1. TENTHUGC
OLMED 5 mig, vidn nén bao phim.
OLMED 10 meg, widn nén bao phim,

2. THANH PHAN DINH TINH VA DINH LUQNG
MG vién nén bao phim dhia 5 mg, 10 mg Olanzapine.
Danh sach ta duge ddy di, xerm muc 6.1,

3. DANGTRINH BAY

Vién nén bao phim.

Vidr nén bae phim 5 mg: Mau trdng. trdn, dutng kinh 8 mim, 2 mat 9, ob khic
chilr"01* trén midt mat.

Vign ndn boe phimn 10 mg: Mbu trdng, trén, duding kinh 10 mm, 2 mdt K4, ob khic
chilr 03" trén mot mat.

4. THOMNG TIN LAM SANG

4.1 Chi djnh

Olanzapine duge chi dinh d€ didu tri bénh tim thin phdn likt

Olanzapine co hidu qui trong vidc duy tri finh trang cai thién Am sang khi tiép
e @by tr| @ nhing bénh nhan 43 cb ddp (ng wai didu tri 1in diu.

Olanzapine duge chi dinh 34 didu tri con hung cdm mdc 45 trung binh dén
Adng.

(@ nhding bénh nhin ¢4 can hung cim 33 dip (ng v olanzapine, clanzapine
durge chi dinh 3é phong ngira tal phit & bénh nhan i loan ILdng oy

4.2 Lidu ding vh chch ding

MR i

B¢nh tdm thdn phdn M Libu khdt ddu Olanzapine duoe kKhoyén cao 13 10 mgs
ngay

Cemn humg cdvry: Lidu khdi diu 13 15 mg mdt Lin méi ngay trong don tri kiu hojc
10 mg mdi ngay trong ligu phdp phii hop.

Phdng nglie tdl phdt trang rd logn liding cyic: Lidu ki ddu khupén cdo la 10mg |
rigay. B vl bénh nhan 43 dung olanzapine 3& didu tr con hung chm, nén tifp
tue didu tri dy phing thi phit & lidu tuang ty, Néu xult hidn con hung clm mdi,
can hdn hop hodc con trdm cim, nén tidp tuc didu tri clanzapine (ol liéu B v
néu cn), vl Héu phdp bé sung 38 didu tri cic tridu chimg thm trang theo chi
djini Lm sang.

Trong khi dibu tr thm thin phin 81, can hung clm vh phing ngia thi phat rdi
loan huting oy, o thé didu chinh lidu dong hdng ngiy cho nhiing ngady tiép theo
dya trén tinh trang l&m sing cda méi bénh nhan trong gidi han 1 5 mg - 20 mg
f nigay. Vikc tang lidu kin hon Wy khdt ddu duge khuyén cdo chi nén thige hién
sau khi danh gia 13 lm sang thich hop v thudng & khodng théi gian khéng it
hon 24 gid,

St dyng Clanzapine cd thé khing cin quan thm dén bla dn do vidc hdp thu
khidng bd dnh hudng bdl thie an. Nén can nhde vide gidm lidu din khi nguing

clanzapine.

irgem

DHanzapine khéng khuyén cao si dung cho tré em va (RERE (ABIRSGoMYErug/
tudi do thidu dil lidu vé hidu luc va 46 an todn, Trong cac nghién cdu ngdn han,
tang cin, thay ddi lipid va prolactin & cic bénh nhin thanh thifu nién 13 ldn hon
50 wii cac bénh nhdn & tudi trudng thanh.

Mg gig

Ligu khédi dau thap hon (5 mg / ngay) khing dugc chi dinh thubing quy nhung
nén can nhic d&i vai nhiing bénh nhan trén 65 tudi khi cic yéu t6 1am shng cho
phép.

Uy thin va hodc suy gan

Lidu khdi ddu thadp han (S mg / ngay) nén cdn nhic cho nhiing bénh nhan nay.
Trugng hop suy gan muc 84 trung binh (xa gan, Child-Pugh A hodc B), nén khdi
ddu vdi lidu 5 mg / ngay va than trong khi ting Iy,

4.3 Chéng chi dinh
Mdn cdm vai hoat chat hodc bat ol ta duoc nao cla thudc,
Bénh nhin cd nguy oo tang nhan ap géc hep.

4.4 Canh bao v thén trong khi sif dung

Trong qua trinh didy tri thudc chdng loan thin, vike cli thién tinh trang Lim sang
cla biénh nhan ob thé mat vai ngay dén vai tudn, Bénh nhin cin duoc gidm sit
chit ché trong thai gian nay.

Sa il brf tw lidn quan dén rdi loan tdm thdn va 7 hode rdi loan hanh v

Olanzapine khéng duge chip thudn 38 didu tri sa sdt tri tud [igén quan dén rdi
loan tam than va / hodc rdi loan hanh vi va khéing khuyén cdo s dyng cho nhém
bénh nhan nay do lm ting ty I 1l veng va ting nguy oo bién mach miau ndo.

Bénh Parkinsion
Khéng khuyén cdo s0 dung olanzapine cho cic bénh nhin Parkinson.

Hai ching an thdn kinh de tinh (NM3)

NM3 La tinh trang ©b khd nang de doa tinh mang lién quan vai viéc diéu tri bdng
cac thudc chéng loan thin. C4 rdt it bao cdo vé che truding hop NMS cd lidgn
quan vdi elanzapine. Bidu hidn lam sang cda NMS 13 st cao, cling o, thay A8l
tinh trang tim thin, vi ob 57 bit dn dinh & hé thdn kinh ty 3ong (bt thudmg vé
mach hodc huyét dp, nhip tim nhanh, v3 md héd, va loan nhip tim). Cac diu hidu
khéc cd thé cd bao gdm ting creatinine phosphokinase, myoglobin nidu (tiéu
ed van), va suy than cip. Khi bénh nhin oo cic ddu hidu va triéu ching cha NMS,
hodc cb sét cao khdng rd nguyén nhin ma khéng cd nhitng bidu hién lim sing
cua NMS, phai ngung tat ca cac thude chdng loan thin, ké ca olanzapine.

Tdng duting huyét v bénh &di thdo duding

Tang dudng huyét va / hodc xudt hidn hode lam ndng hon cia bénh 44i thio
duding ddi khi két hgp wai nhidm ceton acid hodc hdn mé d3 duge bo cdo kha
hiém, bao gdm cd mot 55 trubing hop gay W vong. Trong mdt sd truding hap,
tdng can trudc da duge bdo cdo cd thé |3 mdt yéu td tidn tridu,

Nén theo ddi 1dm sang thich hop theo hudng din s dyng thude chéng loan
thin. Bé&nh nhdn didu trj vdi bat ky thudc chdng loan thin nao, ké cd vidn nén
bao phim OLMED, nén dugc theo ddi cic diu hidu v tridu ching cia ting
dudng huyét (udng nhidu, tiéu nhidu, §n nhidu, va syt cdn nhidy), va nhing
bénh nhin dii thio duding hodc cb cac yéu 18 nguy ca bi ddi thio dudmg nén
ducse theo dai vide kidm sodt dudng huydt thudng xuyén. Nén theo ddi cin ning
thiudmag suyén,



Boc kj huéng din trude khi ding.
Tham khio y ki€n bae si 88 6 thim théng tin
I?.( Chi sir dung thubc theo toa ciia béc si.
Thudc bdn theo domn
THOMNG TIN KE TOA

OLMED 5mg - 10mg
Vién nén bao phim
Olanzapine 5 mg, 10 mg

Thery &6 lipid

Thay d6i lipid khéng mong mudn da dugc ghi nhin & nhiing bénh nhin duge
didu tri bang olanzapine trong cic thd nghidm 13m sang cd d6i ching vai gid
dugc. Thay 36 lipid nén duge x0 ly phi hop wai lam sing, dic biét 13 & nhing
bénh nhan rdi loan lipid méu va & nhing bénh nhan cd yéu t& nguy co rdi loan
lipid. Bénh nhdn didu tri vl bit ky thudc chéng loan thin nao, bao gdm vidn
nén bao phim OLMED, nén dugc theo dbl lipid thudmg xuydn theo hudng dan si
duyng thubc chong loan thiin,

Hogat ding khang cholinergic

Trong khi olanzapine d& chimng minh ob hoat ddng khidng cholinergic in vitro, kit
qquid tir cibe thir nghidm lam sang cho thiy ob mét ty 1& thdp oda cic bién ¢ lién
quan. Tuy nhién, do kinh nghiém Im sing vdi olanzapine cdn han ché & nhing
bénh nhdn cd bénh déng thdi, cdn than trong khi o dung cho bénh nhan phi
dai tidn lidt tuyén, &t rudt va cac tinh trang lién quan.

Chiic ndmg gan

Tang thodng qua, khdng o tridu ching cba cic aminotransferase gan, ALT, AST
thudng duge ghi nhdn, dac biét L trong diéu tri sdm. Nén thin trong va theo
dbi & nhing bénh nhan ting ALT vd / hodc AST, bénh nhan c6 ddu hiéu va triéu
chumg cla suy gan, bénh nhin cd cic tinh trang lam han ché chidic ndng diy trill
gan tl trudc, v & nhimg bénh nhin dang dugc didu tri vai cic loai thudc cb
kha ndng giy déc cho gan. Trong trudmg hgp viém gan (bao gém tdn thuong té
bao gan, gan 4 mdt hodc hén hop) 33 dugc chin dodn, nén ngung didu tri vai
olanzapine,

Gidm bach cdu

Cin thdn trong & nhing bénh nhan gidm 58 luong bach cdu vi 7 hode Bach ciu
trung tinh do bat cd nguyén nhan nao, & nhing bénh nhin ding cac thudc giy
ra gldm bach ciu trung tinh, bénh nhan cé tién si ding thude lam dc ché / gay
dbc thy xuong, nhimg binh nhan gc ché ty xuang do cic bitnh ddng thai, xa
tri hodc hda tri lidu va bénh nhin ting bach chu 4i toan hodc ting sinh by, Gidm
bach chu thutng Jugc bdo cio khi si dyng ddng thai olanzapine vai valproate.

MNgung didu tri
Cac tridu ching cip tinh nhut va md hl, mat ngd, nun, ko au, budn nén hodc ndn
o dugc bao cdo rdt hidm (<0.01%) khi ngung dét ngdt olanzapine.

Khodng QT

M woll cac thude chdng loan than khac, nén than trong khi su dung alanzaping
wdl cac thude lam tang khodng QTc, dbc biét 1a & ngudi cao tudi, bEnh nhdn ¢
hiési chimg OT ko dii bdm sinh, suy tim sung huylt, phi dai tim, ha kali mau hodc
ha rnagie miu,

Huyér khdi tinh mach https://vnras.com/drug/
Céc truding hop huyét khdi tinh mach 48 dugc bao cao vii cac thuds chdng loan

thin, Do bénh nhin didu tri thubc laan than thudng cé cac yéu t8 nguy mdc
ching huyét khai tinh mach nén can xac dinh tat ¢b cic ylu 16 nguy Co nay trudc
wa trong khi didu tri wai OLMED va tién hanh cac bién phip phong ngla. -
Hogt dgng trén hé thdn kinh trung vong q:

Dua vao t¢ ddng cda olanzapine trén hé thin kinh trung vong, nén than trgng
khi stf dung cing vai rugiu va cac boai thudc tac dong trung uong khac, Do djc
tinh d8i khing dopamine in vitro, olanzapine ¢4 thé ddi khing truc tiép va gidn
tiép téc dung cda cac thude chi vin dopamine,

Edng kinh

MNén s dung thin trong olanzapine trén nhing bénh nhan cd tién s0 dong kinh
hodc dé bj Anh huding bdi cic yéu t8 b thié [m gidm ngudng ddng kinh. Cac
con déng kinh di duoec béo cdo hidm khi xdy ra d nhiing bénh nhin 43 dugc
didu tri vai olanzapine. Trong hiu hét nhing trubng hop ndy, ¢b tién s 3dng
kinh hodc céc yéu td nguy co ddng kinh da dugc bao cdo.

R&I logn vdn ddng mudn

Trong céc nghién cdu so sénh trong thai gian mdt ndm hodc it hon, didu tri
olanzapine o ty ¢ cic rdi loan vin ddng sém thdp hon cb y nghia théng ki, Tuy
nihién, nguy co rdi loan van dong mudn tang len khi didu tri ldu dai, va do 36 nfu
xudt hidn cic diu hidu hode triéu ching oda réil loan vin ddng mudn & bénh
nihan s dyng olanzapine, nén can nhc gidm lidu hodc ngung didu tri. Nhing
tridu chiing ndy ob thé tam thdi x3u di hodc tham chi xuit hign sau khi ngung
il tri,

Ha huyét dp tu' thé

Ha huyét 4p tu thé thuding duge ghi nhan & ngudi cao tudi trong cic thir nghlém
ldm sang wai olanzapine. Clng nhu nhilng thudc chéng loan than khac, nguidi ta
khuy&n céo nén do huyét p dinh ky & nhiing bénh nhan trén 65 tudl.

Exi 1 do tim

Trong cac bao cao sau khi surdgng wail olanzapineg, bidn ¢d dit i do tim da dugc
bao cdo & nhing bénh nhin wi dyng elanzapine. Trong mdt nghidn ciu quan sat
héi oliu, nguy ca dét bl do tim & nhiing bénh nhan dugc didu tri vai olanzapine
duge gid dinh L khodng gap dbi o vai nguy oo d nhing bénh nhan khdng su
dung thudc chdng loan thim. Trong nghién olu nay, nguy cd cua clanzapine |a
6 thé so sénh wai nguy co cla thudc chdng loan thin khéng dién hinh bao gdm
trang midt phin tich gdp.

Tré emn

Olanzapine khang duge chi dinh € s dung trong diéuy tri cho tré em va thanh
thifu nidn, Cic nghién cdu & bénh nhan tl 13 - 17 tudi cho thiy cic phian dng
bt lgi khic nhaw, bao gém ting cén, thay ddi cac théng s8 chuyén héa vh ting
néng 3 prolactin. K&t cuc lw dai lién quan vai cic bién oo nay vin chua duge
nghbén cdiu va vin chua biét rd.

Lactose

Vién nén bao phim OLMED chira lactose. Bénh nhan cd vin dé di truyén hidm
khéng dung nap galactose, thidu hut lactase Lapp hodc kém hap thu glucose-
galactose kiving nén ding thube nay.

Lecithin ddu nanh
Méu bénh nhan gua nhay cam wai ddu phing hodc ddu nanh, khing nén s
dung thudc nay,



4.5 Tuong tic thubc vi cac dang tuong tic Chva con b https://vnras.com/drug/

Cdie twong tde dnh hudng &n alanzapine Trong mdt nghidn clu trong giad daan cho con bd, phy nd khde manh,

;' Do olanzapine dugc chiuyén hda bdi CYP1AZ, nhing chit b thé kich thich hodc clanzapine dugc bai tidt qua st mée. Lidu trung binh & tré sa sinh (mg/kg) &
iic ché chuyén biét isoenayme niy cb the dnh hudng dén duge 3dng hoc clia trarg théi §n dinh duge udc tinh 1a 1.8% liéu olanzapine cba me (ma/kg), Bénh
olanzapine. nhin khing nén cho con b néu dang ding olanzapine,

Kich thich men CYP1AZ2 4.7 Anh hudng trin kha ndng diéu khién thu xe va vn hanh mdy mée
Chuyén hoa coa clanzapine cd thé bj kich thich béi hit thudc 1s vh Khéreg o6 nghién odu v Anh hudng trén khd nang Séu khidn thu e vh vin hanh .
carbamazepine, 6 thé din dén gidm nding A6 clanzapine. Chi lam ting 44 mdy méc. Bai vi clanzapine cd thé giy ra budn ngd va chéng mdt, bénh nhan
thanh thdi slanzapine & mdc 44 nhe $8n trung binh. Nhing hiu qud Lim sing nltry g cdinh bio wi win kinh may moc, bao gdm cb xe o6 dfng co.
6 thé bi han ché, nhung nén theo ddi lim shng vl cb thi xem xét viéc ting léu
olanzapine nédu cdn. 4.8 Tac dung phu
Rt phd bién (= 10%)
U ché men CYPIA2 +  Tangcan
Fluwoxamine, mdt chit (e ché CYP1AZ chuyén babt, A3 dupe chimg minh im «  Budnngi,
tc chié vide chauydén hda cla olanzapine ding ké, Ndng 48 dinh (Cmax) ola «  Tang ndng dd prolactin huyét,
olanzapine thng trung binh sau khi ding fluvoxamine |3 54% & nguidi nd khdng
hidt thudc 18 wi 77% & ngutd nam hat thuede 1§, AUC ola olanzapine tang 52% Phd bidn (19 fo < 10%)
v 108% tuong dng. Nén cdn nhac dOng liéu khdd ddu thdp hon & nhiing bénh +  Téng bach cdu & toan.
nhdn dang s dyng luvexamine hodc bt ki thude dc ché CYP1A2 nio khic, nha ~  Ting ndng 3% cholesterol, glucase, trighyceride,
ciprofloxacin. Nén cdn nhdc gldm lidu olanzapine néu A3 dibu tr) vl mdt thude s Dubmg nidw
uc ché CYP1AZ, »  Téng sy thitm dn.
+  Chdng mat.
Gighm sinh khd dung «  Bénchin,
Than hoat tinh lam gidms sinh khd dung duimg udng cla clanzapine 1l 50 dén +  Parkinson.
60% wh nén ding it nhdt 2 gid trude hodc sau khi dung olanzapine. +  Réilogn vin ddng.
Flugwetine (mdt thudc do ché CYP206], lidu duy nhit cla thude khdng acid «  Hahuyét dp twithé,
(mhdém, magid) hodc cimetidine khdng dnh hustng ding ké dén duoc ddng hoc +  The dyng khing chaolinergic nhe, thoang qua bao gdm tdo bon va khd
£03 anzaping, miing. ting ALT, AST khang trigu ching, dic biét 13 trong difu trj sam.
+  Phat ban
Anh huding cia olanrapine dén cde thudc khde < Suynhuge,
Olanzapine c6 thé 38 khing téc dung coa thudc chvi vin dopamine tryc tiép va +  Mét mdi.

— il tip., +  Phi,

— Olanzapine khang Gc chi ciic isoenzyrmes CYPA50 chinh in vitro (nhu 1A2, 206,

= 30, 2019, 3A4), Khéing phd bidn (0. 1% o 0.19%)

Vi vy, diy kién sé khéng cd tuang tac dac bidt trong cac nghién cuu in vitra khi «  Gidm bach cdu lympho,

— khding b sur e ché chiuyén hda cia céc hoat chit sau Sy thudc ching trdm «  Gidm bach cdu trung tinh.

— cim ba vang [hiu hit CYP2DE), warfarin (CYP2C0), theophylline [CYP1AZ) hoje «  Nhiptim chjm.

g diazepam [CYPIA4 va 2019, +  OTc kdo dal.

= Hanzapine cho thiy khng cd tuong 3 khi phdl hap vai lithiurm hobe «  Nhgy chmwai dnh sdng.

B biperiden. »  Rung toc,

Theo déi ndng 44 valproate huyét tuang cha thiy khong cin chinh lidu +  Tidu khdng kifm soat.
+«  Tang balirubin toan phan.
Hoat &dng trén h¢ thdn kinh frung weng
Mén than trong & nhing bénh nhin udng nigu hodc ding céc thudc e ché hé Khéng ré (khdng thé ude ligng tirdi iéu o sda)
thiin kinh trung Uaong. «  Gldm tiéu cdu,
Wide sif dung diding théi olanzapine wii cie thudie khing Parkinsan & nhiing bénh +  phin dng di dng.
nhdmn b4 bénh Parkinson va sa st tni ted khing dugc khuyén clo, «  Trlim treng hon cha bénh ti€u duimg doi khi Bén quan v nhiém ceton acid
hodc hdn mé, mdt 5d tnudng hop W vang,
Khadng QTc +  Hathin nhibe
Nén thdn trong khi 50 dung dong thai elanzaping will cic thudc lam ting khodng «  Cogijt
Qfe. - Hgiching an thin kinh & tinh,
Mangthai _ _ «  Tridw chiing ngung thudc.
Chiua b d0 nghilén o & phu nd mang thai. Bénh nhan nén thdng bBao cho bic +  Nhip nhanh thit / rung that, d41 ti.
s néfu cd thai hodc dy dinh cd thai trong khi didu tri véi olanzapine, Tuy nhién, «  Thuyén tic huydt khi tinh mach (bao gém cd thuyén the phi va huyst khéi
b wi cac nghidn cou con han ché, chi ndn s dung olanzapine trondg thai ky khi tinh mach shul.
i ich ban hon naguy oo tidm thng S vdi thai nhi, « Wil tuy.

Cic bio cio ty phat rit hidm khi cd cic bifu hign run, ting trugng luc co, thira
va bubn ngl, & teé sinh ra tr nhimg ba me 43 sirdung olanzapine trondg tam i
FAELE g 1 P, o



4.9 Qud Lidu

Cde didu hidu vét trigu chiing ¥
Trisdu chung qud lifu thuging ghp nhat [ty 1& > 10%) bao gdm rhip tim nhanh,
kich ddng Mung hing, rdi loan vin ngon, ol tridu chdng ngosi thip khéc nhay,
gidm y thie dén hén mé.

Cac di chimg ndng khic cia qui lidu bao gém mié sdng, co gidt, han me, o6 thi
ob b chumeg an thdn kinh a¢ tinh, O ché hd hip, ting huyét Ap hode ha huydt
ap, loan nhip tim (<% cic truimg hop qud lidu) vb ngung tim phéi. Két cye bl
wong da duge bao cdo cho qua Béu ciip tinh thip nhdt 1 450 mg nhung trudmg
hogp séng 36t cing di dugc bio cio sau khi ding qud lidu cip tinh khadng 2 g
olanzapine dudng udng

Xur iy quad e

Ehng of thuts glal 4 dic hibu wil olanzapine. Gy ndn khdng duge khuydn
cdo, Cd thi xem wét trinh ty ol b qud lidu chudn nhu nia da diy, disng than hoat
tinh). S dyng Béng thai than hoat tinh Lim gidm sinh khi dung dubing udng
0a olanzapane 1o 500 dén 60

Mén tidn hanh didu tf tridu chadng wa giden sdt chidc ndng oo quan sinh tén theo
bk hidn lAm shng, bao gém cd delu tri ha huydt Sp vh tryy tudn hobn wh hd g
chiic ndng bt hipKhéng nién 50 dung epinepheine, dopamine, hode cle thude
cuing giao cim 8dng van beta khic do vile kich thich beta o6 thé lam ha huyst
4p ndng han, Cin theo ddi tim rl'l-qH:I'll:I'th.!l hi-&i'lt.inirﬁ-ihp rhip tim o thé
xcky ri. Min tip tue theo dii vh giden sit chit ché cho &&n khi bénh nhin hé|
phuc.

5. DACTINHDUCC LY

5.1 Biic tinh dugi lug hog

Phdn nhdm didy tri: Nfdim thude ching loan thdn ATC code: NGSA HO3

Dlanzapine | thude chdng loan thin, chdng himg cim wh dn dnh tim trang thé
i Fdt hoat tink dusge 1y Bes ehng trén mdt sb b thiy thé

5.2 Bdc tinh huge ddng hec

Hdp thur Olanzapine dugc hip tha 184 sau khi wing, dat nding &4 dinh trong
byt tuigng trong ving 5-8 gisl Hip thu khing bj dnh hudng bl thix dn. Sinh
khd dung tuydt 85§ duting udng so wil dudng tinh mach chua duoc kic dinh,

Phdn b Khodng 93% olanzapine gan két vl protein hiét tuang khi ndng
dé vl 7 Fén 1,000 ngdmi. Clanzapine gin kt chd péue wii albumin vi al-scid-
glycoproten,

Chunydn hda: Olanzapine duge chupén haa tal gan qua oo ché lidn hop v oy héa,
Chit chuyén héa chinh trong tudn hobn L3 10-N-glucuranide, chil niy khéng

qida hang rdo mau ndo. Tt otochromes P450- CYP1AZ vb PASO-CYPIDE tham
gia vio vide tao ra cic chdt chuyén hda N-desmethyl wh 2-hydroxyrmethyl. Ca 2
chit f.!'n::n!:n b ndyy déu b hoat tinh dugc by in vitro thip hon so vl olanzapine
trong cac nghidn cou trén Sdng vaL Tac ding duge iy chad viu 1h do olanzapine.

Thod trdrt Sau khil udng, thdi glan bin thdi trung Binh cda olanzapine dinguidi khde
erianh thany B8 thess tudi wh gidi tink,

MNgudi cao tudi khde manh (55 tudl trd lén) so vl ngudt tré tedi, thai gian bin
thai trung binh kéo dbi (51,8 5o wil 33,8 gid) v 36 thanh thil glim xedng (17,5
0w VL2 |/ gidr). Thay a5i duge $9ng hoc & nguisl cao tudi trong trang ghal han
thay déi cla nguidi tré twél. Trong 44 bénh nhdn thm thdn phin Bt > 65 tudl, lidy
ding 10 S mg -30 mg / ngiy khéng ob sy khic bl badt cic tic dpng phy.

CF phig N 50 vl mam gich, this gian ban thdi trung banh dai han (36,7 sovdi 323
Qi) wik 36 thanh thii glim hon (18,9 so wdl 27,3 lit'gia). Tuy nheén, 4 an tobn
cua olanzaping (5-20 mg) tuong duong nhau @ bénh nhdn nd (n=457) v nam
[n=864).

4 bénh nhdn suy thdn (34 thanh lgc creatinin < 10 mlfphiot) so vos Al repudi
khde manh, khong cd su khbe bidt ding ké vé thil gian bén thil trung binh(37.7
40w 324 g hay 36 thanh thadi [21.2 so v 2500 gidl. Mét nghidn cdu cho

thiy khodng 57% olanzapine ddnh dfu phéng xa xwult hidn trong mude téu, chi
ywiu dudi dang chal chuydn hoa,

O ngudi hut thudc |4 c6 réi loan chiic nang gan muc dBHREY WKBSCA/Suah
thai trung binh (39.3) kéo dai hon va do thanh thai (18.01 lit/ gi&) gidm tuong tu
50 vai ngudi khde manh khéng hat thudc 13 (48.8 gidva 14,1 lit/ gid tuong Ung).
& nguéi khéng hat thudc so véi ngudi hat thudc (nam va ni, théi gian ban thai
trung binh kéo dai (38. So vdi 30.4 gids) va dj thanh théi gidm (18.6 so v6i 27.7 §
lit/ gidy).

Pd thanh thai cla olanzapine trong huyét tuong thap hon & ngudi gia so véi
nguéi tré, & nir gidi so vai nam gidi va & ngudi hat thudc 1a so vdi ngudi khéng
hat thudc 14, Tuy nhién, muc dé dnh hudng cda tudi tic, gidi tinh hodc hiat thudce
trén d6 thanh thai va thdi gian ban thai cda olanzapine la nho khi so sdnh vdi sy
thay ddi chung gita cic ca thé.

Trong mét nghién cdu & ngudi Caucasian, ngudi Nhat va ngudi Trung Quéc,
khéng cé su khic bigt vé cac thong sé duge déng hoc gilia cac ddi tugng nay.

6. THONG TIN THUGC

6.1 Danh sach ta duoc

Vién thudc:Lactose khan, Microcrystalline cellulose, Crospovidone, Magnesium
stearate

Bao phim: Polyvinyl alcohol partially hydrolysed, Titanium dioxide (E171), Tale,
Lecithin d4u nanh (E322), Xanthan gum (E415).

6.2 Tuong ky
Khong ghi nhan.

6.3 Handing
36 thang ké tir ngay san xuat.

6.4 Baoquan
Bao quéan khéng qué 30°C trong bao bi géc trdnh anh sang va tranh am.

6.5 Dong goi
Hop 4 vi x 7 vién nén bao phim.

7. TIEU CHUAN: NSX.
DE XA TAM TAY TRE EM.
Théng bdo vdi bdc si nhing tdc dung bdt lgi gdp phdi khi sit dung thuéc.

8. NHA SAN XUAT
ACTAVIS LTD.
BLBO16 Bulebel Industrial Estate Zejtun ZTN 3000, Malta.



