén olanzapin thong thuong vai ty 1€ va
mic d6 hap thu tuong tu. N6 c6 cing liéu luong va tin suat sir dung nhu vién nén olanzapin
thong thudng. Olanzapin c6 thé duge sir dung dé thay thé vién nén olanzapin thong thuong.

5. CHONG CHI DINH: ' _ _
Qua man vdi olanzapin hodc véi bat ky thanh phan nao cta thude.
Bénh nhén c¢6 nguy co tang nhan ap goc hep.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Trong qua trinh diéu tri chéng loan thén, viéc cai thién tinh trang 1am sémg ctia bénh nhan co
thé mat vai ngay dén vai tudn. Cén theo ddi chat ché bénh nhan trong giai doan nay.
Réi loan tém than lién quan dén sa sit tri tué va/ hodc réi loan hanh vi
Olanzapin khéng duoc khuyen céo ding cho nhimg bénh nhéan bi ri loan tam than lién quan
dén sa sut tri tué va/ hodc roi loan hanh vi vi 1am tang ty 1€ tr vong va nguy co tai bién mach
mau ndo. Cac yéu to nguy co ¢o thé 1am tang ty 1é tir vong ¢ nhom bénh nhan nay bao gbm
> 65 tudi, ching kho nudt, an than, suy dinh dudng va mét nude, tinh trang phdi (vi du:
viém phdi, c6 hodc khéng viém phéi sic), hodc dung dong thoi cac thudc benzodiazepin.
Tuy nhién, ty 1€ tr vong ¢ nhimg bénh nhan duoc diéu tri bang olanzapin cao hon so vai
nhitng bénh nhéan dugc diéu tri bang gia duoc khéng phu thudc vao cac yéu td nguy co nay.
Bénh Parkinson
Khéng khuyén khich dung olanzapin trong diéu tri rdi loan tim than lién quan dén chét chu
véan dopamm & bénh nhan parkinson. Triéu chimg parkinson va ao giac tré nén trAm trong
hon so véi gia duge da duge ghi nhan, va olanzapin khong hi¢u qua hon gia dugc trong diéu
tri cac triéu chung loan than & nhém bénh nhén nay.
Héi chirng an than kinh dc tinh (NMS)
NMS la mdt tinh trang c6 thé de doa tinh mang lién quan dén cac thudc chéng loan
than. Céc trudng hop hiém gip NMS ciing da dugc _ghi nhén véi olanzapin. Biéu hién 1am
sang cua NMS la sot cao, cimg co, trang thai tam than thay . doi va bang ching bét 6n vé su
tw chi (mach hodc huyét ap khong déu, nhip tim nhanh, d6 mo héi, va r6i loan nhip tim).
Céc d4u hiéu bd sung ¢ thé bao gom téng creatinin phosphokinase, myoglobin niéu (tiéu co
van), va suy than cap. Néu bénh nhan xuat hién cac dau hiéu va triéu ching cho thay NMS,
hoac sot cao khong rd nguyén nhén ma khong c6 bleu hién 1am sang bd sung ciia NMS, phai
ngung tat ca céc loai thudc chong loan than, bao gdm olanzapin.
Tang duong huye! va bénh tiéu duong
Tang dudng huyét va/ hodic phét trién hoac dot cip cua bénh tiéu duong, doi khi két hop voi
nhiém toan ceton hozic hén mé, di duoc béo cdo véi tan sudt it gip, bao gdm mét s6 truong;\/
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coP aﬁﬁu v\ng Trong mot sb truong hop, can ning tang 1én trude da duge bdo cdo, cb thé 1a

0 mo dudng.

doi 1am sang phu hop, vi du: do dudng huyét lic ban déu, 12 tuan sau khi bat dau
{ bing olanzapin va hang nam sau do.

nh nhan duoc diéu tri bing bat ky thudc chéng loan than nao, bao gdm olanzapin, nén
dugce theo doi cac dau hiéu va céc triéu chung cua tang dudng huyét (nhu khat nhleu tiéu
nhiéu, an nhiu va ém yéu) va bénh nhan mac bénh dai thio duong hodc ¢b cac yéu té nguy
co cua bénh dai thao dchmg nén theo d&i dudng huyét thuong xuyén. Can ndng nén dugc
theo ddi thudong xuyén, vi du: lic ban dau, 4, 8 va 12 tudn sau khi bat dau diéu tri bing
olanzapin va hang quy sau do.

Tﬁcu;dﬁﬁzlqauf

Nhing thay d01 khong mong mudn vé lipid da duoc ghi nhén. Thay dbi lipid nén dugce quan
1y phu hop vé mat 1am sang, dac biét & nhiing bénh nhén 1i loan lipid méu va & nhimg bénh
nhan cé cac yeu t6 nguy co phat tnen r6i loan lipid. Bénh nhan duogc diéu tri bang bat ky
loai thude chong loan than nao, bao gom olanzapin, nén duoc theo ddi thuong xuyén lipid vi
du: lac ban du, 12 tuan sau khi bat dau didu tri béang olanzapin va 5 ndm mot lan sau do.

Tac dong khang cholinergic

Nén than trong khi ding olanzapin cho bénh nhan phi dai tuyén tién liét, hodc liét rudt va
céc diéu kién lién quan.

Chitc nang gan

Tang aminotransferase gan, ALT, AST thoang qua, khéng tri¢u chimg, dic biét xudt hién
som trong diéu tri. Cén than trong va theo doi nhitng bénh nhan ¢c6 ALT va/ hoac AST ting
cao, & bénh nhan c6 cac dau hiéu va triéu chimg cua suy gan, & nhiing bénh nhén c6 céc tinh
trang sin c6 lién quan dén chirc ning gan, va & nhitng bénh nhan dang duoc diéu tri bang
cac loai thuoc ¢6 kha nang gy doc cho gan. Trong truong hop da duoc chan do4n viém gan
(bao gdm ton thuong t€ bao gan, & mat hodc hdn hop), nén ngimg diéu tri véi olanzapin.
Giam bach cau trung tinh

Cén than trong & nhitng bénh nhan c6 s6 luong bach cu va/ hodc sb lugng bach cau trung
tinh thap vi bat ky 1y do gi, & nhitng bénh nhén dang diéu tri cac loai thude dugce biét 1a gay
giam bach cdu trung tinh, & nhitng bénh nhan cé tlen su suy nhuge/ doe tinh tiy xwong do
thube, & bénh nhan suy tay xuong do dong thoi mic bénh, xa tri hodc hoa tri va 0 bénh nhén
v6i tinh trang tang bach cdu 4i toan hodc voi bénh ting sinh tiy. Giam bach cdu trung tinh
thudng dugce bo cdo khi ding olanzapin dong thoi valproat.

Ngirng diéu tri

Cac triéu ching cap tinh nhu d6 md hoéi, mét ngu, run, lo lang, budn nén hodc nén di duoc
béo céo hiém khi xay ra (> 0,01% va <0,1%) khi ngiimg olanzapin dot ngot.

Khoang QT

Cén thén trong khi dung olanzapin véi cac loai thudc duge biét 1a lam tang khoang QTc, déc
biét 12 & ngudi cao tudi, bénh nhan méic hoi chimg QT dai bam sinh, suy tim sung huyét, phi
dai tim, ha kali mau hoédc ha magnesi mau.

Huyét kh(ff tédc mach

Mbi lién quan tam thoi gitta diéu tri olanzapin va thuyén tac huyét khdi tinh mach da dugc
bao cdo khong phd bién (> 0,1% va <1%). Méi quan hé nhan qua gilta su xudt hién cua
huyét khdi tinh mach (VTE) va diéu tri bang olanzapm chua duge thiét lap. Tuy nhién, vi
bénh nhan tdm than phén liét thuong ¢ céc yeu to nguy co méc phai dbi véi thuyén tic
huyét khm tinh mach, tit ca cac yéu to nguy co c6 thé c6 cua VTE, vi du: bénh nhan bat
dong, can xac dinh va thuc hién céc bién phap phong ngira.

Téc dong than kinh trung uong

Do tac dung co ban trén than kinh trung wong ctia olanzapin, nén than trong khi dung két
hop v6i cac thudc diéu tri trén than kinh trung wong khac va ruogu. Vi c6 su ddi khang
dopamin in vitro, olanzapin cd thé dbi khang véi tac dung cua chat chu véan dopamin truc
tiép va gian tiép.
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: odc cac yeu t6 nguy co giy co g1at
RGi logn vdn dgng cham

Nguy co réi loan van dong chém tang 1én khi dung olanzapin lau dai, va do do néu céc du
hi¢u hogc tri¢u ching cua réi loan vin dong cham xuat hién & bénh nhén dang didu trj
olanzapin, hay giam liéu hodc xem xét ngung dung olanzapin. Nhiing tri¢u chimg nay c6 thé
x4u di tam thoi hodc thdm chi phat sinh sau khi ngimg dung thudc.

Ha huyet dp tie thé

Ha huyet ap tu thé hiém khi dugce quan sét thiy & ngudi cao tudi trong cdc nghién ctru 1am
sang vé olanzapin. Nén do huyét ap dinh ky & bénh nhén trén 65 tudi.

Dot tr

Truong hop dot tir do tim ngung dap do ngdt da duogc bado cédo & nhiing bénh nhan dung
olanzapin. Trong mét nghién ctru h01 ctru, nguy co dugc cho la dot tir & nhimg bénh nhan
duoc didu tri v6i olanzapin x4p xi gip d6i & nhiing bénh nhan khong dung thudc chong loan
than.

Tré em

Olanzapin khong dugc chi dinh ¢ diéu tri cho tré em va thanh thiéu nién.

Céc nghién ciru ¢ bénh nhan tur 13-17 tudi cho thiy cac phan tmg phu khac nhau, bao gdm
tang can, thay déi cac chi sé chuyén hoa va gia ting ndng do prolactin.

lanzapin than trong & nhitng bénh nhéan co tién sir co giat hodc co cac yéu té c6
ngucmg, co glat Dong kmh da duoc g g,hl nhan nhu*ng khong pho b1en 0 nhng

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Sir dung thudc cho phu nir ¢6 thai:
Bénh nhan nén thong bao cho ho bac si néu dang mang thai hoic cé y dinh mang thai trong
khi diéu tri bang olanzapin. Tuy nhién, olanzapin chi nén dugc dung trong thoi ky mang thai
néu loi ich mang lai 16n hon nguy co tiém an cho thai nhi.
Tré so sinh phoi nhiém véi thudc chéng loan than (bao gbm olanzapm) trong ba thang cudi
cua thai ky cé nguy co gap phdi cdc cdc phan ung bat loi bao gom cac triéu chiing ngoai
thap va/ hodc triéu ching cai thuoc c6 thé khac nhau vé muc do nghlem trong va thoi gian
sau khi sinh. D2 c6 ghi nhén vé tinh trang kich dong, tang truong lye, giam truong luc, run,
ngl ga, suy hd hp hoic rdi loan an udng. Do d6, tré so sinh can dugc theo ddi can thén.
Sir dung thudc cho phu nir cho con bii:
Trong mét nghién ctru ¢ phu nit khoe manh, cho con b, olanzapin dugc bai tiét qua sita me.
Mure do phoi nhiém trung binh cta tré so sinh (mg/ kg) & trang thai on dinh duoc uéc tinh
bang 1,8% liéu olanzapin clia ngudi me (mg/ kg). Khong nén cho tré so sinh bu sita me néu
nguoi me dang dung olanzapin.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Khéng c6 nghién ciru nao vé kha ning anh hudng cia olanzapin dén kha ning 14i xe, van
hanh may moéc duge thuc hién. Vi olanzapin cé thé gy ra budn ngl va chéng mat, bénh
nhan nén thin trong khi 14i xe, van hanh may mdc, bao gom ca phuong tién co gioi.

9. TUONG TAC, TUONG KY CUA THUOC:
Twong tac
Nghién ctru tLr(mg tac chi dugc thuc hién ¢ ngudi lon.
Twong tac tiém an anh huong dén olanzapin
Vi olanzapin dugc chuyen hoa bai CYP1A2, cac chét c6 thé gy ra hodc tic ché isoenzym
nay cé thé anh huéng dén duge dong hoc ctia olanzapin. \)/
Cam ung CYP1A2
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Fluvoxamm 12 mot chét (rc ché CYP1A2, tic ché dang ké su chuyén hoa ctia olanzapin. Nén
can nhic dung liéu olanzapin khoi dau thip hon & bénh nhan dang dung fluvoxamin hodic
bét ky chat (rc ché CYP1A2 nao khac, nhu ciprofloxacin. Cén nhic giam lidu luong cua
olanzapin néu bét dau diéu tri bang chét ic ché CYP1A2.

Giam sinh kha dung )

Than hoat 1am giam sinh kha dung ctia olanzapin dudng udng tir 50-60% va nén udng it nhét
2 gior trude hodc sau khi ubng olanzapin.

Fluoxetin (mot chat uc ché CYP2D6), lidu duy nhat cua thude khang acid (nhém, magié)
hodc cimetidin khéng anh hudng dang ké dén dugce dong hoc cua olanzapin.

Kha nding anh huéng ciia olanzapin dén cdc thuée khdc

Olanzapin c6 thé dbi khéng tac dung ciia cc chét chu van dopamin truc tiép va gién tiép.
Olanzapin khong trc ché céc isoenzym CYP450 chinh in vitro (vi du: 1A2, 2D6,2C9, 2C19,
3A4). Do d6, khong c6 su trc ché chuyén héa clia hoat chét sau: thudc chdng trdm cam ba
vong (dai dién chi yéu cho con duong CYP2D6), warfarin (CYP2C9), theophyllin
(CYP1A2), hoic diazepam (CYP3A4 va 2C19). Olanzapin khong cho thdy cé tuong tac khi
ding dong thoi véi lithium hosc biperiden. Theo ddi ndng do valproat trong huyét twrong cho
thdy khong can phai diéu chinh lidu valproat sau khi dung dong thoi olanzapin.

Tac dong than kinh trung wong

Cén than trong & nhitng bénh nhan udng ruou hodc ding cac thude co the gdy ra suy nhuoc
hé than kinh. Khéng khuyén khich dung dong thoi olanzapin véi céc thude chéng parkinson
va ching sa sut tri tué.

Khoang QTc

Than trong khi ding dong thoi olanzapin véi cac thude duoc biét 1a 1am ting khoang QTe.
Tuong ky

Do khéng c6 céc nghién ciru vé tinh tuong ky cta thude, khéng tron 13n thude nay véi cac
thubc khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dyng khéng mong mudn thuong gip (>1% bénh nhén) 1 ngt ga, tang can, ting bach
ciu 4i toan, ting ndng dd prolactin, cholesterol, glucose va tnglycend glucose ni¢u, tang
cam giac them an, chong mat, chan &n, parkinson, giam bach céu, giam bach céu trung tinh,
rdi loan van dong, ha huyét 4p thé dung, tic dung khang cholinergic, tdng aminotransferase
gan khong triéu chimg thodng qua, phat ban, suy nhuwgce, mét moi, sét, dau khop, ting
phosphatase kiém, gamma glutamyltransferase cao, acid uric cao, creatin phosphokinase cao
va phu né.

Rdt thuong gap, ADR > 1/10

Réi loan chuyén héa va dinh dudng: tang cén.

R&i loan hé than kinh: ngu ga.

Rbi loan mach: ha huyét ap thé dung.

Cac xét nghiém céan lam sang: tang néng do prolactin.

Thwong gdp, 1/100 <ADR < 1/10

R&i loan méu va hé bach huyét: ting bach ciu wa eosin, giam bach cau, giam bach cau trung
tinh.

Réi loan chuyén héa va dinh dudng; ting cholesterol, glucose, triglycerid, glucose niéu, ting
thém an.

R&i loan hé than kinh: chong mat, ngéi nam khong yén, parkinson, loan vin dong.
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oan da va mo dum da: phét ban.

R&i loan co xwong va mé lién két: dau khép.

Réi loan hé sinh san va tuyén v: rdi loan cuong dwong & nam gidi, giam ham mudn tinh
duc ¢ ca nam va nir.

R&i loan toan than va tai chd: suy nhugc, mét moi, phu né, sbt.

Cac xét nghiém cédn lam sang: tang phosphatase kiém, creatin phosphokinase cao, gamma
glutamyltransferase cao, acid uric cao.

It gap, 1/1000 < ADR < 1/100

R6i loan hé mién dich: qua man cam.

R&i loan chuyen héa va dinh dudng: phat tnen hodc tdng bénh dai thao dudng, thinh thoang
lién quan dén toan ceton hodc hén mé, bao gdm ca truong hop tor vong.

R01 loan hé than kinh: co giat, hdu hét cac truong hop 1a cé tién sir co gidt hodc b cic yéu
t6 nguy co co giat da dugc bdo céo.

R&i loan tim: cham nhip tim, kéo dai khoang QT.

R&i loan mach: huyet khéi tic mach (bao gom thuyén tic phbi va huyét khéi tinh mach séu).
Ro; loan hé ho hip, 16ng nguc va trung that: chay méu cam.

Réi loan hé tiéu hoa: cing tirc bung, ting tiét nude bot.

R6i loan da va mo dudi da: nhay cam énh séng, rung toc timg mang.

R&i loan thén, tiét niéu: tleu khong tu chu, bi tiéu, tiéu ngat quang.

R&i loan hé sinh san va tuyén vii: vo kinh & nit, vi to, tiét sita & phu nit va nam gi6i.

Céc xét nghiém can 1am sang;: ting bilirubin toan phan.

Hiém gdp, 1/10 000 < ADR < 1/1000

R&i loan mau va hé bach huyét: giam tiéu cau.

R&i loan chuyén héa va dinh dudng: suy nhuoc co thé.

R&i loan hé than kinh: hoi ching an than kinh ac tinh, hdi chimg ngimg thude.

Réi loan tim: nhip nhanh that, rung tam that, dot tur.

R&i loan hé tiéu héa: viém tuy.

Réi loan gan mat: viém gan, bao gdm ton thuong té bao gan, gan &t mat hozc hdn hop.

Réi loan co xwong va mé lién két: tiéu co van.

R&i loan hé sinh san va tuyén via: cuong dau duong vat.

Khong biét tan sé

R&i loan da va mé duéi da: phan img thubc voi hoi ching DRESS.

Thai k¥, & cit va diéu kién chu sinh: hdi chimg ngung thude & tré so sinh.

“Théng bdo ngay cho bdc sy hodc dwoc sy nhitng phan iing c6 hai gdp phai khi sit dung thuéc”

QUA LIEU VA CACH XU TRI:

Triéu chiung

Céc triéu ching rit thudong gap khi dung qua lidu (ty 18 mic > 10%) bao gdm nhip tim
nhanh, kich dong/ hung hang, roi loan nhip tim, cac triéu ching ngoai thap khéc, va giam y
thire, tr an than dén hon mé.

Cac triéu ching khéc bao gbm mé sang, co giat, hon mé, hdi ching an than kinh éc tinh, suy
ho hé'lp2 tang huyét ap hodc ha huyét ap, loan nhip tim (<2% qua liéu trudmg hop), va ngimg
tim phdi. Ttr vong d duoc béo cdo khi dung qué liéu cip tinh & murc thdp 1a 450 mg, nhung
ty 18 séng sot cling da dugc béo céo sau khi ding qué liéu cap tinh khoang 2 g olanzapin
duong ubng.

Diéu tri

Khéng c6 thube giai doc dic hidu cho olanzapin. Khéng khuyén khich gay nﬁn.“\/’
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i tig‘:u chuan dé xr tri qua lidu co thé duoc st dung (vi du: n;ra da day, dung than
dt‘)ng thoi than hoat tinh lam giam sinh kha dung dudng udng cua olanzapin tu

hap. Khong st dung epinephrin, dopamm hodc cac chét gidng giao cam khéc c6 hoat tinh
chu van beta, vi kich thich beta c6 thé 1am trdm trong thém tinh trang ha huyét ap.

Theo doi tim mach la can thlet dé phat hién cac ri loan nhip tim ¢6 thé xay ra. Cin gidm sat
va theo doi y té chiat ché tiép tuc cho dén khi bénh nhan héi phuc.

THONG TIN VE DUQC LY, LAM SANG:

Dic tinh dwgce luc hoe:

Nhom duge 1y: thude an than kinh/ thudc chdng loan than.

Ma ATC: NOSA HO3.

Olanzapin 12 thudc an than kinh (thudc chéng loan thdn) khong dién hinh (thé hé thir hai) va
1a din chit cua dibenzodiazepin. Thudc c6 nhidu dic tinh dugc 1y khic véi cac thude chng
loan than dién hinh 1a din chit cia phenothazin hay butyrophenon nhu it giy ra hoi ching
ngoai thap, it 1am tang tiét prolactin, it gdy loan van déng mudn khi diéu tri kéo dai dong
thot ¢ hiu qua trén ca cac biéu hién duong tinh, 4m tinh va rc ché cua tdm than phan liét.
Tac dung chong loan than cua olanzapin c6 co ché phirc tap va chua duge lam sang to hoan
toan. Co ché nay co lién quan dén tinh ddi khang cua thude & céc thu thé serotonin typ 2 (5-
HT2A, 5-HT2C), typ 3 (5-HT3), typ 6 (5-HT6) va dopamin ¢ hé than kinh trung uong.
Olanzapin c6 tac dung trc ché va lam giam dép tmng (diéu hoa am tinh) déi véi thy thé 5-
HT2A, lién quan dén tac dung chong hung cam cam. Ngoai ra, olanzapin con 1am 6n dinh
tinh khi do mot phan trc ché thu thé D2 ctia dopamin.

Olanzapin con c6 tac dung dbi khang véi cac thu thé muscarin (M1, M2, M3, M4 va M5).
Téc dung khang cholinergic ciia thudc mot mat giai thich viéc giam nguy co hoi ching
ngoai thap, mat khac lai lién quan dén mot s tac dung khong mong mudbn khac cua
olanzapin.

Olanzapin ciing c6 tac dung déi khang thu thé H1 cha histamin va thu thé alpha-1
adrenergic. Tac dung nay lién quan dén kha ning gy ngh ga, ha huyét ap tu thé khi sir dung
olanzapin.

DPic tinh dwgc dong hoc

Hdp thu

Sau khi uong, olanzapin hap thu nhanh va gan nhu hoan toan qua 6ng tiéu hoa, tuy nhién do
bi chuyén héa lan dau qua gan nén sinh khéa dung duong udng chi dinh 60%. Thirc an khong
anh huéng dén hip thu thube. Nong do dinh coa thude trong méu dat duge khoang 6 gio
(dao dong tuir 5-8 gio) sau khi udng thube. Nong d6 thude trong huyét tuong dat trang théi 6n
dinh sau 7-10 ngay dung lidu nhac lai. Nong do trong huyét tuong cia olanzapin thay doi
gifta cdc ca thé, phu thude vao tudi, gidi, viéc bénh nhén co hut thude hay khong. Nong do
thudc trong mau & phu nir cao hon khoang 30-40% so voi nam gidi. Khoang nong do tri liéu
cua olanzapin chua dugc xac dinh r6. Mbi twong quan giita nong do thude trong mau véi
hiéu qua diéu trj va doc tinh coa olanzapin chua dugc xéc 1ap.

Phan bé

Olanzapin phan pé nhanh va nhiéu vao cac mo, trong do co than kinh trung uong. Thé tich
phéan bo cua thude khoang 1000 lit. Ty 1€ lién két véi protein huyét twong khoang 93%, chu
yéu lién két v6i albumin va céc acid alpha-1 glycoprotein.

Olanzapin va din chét chuyén héa lién hop glucuronid qua dugc nhau thai va dugc bai tiét
vao sira me. Luong thube 6n dinh trén tré bi me bang khoang 1,8% liéu thudc cua nguoi me.
Ngoai ra ndng do dinh trong sita me dat dugc chdm hon khoang 5,2 gid sau khi dat ndng do
dinh trong huyét trong ngudi me.

Chuyén héa i
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Olanzapin dugc chuyén héa & gan trudc khi thai trir chi yéu thong qua CYP1A2, mot phan
nho théng qua CYP2D6 sau d6 duge lién hop véi acid glucuronic. Hai dan chat chuyén hoa
chinh 1a 4’-N-demethyl olanzapin va 10-N-glucuronid khéng con gitt duoc hoat tinh cua
olanzapin.

Thai trir

Sau khi udng, thoi gian ban thai trong huyét tuong ciia olanzapin khoang 30 gid (dao dong
tir 21-54 gio).

Thoi gian ban thai ting 1én khoang 40% & ngudi hut thude so voi ngudi khong hut thudc va
giam khoang 30% ¢ phu nit so véi nam gidi khoang 57% va 30% luong thude duge dao thai
twong tmg vao nudce tidu va phén, cht yéu dudi dang céc dan chat chuyén héa, mot phéan nho
(7%) dudi dang nguyén ven.

Dugc dong hoc cia thude khong thay ddi nhiéu & bénh nhan suy than.

PON VI PONG GOI NHO NHAT, QUY CACH PONG GOI:
Hop 4 vi x 7 vién; Hop 5 vi x 7 vién; Hop 8 vi x 7 vién; Hop 10 vi x 7 vién.
Hop 3 vi x 10 vién; Hop 6 vi x 10 vién; Hop 10 vi x 10 vién.

HAN DUNG CUA THUOC:
36 thang keé tur ngay san xuat

PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG CUA THUOC:
Diéu kién bao quan: O nhiét d6 khong qua 30°C, noi kho réo, tranh anh sang.
Tiéu chuan chat lugng: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
CONG TY CO PHAN DUQC PHAM 2/9
DT: (028) 38687347
930C4, dudng C, khu cong nghiép Cat Lai, cum 2, phuong Thanh My Loi, TP. Thu Direc,
TP. H6 Chi Minh.
Ngay 06 thang 03 nam 2025




