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Egolanza

10 mg vién nén bao phim
Olanzapine

Rx Thudc ban theo don
Doc ki hwdng ddn st dung trwde khi ding
Néu can tham théng tin xin tham khao y kign coa bac sy

THANH PHAN

Hoat chidt: Moi vién nén bao phim chita 10 mg olanzapine {tuvong duong voi 14,06 mg olanzapine
dihydroclond trihydrat).

Ta duge: b

Té qigc 151 vién. cellulose vi tlnh thé, lactose monohydrat, hydroxypropylcellulose, crespovidon, magnesi
stearat

I4 dvgc bao phim: hypromellose, quinaline yellow, opadry-Y-1-7000 white (hypromellose, titan dioxyd,
macrogol 400)

DANG BAO CHE

Vién nén bao phim

Mo ta:

Vién nén bao phim, hinh tror, hai mat 161, mau vang, khong mii hodc gan nhu khong mai. Mt mat cua
vién c6 chd £ va s6 404.

CAC BAC TiNH LAM SANG

Chi dinh diéu tri

Ngudi ldn

Olanzapine dugc chi dinh diéu tri ching tdm than phén liét.

Olanzapine c6 higu qua dé duy tri cac cdi thién 1dm sang khi ti€p te didu tri bdng Olanzapine ¢ bénh nhan
da cd dap ung vdi lan tr lidu ddu tién.

Ulanzapine dugc chi dinh trong diéu tri triéu chiing hung cam via va néng.

0 nhiing bénh nhan mé giai doan hu’ng cam cd ddp wng voi tri liéu olanzapine, olanzapine duoc dung dé
phong ngta tdi phat & bénh nhén bi r6i toan ludng cuc {xem muc Dugc lyc hoc).

Lidu dung va cach ding

Liéu ding:

Ngver lin:

Bénh tam thin phén gt Lieu khdi ddu khuyén dung 13 10 mg olanzapine/ngay.

Gial doan hung cém: Liéu khdi dau 1a 15 mg, ngay 1 14n khi diing tri fiéu don ddc hodc 10 mg moi ngay
khi dung tri lidu két hap (xem myc Dugc luc hoc).

Ngdn ngia tdi phét trong bénh 167 loan ludng cyc: Lidu khdi dau khuyén ding 13 10 mg/ngay. Bai véi
b&nh nhan dang ding olanzapine dé diéu tri giai doan hung cam, tiép tc diéu trj vdi lidu wong w dé
phong tai phat. Néu xudt hign 1 giai doan hung cam, két hop hodc rdm cdm mai, nén tiép tuc diéu tri
bang olanzapine (vGi liu tdi vu cdn thit) cing véi tri lidu bd trg dé didu tri cac tridu ching vé tém trang
theo tinh trang lam sang.

Trong thoi gian diéu tr) bénh 1dm than phén [iét, giai doan hung cam va phong ngua tdi phat trong bénh i
loan Iudng cyc, liéu ding hang ngdy sau dd ¢d thé dugc diéu chinh tdy thee tinh trang ldm sang cda ting
bénh nhan, trang khodng 5-20 mg/ngdy. Chi dugc tdng lidu cao hen liéu khéi ddu khuyén céo sau khi ¢d
danh gid 14m sang thich hgp va trong khnang thai gian it nhat a 24 gig.

Khi ngtrng st dung ofanzapine phai giam liéu te 1.

lre em:

Khéng dung Olanzapine che tré em va thanh thigu nién dudi 18 wéi do chua co cac dif liéu vé do an toan
va hiéu qua. Trong céc nghién cvu ngdn han tén bénh phan thanh thigu nién, ty 1@ tang cén, rdi loan lipid
va prolactin xay ra nhiéu han so vdi ngudi Ién {xem muc Canh bdo ddc bigt va than trong khi st dung, Tac
dung khdng mong mudn, Dugc lyc hoc va Dugc ddng hoe).

Nguar gia.

Khdng ¢an ding liéu khai ddu thap (5 mg/ngay) cho tat ca bénh nhan [dn twéi nhung nén can nhdc cho
ngudi gid trén 65 twdi khi c kem céc yBu t6 [am sang khong thuan Igi {xem muc Cénh béo dac biét va
than trong khi st dung).

Bénh nhan suy thén va/ hogc suy gan:

Nén cén nhdc ding liéu khgi ddu thap (5 mg) cho nhing bénh nhan nay. Trong trvdng hap suy gan mic df
trung binh (xo gan, loai A hodc B theo phan loai Child-Pugh), nén dung lidu khdi dau 5 mg va than trang
khi téng liéu.

Gidt tinh:

Khong cé khac nhau vé ligu khdi ddu va khodng liéu thdng thudng 6 ngyci bénh nam va ngudi bénh ng.
Bénh nhén hit thudc 13:

Khdng cd khdc nhau vé ligu khdi ddu va khodng liéu thong thudng ¢ nqudi bénh khdng hdt thudc va ngudi
hénh ¢d hat thude.

Khi ¢d nhiéu han mdt yéu g [am chdm qud tinh chuyén hoa cda Qlanzapine {nd gidi, tudi gia, khdng hut
thudc}, nén cdn nhdc ding liéu khéi dau thap. Nén thin trong khi cé chi dinh tdng liéu & nhitng bénh
nhan nay.

(Xem myc Tuong tac vdi tc thudc khac va cac dang tweng tc khac va myc Duge dong hoc).

Cach dung:

Dlanzapine ¢o the duge sd dung ma khong can chd y dén bida an do sy hap thu cla thudc khdng bj énh
huéng béi thifc 3n.

Chdng chi dinh
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Bénh nhdn man cdm vei bat ky thanh phan nao cia thudc.
Bénh nhén da bi€t ¢ nguy co bénh gldedm gbc hep.

Canh bdo dic biét va thin trong khi st dung

Trong diéu ti rdi loan tdm thén, sy cai thién tinh trang 1dm sang cta bénh nhan co thé cdn thdi gian vai
ngay dén vai twan. Bénh nhédn can phai dugc theo doi chdt ché trang thai gian nay.

RG7 loan tém than do sa sit tri té va/hadc rdf lean hanh vi

Olanzapine khdng dugc phé duyét trong diéu tri i logn tdm thén do sa stt tri wé va/hodc r6i loan hanh vi
vi khong dugc khuyén cdo st dyung cho nhdm bérh nhan ndy.do 1am tang ty 16 t¢ vong va nguy co taibién
mach méu ndo. Trong cdc thet nghiém 1am sang cd kiém sodt gid dugc {kéo dai 6-12 tudn) tén ngudi gia
(trung binh 78 tugi) bi rdi loan tam than do sa sdt tri twé va/hadc rdi ioan hanh vi, ty 18 t& vong & nhdm
bénh nhan diéu n bang olanzapine cao gap 2 1an nhdm ding gia dugc (tweng ing (3 3,5% so vdi 1,5%).
Ty 1& w vong cao hon khing lién quan dén ligu dung cua olanzapine (liéu trung binh hang ngay 4.4 mg)
hodc thai gian diéu trj. Cdc yéu t0 nguy co dan dén téng ty 1§ W vong 6 nhom bénh nhan ndy bao gém:
wéi > 65, khé nudt, an than, suy dinh dudng va mat nude, bénh phdi {vi du viém phdi, cé hodc khdng cd
hit vao) hodc st dung dong thai cac thudc benzodiazepine. Tuy nhién ty 1€ t& vang cao han & nhing bénh
nhén diéu i bdng olanzapine so vdi nhém gia duge doc 1ap vdi cc yéu 10 nguy cg nay.

Cing treng cac the nghiém 1am sang ndy, cac tac dung khing mong mudn trér mach méu nde {nhu dot quy,
cgn nhoi mau thodng qua), baa gom ¢a t vong da dugc bao cdo. Ty i¢ xay ra cac tac dung khdng mong
mudn trén mach mau ndo ¢ nhdm bénh nhan digu tri bang olanzapine cao gap 3 lan nhom bénh nhan ding
gia dugc {twong ¢ng 1a 1,3% so vdi 0,4%). Tat ca cac bénh nhan ding olanzapine va gia duoc gap tac dung
khéng mong mudn trén mach mau nde déu cd yéu 16 nguy co tir trirde. Tudi trén 76 vé sa sut ui wé sau 4ot
quy/ sa stit tri twé hon hap duge xac dinh 13 cdc yéu 0 nguy co gay ra céc 1ac dung bét loi trén mach méy
ndo khi diéu tri bang olanzapine. Hiéu qua cua ofanzapine chua dugc xdc dinh trong cac thit nghiém nay.
Bénh Parkinson

Viéc dung olanzapine trong diéu ti loan than lién quan dén chd van dopamin & bénh nhan bi bénh
Parkinson khdng dugc khuyén cdo. Trong tac thit nghiém lam sarg, cdc triéu chitng bénh Parkinson ndng
thém va 4o gidc dugc bdo cdo xay ra rat thudng xuyén va xdy ra nhigu hen se véi nhom ddi ching {xem
muc Téc dung khdng mong mudn) va olanzapine khdng dem lai hiéu qua diéu i cao hon so véi nhom gia
dugc trong diéu tri cdc tridu chitng loan than. Trong cdc th nghiém nay, ban dau bénh nhén duge st dung
céc thuic chdng Parkinson [chd van dopamin) véi liéu thdp nhat co hidu qué dé dn dinh bénh va duy t
cdc thufic ndy vdi ché dd lidu rén trong sudt théi gian nghién ciu. Olanzapine dugc ding vdi tieu khei dau
2.5 mg/ngdy va dugc chudn liéu dén lidu t6i da 15 mg/ngay.

Hdi chdng an thdn kinh 4c tinh

HGi ching an thdn kinh dc tinh 13 tinh trang cé khé ndng de doa tinh mang ngudi bénh lién quan dén

didu tri bdng thudc chang loan than. Hiém cé bdo cdo vé uvang hgp hdi ching an than kinh dc tinh lién
quan dén olanzapine. Nhdng biéu hién 1am sang cta hoi ching an than kinh dc tinh 13 s6t cao, cing co,
trang théi tdm than thay ddi va cd biéu hién khdng dn dinh cia hé thdn kinh thyc vat {mach hodc huyét
ap khdng déu, nhip tim nhanh, todt md hoi, loan nhip tim). Cac ddu hiéu khac bao gom téng creatinine
phosphokinase, myoglobin niéu {tiéu ca van) va suy than cdp. Can ngltng ngay 13t ca cdc loai thude chong
loan thdn, ké ca olanzapine, khi bénh nhan cd cac bigu hién va trigu chitng cda hdi ching an than kinh

ac tinh hodc khi co sdt cao khéng @ nguyén nhan ma khong cd céc biéu hién 1am sang cla hdi chiing an
than kinh dc tinh.

Jéng dudng huyét vé tiéu duing

Higm khi xay ra tdng dugng huyét va/ hodc [am trAm trong bénh tiéu dudng, d6i khi kém theo nhiém xetdn
acid hodc hon mé, bao gém c& mot vai trudng hop W vong (xem muc Tac dung khong mong mudn). Trong
mét 8 trudng hep, ting cén da dugc bdo cdo, do cd the 1a mot yéu 16 dan dén téng dudng huyét Bénh
nhan cdn dugc theo ddi lam sang phi hop theo hudng din st dung cdc thudc chdng loan thén, chang han
do dudng huyét khi bt ddu, sau 12 wén didu tri bang olanzapine va mdi nam sau dd. Bénh nhan diéu tri
bang cdc thubc chdng loan than, bao gdm ca olanzapine, can dugc thea ddi ¢dc dau hiéu va triés ching
cta tang dudng huy€t {nhy khat nhiéu, di tiéu nhiéu, n nhiéu, va yéu mét) va bénh nhén bj ddi thdo
dudng hodc c6 cac yEu td nguy co cda déi thdo dudng cdn dugc theo dbi thudng xuyén d€ kiém sodt dudng
huyét. Cdn kiém tra cén ning thudng xuyén, chang han khi bat ddu, sau 4, 8 va 12 wén didu ti bdng
olanzapine va mai quy sau dé.

Thay 067 ndng dg lipid

Thay d6i ndng d4 lipid theo hudng bat lgi da dugc bds cdo trong cée thit nghiém Iam sang 6 kiém soat
gid dugc (xem muc Téc dung khéng mong mudn). Can kiém soat lipid mt cdch phd hep, ddc biét ¢ nhitng
bénh nhén tdi loan lipid va & nhing bénh nhan cd yéu 16 nguy co gdy rdi loan lipid. Bénh nhan diéu ui
bang b&t ky thubc chdng loan thdn ndo, ké cé Egolanza, can dugc theo déi thudng xuyén ndng do lipid
theo hudng dan sé dung cdc thudc chdng loan thar, chang han khi bat ddu, sau 12 twdn diéu tri bang
olanzapine va mdi 5 nam sau do.

Téc dung chong uét cholin

Otanzapine thé hién hoat tinh khdng chalinergic trén / vitro, nhung trong cac thit nghiém 1am sang cac
wigu ching lién quan xudt hién véi ty 1¢ thép. Tuy nhién, do kinh nghiém ldm sang st dyng ofanzapine ¢
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nhidng bénh nhdn cd cdc bénh kem theo con i1, nén than trang khi ké don Dlanzepine cho bénh nhan phi

dai tuyén tién liét, tac liét rugt va eac tmh trang Hén quan.
Chic ndng gan :

Cac aminotransferase gan, alanine transferase (ALT), aspartate transferase {AST) doi khi tdng thoang qua,
khdng €6 biéu hién tridu chitng, déc biét ¢ giai doan ddu cda qué trinh didu tri. Can thdn trong theo ddi céc
bénh nhan cd tdng ALT va/hodc AST, bénh nhén cd cac ddu hiéu va tridu chiing cua suy gan, bénh nhén
d3 cd san tinh trang chic ndng gan bi han ché va bénh nhén dang diing cac thudc ¢o ddc tinh trén gan.
Trong tregng hop bénh nhan da duge chudn doan viém gan (bao gom cd tdn thuong té bao gan, & mat hodc
két hgp, cén ngt‘rng diéu tr bdng Olanzapine.

Giam bach cdu trung tinh -
Than trgng khi ding thuic cho nhing bénh nhan cd sé lvang bach c4u va/hodc bach cu trung tinh thap
do b&t ky nguyén nhan ndo, bénh nhan cd tién st e ché/ngd ddc tuy xuong do thudc, ngudi bénh cd dc
ché Wy xuong do bénh kém theo, xa tri liéu hodc hda tri liéu va ngudi bénh bi tdng bach ciu ua eosin hodc
bénh tang sinh tdy xuong. Giam bach cau trung tinh dugc bdo cdo xdy ra thudng xuyén khi s dung dong
the1 olanzapine va valproate {xem myc Tac dung khéng mong mudn).

Nging digu tri oo &

Céc triéu ching cp tinh nhu 108t md héi, mat ngd, ring minh, lo du, budn nén hodc ndn hiém kii xayra
(ty 16 < 0,01%] khi ngirng su dung olanzapine ddt ngdt.

foan a7

Trong céc thit nghiém fam sang, kée dai doan QT co v nghia lam sang (QTcF = 500 mili gidy tai bét k? thdi
gian ndo sau thai gian ban ddu ¢ bénh nhan cd QTcF ban ddu < 500 mili gidy) khong Ihmmg Xuyén xay ra
(ty 1& 0,1% dén 1%) ¢ bénh nhan diéu i bang olanzapine, khang co sy khac biét déng ke lién quan dén
hoat dgng cta tim so viti nhom d6i ching. Tuy nhién, ciing nhy d6i vdi céc thude chéng loan than khae,
than trong khi ding olanzapine dong thai véi céc thude dugce biét 1a tam téng khoang QT, dac biét ¢ ngud
gia hodc ¢ nhing bénh nhan c6 hdi chiing kéo dai doan QT badm sinh, suy tim sung huyét, phi dai tim, ha
kali mau hodc ha magnesi mau.

Huyét khat tdc mach

Su lién quan gita viéc digu tri bang olanzapine va huyét khdi tinh mach xay ra khdng thudng xuyén

(ty 18 = 0,1% va < 1%). Mdi quan hé nhan qua gitta hign wgng huyét khai tinh mach va viéc diéu tri bang
olanzapine chua duge xac dinh. Tuy nhién, do nhing bénh nhan bj tdm than phan ligt thudng c6 cdc yéu

16 nquy co cda huyét khéi tinh mach, nén cdn phai xdc dinh va co bign phap phong ngira 1t ¢4 cdc yéu 16
nguy co cua huy&t khdi tinh mach, vi dy sy khdng vén ddng cia bénh nhén.

Jdc dung trén hé than kinh trung vang

Vi olanzapine c6 téc dung chd y&u trén hé than kinh trung vong, nén can than trong khi ding két hp vdi
céc thude khac ciing tac dung trén than kinh trung uong va rugu. Vi olanzapine thé hién tinh ddi khdng vdi
dopamine trén in vitro nén ofanzapine co thé déi khdng vdi téc dung cda cdc chat chi van dopamime gidn
tiép va tryc tép.

fdng kinh =l
Can thén trong khi dung Olanzapine cha benh nhan cd tren su dong kinh hoac co ¢dc yeu 1 Iam gIam
nguing ddng kinh. Bdng kinh hiém khi xdy ra & bénh nhan diéu tr} bang olanzapine. Ba phan nhing ngudi
bénh nay cé tén st déng kinh hodc ¢ cdc yéu 10 nguy ¢o cua bénh ding kinh.

Logn van dgng mugn

Trong cdc nghién citu so sanh trong thei gian 1 ndm hodc it hon, ty 18 bién chitng loan vén ddng 6 bénh
nhan diéu tr bdng olanzapine thap hon con s6 ¢d y nghia thdng ke. Tuy nhién, nguy co loan van dong
mugn 13ng 18n khi ding thudc trong thai gian dai, nén cdn gidm liéu hodc ngiing thude khi thdy cac dau
higu hodc trigu chitng cia loan v&n déng mudn. Cac tridu chiing ndy cd thé nang lén theo thdi gian hogc
thim chi xuat hién sau khi ngling diéu tri.

Ha huyét dp tu the

Trong céc tht nghiém 1dm sang, ha huyét &p t thé it khi xdy ra ¢ ngudi Idn twai. Cing nhu ddi vdi cac
thudc chdng loan than khac, nén do huyét &p dinh ky & nhitng bénh nhén trén 65 tudi.

Chét tim dot nggt

Trong céc bao cdo hau mai st dung olanzapine, hién twang chét tim @4t ngdt da dugc bo cdo xdy ra d
bénh nhéan diéu tri bang olanzapine. Trong mdt nghién ctru hdi cttu quan sat, nguy co chét tim ddt ngat

¢ nhing bénh nhan duge diéu tri bang olanzapine cao khoang gdp doi so vdi nhitng bénh nhan khing st
dung thudc chéng loan than. Trong nghién citu nay, nguy co cua olanzapine dugc so sdnh vdi nguy co cua
thuc chéng loan than khdng dién hinh trong mdt phan tich gdp.

Oung thudc cho tré em

Olanzapine khdng dugc chi dink ding cho tré em va thanh thiéu nién. Cdc nghién cttu & nhitng bénh nhan
tw 13-17 twdi cho théy nhiéu phédn tng bét Igi, bac gom téng can, thay ddi cac thing sd chuyén hda va
tdng ndng dd profactin. Hiu qua lau dai cda nhitng tc dung nay chua duge nghién ciu va van chua dugc
biét {xem myc Tac dung khdng mong muén va Dugc luc hoc).

Lactose

Vién nén Egolanza chita lactose. Bénh nhan bi khong dung nap galactose do di truyen IhIBU hut Lapp
lactase hodc kém hap thu glucose-galactose khong nén ding thudc nay.

Tueng tac vdi cac thudc khac va cac dang tuong tac khac
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Twong tac voi cac thude khac va cabidang tudvigtae khde/

Iré em

Cdc nghién cdu vé wong tac moi chi duge tién hanh trén ngudi lén.

Cdc thudc cd thé danh hudng dén olanzapine

Do olanzapine dugc chuyén hoa bdi CYP1AZ, cac thudc c6 thé gay cdm tng hodc e ché isoenzym nay cd
thé gdy anh hudng dén dugc dong hoe cda olanzapine

Cam ¢ng CYPIAZ

St chuyén hda cda olanzapine cd thé dugc cdm g bai hit thude va carbamazepine, dan dén giam nong
d4 olanzapine. Thanh thai olanzapine chi tdng ¢ méc dd nhe hodc via. Anh hudng trén 1dm sang cd thé
rdt it nhung cdn tién hanh theo ddi 1am sang va tang lidu olanzapine néu cdn thiét (xem myc Ligu dling
va cach dung).

Y ché CYPIA?

Fluvoxamine, mdt chdt tc ché CYP1A2 dic hiéu, da dugc chiing minh e ché déng k€ su chuyén hoa cua
olanzapine. Sauk hi st dung fluvoxamine, ndng dg Cmex cta olanzapine tang trung binh 13 54% ¢ phy it
khéng hat thude va 77% & nam gidi hit thudc 1. AUC cua olanzapine tang trung binh tweng wng 1a 52%
vd 108%. Nén can nhat dung cfanzapine vdi liéu khéi dau thap hon cho nhitng bénh nhan dang st dung
fluvoxamine hodc bat ky thuic dc ché CYP1A2 khdc, chang han nhy ciprofioxacin. Nén xem xét giam lidu
olanzapine néu st dyng 80ng thdi véi mdt thudc ¢ ché CYPTAZ.

Giam sinh khd dung

Than hoat 1am giam 50 dén 60% sinh kha dung cia olanzapine dudng udng, nén ding than heat it nhat
2 it trede khi hodc sau khi dung clanzapine

Fluoxetine {mgt chat tc ché CYP2D6), liéu don thudc khang acid (nhim, magnesi) hedc cimetidine khing
gdy anh hudng ddng ké dén dugc déng hoc cda olanzapine.

Olanzapine cd thé danh hudng dén cdc thude khdc

Olanzapine cd thé d6i khdng véi tac dung cda cdc chat chi van dopamine trye tiép hodc gidn tiép.
Ofanzapine khong tc ché céc isoenzyme CYP450 trong /7 witro (chang han nhu 1A2, 206, 2C9, 2C19, 3A4).
Vi vy, Olanzapine dugc cho fa khdng cd wong tac ddc biét, cing nhie da dugc xdc minh trong cac nghién
ciu /17 vivo, khﬁng géy (e ché chuyén hda céc thudc sau: thudc chdng trdm cdm ba vong (dai dién cho
con dutng chuyén hda chi yéu qua CYP2D6), warfarin (CYP2C9), theophylhne (CYP1A2), hodc diazepam
(CYP3A4 va 2C19).

Otanzapine khéng cé twong tac khi st dung dong thei vai lithi hodc biperiden.

Theo ddi ndng dé valproate trong khi diéu tri cho thay khang can diéu chinh lidu valproate khi ding déng
thiti vot olanzapine.

féc dung wén hé than kinh trung vong

Can thin wgng khi ding thue cho bénh nhdn ¢d udng regu hodc st dung cac thube khdc cd thé gay e
ché hé than kinh trung vong.

Khang nén diing dong thdi olanzapine véi cac thude digu tri Parkinson 6 bénh nhan mac bénh Parkinson va
sa sut tri tué (xem myc Canh bdo ddc biét va than trang khi st dung).

Boan QT

Thén trgng khi dung ddng thei olanzapine va cac thudc da duge bigt gy kéo dai doan QT {xem myc Cénh
bédo dac biét va than trong khi sa dung).

Phu ni? ¢o thai va cho con bu

Phu nif ¢d thai

Chua ¢d cdc nghién iy ddy dd va co kiEm sodt trén phu i ¢6 thai. Bénh nhén can duge hudng ddn dé
thdng bdo cho bac sy biét néu co thai hodc dy dinh co thai trong qud trinh diéu tri bang olanzapine. Tuy
nhién, do kinh nghiém diing thudc cho phy nit ¢ thai con han ché nén chi dung olanzapine cha phu nd cg
thai khi d3 cdn nhac lgi ich cda viéc diu ti va nguy co cd thé xdy ra ddi véi thai nhi.

Tré so sinh tigp xtc vdi thudc chdng loan than (bao gdm ca olanzapine) trong ba théng cudi cia thai ky ¢
nguy £o xay ra cdc phan ¢ng phy bao gom ca triéu ching ngoai thap va/ hodc cai thudc, cdc phén ing nay
¢d thé khac nhau vé mic 8¢ nang nhe va thii gian kéo dai sau khi sinh. DA c6 bao cdo xdy ra kich dong,
tdng truong luc, gidm trwong e, run, ngu ga, suy hd hap, hodc rdi loan dn udng. Do d6, tré se sinh can
duge theo ddi cdn thin.

Phy nif cho con bu

Trong mdt nghién citu trén phy nd khoe manh cho con bi, olanzapine dugc tiét vao sta me. Nang dd
olanzapine trung binh ¢ é b me (tinh theo mg/kg thé trong) & trang thdi 6n dinh bdng khodng 1,8% ndng
d6 thudc trong co thé me (tinh theo mg/kg thé rung). Bénh nhan khdng nén cho con bi khi dang st dung
olanzapine.

Anh huéng d&n kha ning lai xe va van hanh may méc
Chua cd cdc nghién ctu vé anh hudng cua thude dén kha ndng lai xe va van hanh mdy méc. Do olanzapine
cd thé gay budn ngu va chdng méat, bénh nhan can than trong khi van hanh may mdc vé xe gdn may.

Tac dung khing mong mudn

Nguar ldn

Cac phan ting bat loi thudng gdp nhat ( xay ra ¢ = 1% sd bénh nhdn) lién quan dén viée st dyng
olanzapine trong cac thit nghiém [am sang 13 budn ngu, tang cén, ting bach cdu va eosin, tdng ndng do
prolactin, cholesterol, glucose va triglyceride {xem muyc Canh bda déc biét va than trong khi st dung),
glucese niéu, them &n, chong mat, ban chan, hdi ching Parkinson (xem myc Canh béo dic biét va than
trong khi st dyng), rdi loan van ddng, ha huydt 4p w thé, tdc dung khang cholinergic, tdng thedng qua
khdng c6 trigu ching cua cdc aminotransferase gan (xem muc Canh bdo ddc biét va than trong khi s
dung), phat ban, suy nhuac, mét moi va pha.

Bang sau liét ké cdc phan itng bat lgi va anh hung dén xét nghiém cén 1dm sang thu dugc 1 cac the
nghiém 1dm sang va bdo cdo st dung thude. Trong mai nhdém tén sudt, phan tng bat lgi dugc tinh bay
theo tht ty mic d6 nghiém trong giam dan. Cac thuét ngd tdn suét duge ligt ké dugc dinh nghia nhu sau:
rat thudng xuyén (= 1/10); thuong xuyén (2 1/100 dén <1/10); khdng thudng xuyén (= 1/1000 dén
<1/100); hiém (= 1/10000 dén <1/1000); r&t hiém (<1710, 000), khdng biét (khong thé udc tinh ﬂ’uqc
10 cac dif héu hién cd).
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=TTt Tang ¢An'ed ¥ nghia lam sing da quasssét-dugeanértatccdcodc logi chi s§ khdi co thé (BMI). Sau didu
tri ngdn han (thdi gian trung binh 47 ngdy), tdng cén = 7% trgng lugng co the ban ddu xdy ra rdt thugng
xuyén (ty 16 22,2%), 1&g = 15% trong luang co thé ban dau thudng xuyén xay ra {1y 1& 4,2%) va tdng
> 25% trgng lugng co the ban ddu xay ra khdng thugng xuyén (ty 16 0,8%). Bénh nhén ting cdn = 7%,
> 15% va = 25% trong lvgng co thé ban ddu cda ho khi ding thudc dai han (it nhdt 48 tuén) xay ra rat
thwgng xuyén {ty Ié twang ung |3 64.4%; 31,7% va 12,3%)
2 (6 nghia 13 gia tang ndng 44 lipid luc d6i {cholesterol toan phan, LDL cholesterol, va triglycerides)
cao hon & nhiing bénh nhan khdng cd bang chitng cla rdi loan lipid ban dau
3 Quan sat dugc ndng dé binh thudng lic ddi ban dau (< 5,17 mmol/1) tang [én mic cao (= 6,2 mmal/l).
Thay ddi ndng dd cholesterol todn phan lic déi ttt gidi han ban ddu (= 5,17 dén < 6,2 mmol/1) 1én muc cao
(= 6,2 mmol/l) xay ra rat thugng xuyén.
4 Quan sat duac ndng dd binh thudng lic déi ban dau {< 5,56 mmol/l) tang 1én mic cao (2 7 mmol/l).
Thay doi dutng huyét lic doi e gidi han ban ddu (= 5,56 dén <7 mmol/!) 1én muic cae (= 7 mmol/)) xdy
ra rat thudRg xuyén S o e

O Quan sat duqc ndng 89 binh thmmg lic d6i ban déu (<1, B9 mmol/l) tang I&n muc cao (2 2 .26 mmol/).
Thay déi ndng 86 triglycerides lic d6i to gidi han ban ddu (= 1,69 mmal/l dén <2,26 mmol/1) 1én mic cao
(= 2,26 mmol/l) xay ra rat thudng xuyén.
% Trong c4c thit nghiém [am sang, 1y 1é xdy ra hai ching Parkinson va rdi loan trvang lye & cac bénh nhén
dugc diéu tri bang olanzapine cao hon, nhung khdng cd y nghia thdng ké so vdi gid dugc. Bénh nhin duge
diéu tri bang Olanzapine cd 1y Ié xdy ra hdi chirng Parkinson, bdn chdn va rdi loan truang e thap hon so
vdi lidu chudn cla haloperidal. Trong trudng hap khéng cd thdng tin chi tidt vé tién st cda tng rdi loan.
van ddng ngoai thap cap tinh va mudn, hién nay khong thé két luén dugc rang olanzapine it gy rdi loan
van ddng mudn va/ hodc cac hdi ching ngoai thap mudn khac.
’"Céc triéu chitng cp tinh nhu todt md hdi, mat g, run, lo Idng, budn non va ndn da duge bdo cdo khi
ngltng st dung olanzapine dot ngdt.
8 Trong céc thd nghiém 1am sang 1én dén 12 tudn, ndng do prolactin trong huydt wang vugt qud gidi
han trén cua mdc binh thudng xdy ra rén khoang 30% so bénh nhan diéu 1ri bang olanzapine c6 gid tni
prolactin ban dau binh thugng. Trong da sd nhitng bénh nhén nay, ndng dd prolactin chi tang nhe va thép
hon hai 1an gidi han trén cda mac binh thudng.
D18y try dar han (it nhat 48 wén)
Ty Ié bénh nhén gdp tac dung phu cd anh hudng dang ké trén 1am sang: tang can, tang nong dé glucose,
tang cholesterol hodc triglycerides 1ng / LDL / HOL tdng theo thdi gian. 0 ngudi Ién da dieu tri 9-12 thang,
ty 1€ tdng dudng huyét trung binh chdm lai sau khodng 6 thang.
Thdng tin thém cho nhdm bénh nhdn dic biét
Trong céc thit nghiém 14m sang ¢ bénh nhdn cao tudi bj bénh sa sdt tri wé, diu tri bang olanzapine gay
ty 1é tt vong va cdc phan ¢ng bat lgi tén mach méu nda.cac hen so vdi giad duge (xem myc Canh béo dic
biét va than trong khi sir dung). Céc tac dung bat lgi rat thudng gdp do s¢ dung olanzapine ¢ nhitng bénh
nhdn nay 13 bat thudng déng di va ngd. Viém phdi, sét, hdn mé, ban dd, do gidc va tiéu tién khdng ty chd
thudng xuyén xay ra.
Trong cdc the nghiém 14m sang & bénh nhén loan than do thudc (chat chd van dopamine) lién quan dén
bénh Parkinson, sy tram trong hon céc trigu ching cua bénh Parkinson va do gidc dé duoc bao cdo xay ra
rdt thudng xuyén va nhiéu hen so vdi gia duoc.
Trong mdt tht nghiém (dm sang @ bénh nhan hung cam fudng cuc, diéu tri ké1-hop valproate va olanzapine
dan dén gidm bach cdu trung tinh vdi ty 16 4,1%, mft yéu td c6 thé dan dén tng ndng d valproate trong
huyét tueng. Olanzapine st dung dang thai vdi lithi hodc valproate dan dén téng (= 10%) hién tgng run,
khd miéng, thém &n va tang can. ROi loan ngdn nqlf cing da dugc bdo cdo xdy ra thudng xuyén. Trong
qua rinh diéu i bang olanzapine k&t hop vdi lithi hay divalproex, sy ting 2 7% so véi trong lugng co thé
ban dau xay ra 0 17,4% s6 bénh nhan treng giai doan didu tri cdp tinh (d€n 6 tudn). Diéu tr dai han bang
Olanzapine {d€n 12 thang) d& phong ngiia 14i phat ¢ nhitng bénh nhén 1di loan ledng cuc 1am tang = 7%
s0 véi trong lugng ¢o thé ban ddu xdy ra d 38,9% sd bénh nhan.
Ire em
Olanzapine khdng duge chi dint diéu tri cho tré em va thanh thifu nién dudi 18 toi. M3c di khong co
nghién cttu tdm sang duge tién hanh dé so sanh vide ding thudc cho thanh thigu nién vdi ngudi ldn, do
liéu 1 cac thy nghiém che thanh thigu nién dugc se sénh vdi cdc thi nghiém cda ngudi trudng thanh.
Bang sau ddy tdm tdt cdc phan tng bt lgi & thanh thiéu nién (1 13-17 wdi) vai tdn suat xudt hién cao
hon so vGi nqudi Ién hodc cdc phan (ing bt i chi xdy ra trong thit nghiém l4m sdng ngdn han @ thanh
thiéu nién. Téng cén déng k& co y nghia 1dm sang (= 7%) dutng nhu xdy ra thuéng xuyén han ¢ thanh
thiéu nién so véi ngudi [én vdi cing thai gian ding thudc. Khi ding thudc dai han (it nhdt 24 tuén),
mitc dg tang cdn va ty Ié thanh thiéu nién tang can dang k& cao hon so vdi khi dung thudc ngdn han.
Trong mdi nhom tan suét, phan itng bat lgi duge trinh bay theo thé w mitc dd nghiém trong gidm dén.
C4c thudt ngl? tan sudt dugc liét ké dugc quy dinh nhy sau: rat thudng xuyén (= 1/10); thudng xuyén
(= 1/100 dén <1/10)

Rdi loan chuyén héa va dinh dudng
Rét thuong xuyén: Tang cans, tang ndng do triglyceride'®, them &n.
Thudng xuyén: Tang ndng dd cholesterol!!

Rai loan h§ than kinh
R4t thudng xuyén: An than (bao gom: budn ngu trién mién, hén mé, ngu ga).

Rdi loan tiéu hoa
Thirdng xuyén: Kho miéng

Rdi loan gan mét
R4t thudng xuyén: Tang cdc aminotransferase gan {ALT/AST; xem muyc Canh béo dac biét va thén trong
khi st dyng).

Cac xat nghiém can lam sang
Rt thuong xuyén. Giam bilirubin tdng, 1dng GGT, 1dng ndng do prolactin trong huyét thanh 2.




'Satdidu tri ngdn han {théi gian trungbinh-22ongayhtangcdm 7% trong lwong co thé ban du (kg) xdy
ra r4t thudng xuyén {ty 1 40,6%), tdng = 15% trong lugng co thé ban ddu thudng xuyén xdy ra (ty 18 7,1%)
va ting 2 25% trgng lugng co thé ban ddu thudng xuyén xay ra (1 (& 2,5%). Khi diéu tri d&i han {it nhat 24
wdn), cé 89,4% sd bénh shan ting = 7% trong lvgng co thé ban ddu, 55.3% s6 bénh nhan ting = 15% va
29.1% s6 bénh nhan tdng = 25% trong luong co the ban dau.
10 Qyan sat dugc ndng dg lic doi ban ddu t& binh thudng (< 1,016 mmol/l} ting 1én mdc cao
(21,467 mmol/l) v nhiing thay d&i ndng dg triglyceride fic doi t glm han ban dau |= 1,016 mmol/I

-< 1,467 mmol/l) [én mic cao (= 1,467 mmol/). oy
' Thay ddi ndng dd cholesterol ton phan lic ddi ban ddu 1 binh thtrUng (< 4,39 mmnt/l) ting lén mic
cao (= 5,17 mmol / I) thuéng xuyén xdy ra . Thay ddi ndng d§ cholesterol toan phén ltc déi w gidi han ban
ddu {= 4,39 dén < 5,17 mmol/l) {n muc cao (= 5,17 mmal/l) xay ra rdt thuong xuyén.
12 T3ng ndng dg prolactin trong huyét thanh dugc bio cao xdy ra & 47,4% s& bénh nhdn vi thanh nién.
Qua liéu
Déy hiéy va trigu ching
Cac triéu chitng thuong gdp khi qud liéu (1y 18 > 10%) bao gbm nhip tim nhanh, kich déng/gdy gd, loan van
ngdn, cac bifu hién ngoai thap va gidm v thitc mitc dg khdc nhau tif an thén d&n hon mé.
Céc wiéu ching khdc cda qua liéu bao gom mé sang, co gidt, hdn mé, hdi ching an than kinh 4c tinh, suy
ho hap, the ddc, ting huyét ap hodac ha huyét dp, rdi logn nhip tim {ty 1€ < 2% cdc trudng hop dung qué
liéu) v& ngung tim phdi. Tdr vong d4 duge bdo cdo xdy ra khi qud lidu cp tinh 4 liéu thdp 13 450 mg, nhung
bénh nhén sdng sot cing da duge bdo cdo sau khi udng qua lieu cap tinh khodng 2 g olanzapine.
X Ui qué ligu
Khong c6 thudc gidi ddc dac hiéu cho.olanzapine. Gay ndn khdng duge khuyéa cdo. C6 thé ép dung cac
hién phdp dieu tri qué lidu thang thudng {nhy rira da day, uéng than hoat tinh). St dung than hoat tinh
dugc ching minh 1am gidm sinh kha dyng dudng udng cha ofanzapine 50 dén 60%.
Cén diu 1 tréu ching va theo ddi chitc ndng cdc co quan cén ot wén bidu hién 1dm sdng, baa gdm ca
diéu trj ha huyét dp va truy wan hodn va hd trg chic ndng ho hap. Khdng ding epinephrine, dopamine,
hodc cac thudt cudng giao cam khéc cd téc dyng chi van béta do viée kich thich béta cd thé 1am ndng
thém tinh trang ha huy€t dp. Theo d6i tim mach dé phat hién chéng loan nhip tim. Tiép e theo déi ¢dn
thdn cho dén khi bénh nhan hoi phuc. :

Jré em
Chua c6 céc dit lidu qud licu ¢ tré em va thanh thiéu nién.

CAC PAC TiNH DUQC LY

Dac tinh duvce lye hoc

Nhom diéu tri: Cac diazepine, uxazepme va thiazepine, ma ATC: NUSA HO3.

Co ché tdc dung

Olanzapine 1 mdt thude ching loan thén, ching hing cdm va 6n dinh 1dm thén, cé téc dyng dugc Iy manh
thing qua mdt 56 hé receptor

Duge lye hoc

Trong céc nghién céu tién 13m sang, olanzapine c6 i lyc (Ki: <100nM) vdi cac receplor cua serotonin
5RT24/2¢, BHT3, OHT; dupamine D1, Dg. D3, Dy, Ds; cholinergic muscarinic my-ms; adrenergic 8y va
histamine Hy. Cac njhién cdu vé hanh vi diing vt cho thay olanzapine c6 tac dyng ddi khang vai SHT,
dopamine, va khing chofinergic, phi hgp véi kha néng gin két vac cac receptor. Olanzapine co 4i luc manh
han vdi receptor cuaseratonin SHT /17 vitro so vdi dopamin D7 va hoat tinh 5HT; /7 wve manh hon so vdi
hoat tinh Dy. Cac ngtién ciru dién sinh ly da chitng minh Olanzapine gay giam mdt cach chon foc su kich
hoat cac 18 bao thankinh dopaminergic ¢ mesolimbie (A10} nhung it c6 tic dung dén thé van {AS) trong
chite ndng van ddng.Olanzapine lam gidm dép ¢ng né 1rdnh c6 didu kién, 1 mat the: nghiém xdc dinh tac
dung chng loan thé) khi ding liéu thap hon liéu géy ra chiing gid nguyén tw thé. 1a mdt tac dung phy trén
chitc ndng van ddng Khdng gidng nhu mgt sd thudc chdng loan than khac, Olanzapine gy tdng dép éng
trong mt thd-nghién "1am giam lo 4u”.

Trong mgt nghién ciu lidu udng duy nhat (10 mg) dung phuang phap chup ranghen cat Idp phat Positron
(Pasitron Emission Tomography {PET}} 6-nhidng ngudi tinh nguyén khde manh, ofanzapine chiém gi@
receptor SHT74 nhiéu hon so vai dopamine Do. Hen nita, mgt nghién ettu hinh dnh ding phueng phép chup
ronghen cdt Idp phatphown dign toan {Singte Photon Emissian Computed Tomography (SPECT)) 6 nha’ng
ngudi bénh tdm than phas ligt cho thiy nhitng nguti bénh dap tng vdi olanzapine chiém gif Dy cliathe
vén it hon so vdi nhing ngudi bénh ddp (ng vai risperidone va mdt loai thuge chdng loan thén khéc, nhung
wong dwong vdi nhiag nyugt bénh dap tng voi clozapine.

An t0an vé higu qua lém sang

Cé 2 trong 2 thit nghiém 20 kiém ching bang gia duac va 2 trong 3 thit nghiém cd kiém ching bang chat



§6 sanh trén'2.:900"bénh nhdn tam than phimpliétwdingd hiridwchdmpduong tinh va 4m tinh cho thy
olanzapine da cai thién nhigu hon cd ¥ nghia thdng ké cac triéu chitng duang tinh ciing nhu am 1inh

Trong mdt nghién ctu so sénh mu doi, da quic gia vé 1am than phén liét, anh hugng tdm than phén ligt
va cdc 16i loan lién quan duoc tién hanh trén 1.481 hénh nhan cd cdc tridu chitng trdm cdm mitc 60 khac
nhau (gid tri trung binh co ban |4 16,6 theo thang bang ddnh gid trdm cdm Mantgomery Asberg), phén tich
thit cdp sau 46 vé diém sd thav ddi tdm trang t khi bat ddu dén khi ket thiic cha thy cd sy cai thién ¢d ¥
nghia thdng ké (P = 0,001} vé vu thé cia olanzapine (- 6,0) so vdi haloperidal {- 3,1).

0 bénh nhan trong giai doan hung cam hodc hon hap cdas rdi loan Iuﬁ‘ng cyc, olanzapine co hiéu qua VUt
trdi so vai gia dugc va valproate semisodium (divalproex) trong viéc gidm céc tridu chdng hung cdm sau

3 wan. Olanzapine cling duge chitng minh ¢4 hidu quéd twang dueng vdi haloperidol vé ty 18 bénh nhén
thuyén giam triéu chitng hitng cdm va trdm cdm sau 6 va 12 tudn. Trong mdt nghién citu diéu trj két hop o
bénh nhén dugc diéu tri bang lithi hodc valproate trong thdi gian t6i thi€u 2 tudn, viée ba sung olanzapine
10 mg {diéu tri két hgp vdi lithi hodc valproate) [dm giam cdc triéu ching hung cam nhiéu hon so vdi ding
lithi hodc valproate don ddc sau 6 tuan.

Trong mdt nghién ctu kéo dai 12 théng phong ngtra tai phat & bénh nhén giai doan hung cdm 44 thuyén gidm
do st dung olanzapine va sau d6 dugc chon ngdu nhién dé st dung alanzapine hodc gi duge, olanzapine d3
chitng minh uu thé cd y nghia thong ké so vdi gid dugc trong phong ngra tai phat & ching 16t loan lwdng cuc.
Olanzapine clng cho thay mot lgi the rd rét so véi gid dugc vé phong ngura tai phat ca hung cdm va trdm cam.
Trong mdt nghién cthu thit hai kéo dai 12 thang phong ngda 181 phat ¢ bénh nhan giai doan hung cam d3
thuyén gidm bénh do st dung olanzapine k&t hgp vdi lithi va sau do duge chon ngau nhién d€ si dung
olanzapine hodc lithi don ddc, ofanzapine cho két qua khdng kém hon so vdi lithitrong phing nglta tai phat
rdi loan ludng cyc (olanzapine 30,0%: lithium 38,3%; P = 0,055).

Trong mdt nghién cttu diéu tr két hap kéa dai 18 thang ¢ bénh nhén giai doan hung cam hodc hon hop da
dn dinh do st dung olanzapine két hgp vdi thudc 6n dinh tm trang (lithi hodc valproate), diéu tri dai han
hang olanzapine két hgp vdi lithi hodc valproate khdng mang lai hiéu qua cao hon cd y nghia thdng ké so
vdi lithi hodc valproate don ddc trong phong ngura téi phat réi loan lwdng cuc.

fré em

Kinh nghiém ding thudc cho thanh thi€u nién [t 13 dén 17 tudi) chi gidi han ¢ dit lidu vé hiéu qua didu i
ngdn han tdm than phan liét {6 twan) va hung cam trang rdi loan ludng cuc | {3 tudn) ¢ it hon 200 thanh
thiéu nién. Olanzapine dugc st dyng vdi lidu linh hoat wr 2,5 mg dén 20 mg/ngay. Trong thdi gian diéu

1ri bang olanzapine, thanh thiéu nién tdng can nhiéu han déng ké so vdi ngudi Idn. Mic d thay ddi ndng
do cholesterol tdng, LDL cholesterol, triglyceride lic ddi va prolactin (xem muc Canh bdo ddc biét va than
trong khi st dung) ¢ thanh thigu nién rhiéu hen so vdi ngudi Ion. Chura cé dit ligu vé duy tri hiéu qua diéu
tn va dit liéu an toan khi diéu tri dai han con han ché {xem muc Canh bdo dac biét va than trong khi st
dyng va myc Tac dung khdng mong mudn).

Céac dée tinh dugc déng hoc

Hap thu

Olanzapine dugc hdp thu 6t sau khi udng, dat nong dd dinh trong huyét twong trong vong 5 dén B gig.
Thitc @n khang anh huéng dén sy hdp thu cda thudc. Chua xdc dinh dugc sinh kha dung tuyér doi duing
udng so vai dudng tinh mach.

Phin b

Khoang 93% Dlanzapine gé’n két vdi protein huyét tweng khi ndng dg thude trong khodng 7 déa 1000 ng/ml.
Olanzapine gan két chu yéu vdi albumin v3 alphaT-acid-glycoprotein.

Chuyén hia

Olanzapine dugc chuyén hda tai gan qua qua trinh lién hop va oxy héa. Chat chuyén héa chinh I3
10-N-glucuronide va khong qua duge hang rac mau ndo. Cac cytochrome PAS0-LYP1A2 va PA50-CYP2D6
tham gia vao viéc 130 ra cac cht chuyén hoa N-desmethy! va 2-hydroxymethyl. Trong céc nghién cdu trén
dong vat, ¢a 2 chat chuyén hoa ndy déu cé hoat tinh dugc IV in vivo thip hon olanzapine. Tac dung dugc
ly cht yéu 13 do ofanzapine.

That

Sau khi ding dudng udng, thai gian ban thai trung binh ¢ ngudi khde manh thay d6i phy thudc vao tudi
va gidi tinh.

0 ngudi gia khde manh (65 woi trd 1én) so vdi nguai tré tudi, thdi gian ban théi kéo dai han (51,8 so vdi
33,8 gid) va do thanh thai gidm di (17,5 so vdi 18,2 L/qgid). Cac thay ddi dugc ddng hac & nguei cao tudi
vdn ndm trong pham vi bién thién cta ngudi té twéi. 0 44 bénh nhan tdm thin phén liét tén 65 twdi, liéu
ding t b dén 20 mg/ngay khing cd sy khac biét ndo vé téc dung phu.

0 phu nii so vdi nam qidi, thdi gian ban thai trung binh kéo dai hon (38,7 so vdi 32,3 git) va dd thanh thai
giam di (18,9 so vdi 27,3 L/gi6). Tuy nhién, do an toan cua olanzapine (liéu ding 5 - 20 mg) tweng duong
nhau ¢ nhiing bénh nhan nd (n = 467) v& nhitng bénh nhan nam (n = 669).

Bénh nhan suy thin

0 bénh nhan suy thin {thanh thai creatinin < 10 ml/phit) so vdi ngum khdng suy thdn, khéng cd sy

khac nhau dang k€ vé thai gian ban thai trung binh (37.7 so vdi 32,4 gia) hodc do thanh thdi (21,2 so vdi
25,0 L/gid). C6 khoang 57% olanzapine dugc dénh ddu phong xa thai it qua nudc tiéu, chi yéu dudi dang
cac chat chuyén hda.

Nouai hut thudt

0 ngudi bénh hiit thufie ma cd rffi loan nhe chife ndng gan, théi gian ban thai trung binh (39,3 gid) 13 kéo
dai va df thanh thdi {18,0 L/gic} giam twong ty nhu ddi vai ngudi khde manh khdng hit thudc {tweng g
la 48,8 gid va 14.1 [/gid).

0 nhing ngudi khang hat thudc so véi nguadi hit thude (nam gidi va nG gidi), thdi gian ban thai trung binh
kéo dai hon (38,6 so vai 30,4 gid) va dé thanh thai gidm di (18,6 so vdi 27,7 L/gid).

DG thanh thai huyét wong cta olanzapine thap han ¢ ngudi gia so vdi ngudi tré tudi, ¢ i gidi so véi nam
gici va ¢ ngudi khdng hut thudc so vdi ngudi hdt thude. Tuy nhién, mic d dnh hudng cda twai tac, gidi
tinh hodc hut thudc dén dg thanh thai va thdi gian ban thai cla olanzapine 13 nhd khi so sdnh vdi sy khéc
nhau gita c4c c4 the.

Trong mot nghién cltu vé ngudi da trang, Nhdt Ban va Trung Qudc, khdng cd sy khdc nhau vé dugc dong
hoc gifa 3 nhom nguoi nay.

Jre em

Thanh thiéu nién (tr 13 dén 17 wi): Cac ddc tinh dugc ddng hoc cda olanzapine & thanh thi€u nién tugng
ty nhu @ ngudi 1dn, Trong cdc thit nghiém 1dm sang, ndng d olanzapine trung binh & thanh thiéu nién cao
hon khoang 27%. Sy khac bigt vé nhén khdu hoc gia cdc thanh thigu nién va ngudi ldn bao gdm trgng
lugng co Thé trung binh thdp hon va it thanh thiéu nién hit thudc hon. Cac yéu 1 d6 c6 thé gap phan Jam
cho nang 46 olanzapine trung binh ¢ thanh thigu nién cao hon so vdi nquei 1dn.



Dit lieu an todn tién Iam sang https://trungtamthuoc.com/

ddc tinh cép (liéu don) '

D3u higu cla ngd ddc dudng ulng & loai gdm nhdm 13 dic trung cla cac thudc an than kinh manh: gidm
haat dong, hon mé, run, gi4t rung, tiét nudc bot va tang can. Lifu gdy chét trung binh |3 khodng 210 mg/kg
(chufit nhat) va 175 mg/kg (chudt cdng). Ché cd thé dung nap lidu udng duy nhét 18a dén 100 mg/kg
khdng gdy tf vong. Cc ddu hiéu lam sang bao gdm an thdn, mat diéu hoa, run, tang nhip tim, the khe,

co ddng t va chdn n. Trén khi, i€u udng duy nhat dén 100 mg/kg gy tinh trang mét & va ¢ liéu cao hon
dan dén tinh trang ban mé.

ddc tinh mén

Trong cac nghién ety trén chudt nhat kéo dai tdi 3 thang va 1én dén 1 ndm & chudt cong va chd, cac tac
dung chu yéu 13 e ché hé than kinh trung weng, tac dung khang cholinergic va céc rdi Inan huyét hoe
ngoai vi. £ac chi s@ tang trudng gidm di khi ding lidu cao. Cac dnh hudng cd hoi phyc phu hep véi téng
ndng prolactin & chudt cdng bao gdm gidm trong Iugng cla bufing tréng va 1 cung va nhitng thay ddi hinh
théi rong bidu md 4m dao va twyén vd.

Bic tinh vén huyét hge

Anh hugng trén cdc thdng sd huyét hoc 83 dugc tim thdy uén moi Joéi, bao gm gidm bach cdu & chudt
nhat ¢6 lién quan dén liéu ding, va giam bach cdu khdng ddc hiéu ¢ chudt cdng, wy ahién, khdng cé bang
ching vé kha ndng thude gdy ddc tuy xong, Giam bach cdu, gidm tiu cdu c6 hdi phuc hodc thidu mau
dugc quan sa1 ¢ mft vai con chd duge st dung iéu 8 hodc 10 mg/kg/ngdy (16ng hm'ng olanzapine [AUC]
cac gap 12 - 15 14n so vdi ngudi dung mat liéu 12 mg). ﬁcho khdng cd anh hudng xdu dén cédc té bao sinh
san trong tUy xuang.

ddc tink dor ver sinh san

Olanzapine c6 khdng c6 tac dung géy quai thai. An than anh huGng dén hiéu sudt giao phdi cia chudi dic.
Chu ky ddng duc bi anh huang ¢ liéu 1,1 mg/kg {cao gap 3 1an licu tdi da ding cho ngudi) va cdc thong s6
sinh san bi anh huang & chugt cang khi cho dong liéu 3 mg/kg {cao gdp 9 14n lidu t6i da ding cho ngudi).
B3 quan sat thdy sy chdm phat trign cda chudt con va sy giam vén ddng thodng qua cda chudt con.

Kha nang géy dgt bién

Olanzapine khdng gy ddt bién trang cdc thi nghiém tify chudn bao gdm thit nghiém dot bién vi khuan va
the nghigm in vitro va in vivo réa ddng vat cd vu.

Kha nang géy ung thy

Dua trén cac két qua nghién ciu o chudt nhdt va chudt cdng, olanzapine dugc két luan ta khdng gdy ung
thu.

Banh qid nguy co vo'i mdr rueng (FRA)

Viée st dung Egolanza phi hop vi cdc thdng tin sén phdm khdng cd kha ndng géy ra anh hudng khong
chdp nhan dugc di vai méi trudng

CAC DAC TiNH cliA THUOC
Tinh khong tuong ky
Khéong ap dung

Han dung
60 thang ké 1 ngay san xuat

Bao quan

Bao quan ¢ nhiét dg dudi 30°C.

Ddng goi

Thudc dugc dong trong vi OPA/AI/PVC/ /AL Hop 4 vi x 7 vién nén bao phim.

1. MHA SAN XUAT : g —
EGIS PHARMACEUTICALS PLC
Try s¢: 1106 Budapest, Kereszturi 4t 30-38., Hungary
Nha may: 1165 Budapest, Bokenytoldi it 118-120., Hungary

EGIS Doc. No.: 39860/V .
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