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* Keep out of reach of Children
. Carefully read package insert before use.

Visa No.:
Lot. No.:
Mfg. date:
Exp. date:
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Olanzapine (USP).... ...........10m9
IAPPEARANCE: r@nd, lightyellillablet.
T INDICATIONAND USAGE:
* Schizophrenia
* BipolarDisorder
-Treatrnent of manic 8nd mixed episodes assciated with
bipolardisordertype I

-Prevent recurence of bipolar disorder in the maric
episode in patients who responded to olaEapine
administration.
-Depre$ive episodes ass@ialed with bipolar di$rder
type Iand acute €re.
r DOSAGE AND AD]tlIilISTRATION:

insease @padty in ex@ss of typical re@mmended dally
doseis 10m9.
I COI{TRAI}IDICATIOTIS:
Se the Hd6ed package insert for detailed if, struc{ions.
ISTORAGE:
Store in airtight ontainer, at tempeEturc belw 30'C.
Avoid moisture-

w/d

Zypeace^o.r.,

Should be adjusted
treatmentpatient

Olanzapine 10mg

lcoMPoslTloN:
Each un-@ated tablets @ntains:
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Zlpeacao.o.r
Olanzapine 1Omg olanzapine 10mg
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Htdns ddn s{i dune thuOc cho ctin bO v td:
Rx: Thu6c bdn theo tlon

ZYPE,ACE OD TAB 10mg

THANH PHAN: u5i vi6n chrla: Olanzapin - l0 mg.
Td duqc: F-melt type C, crospovidone tyrpe A, sodium stearyl fumarate, sucralose

DANG BAO CHE: Vi6n n6n kh6ng bao

Md t6: Vi6n n6n hinh trdn miu ving nhpt mQt mft kh6c chit"Z" vd mQt mflt khlc "10"

cAc Dac riNn DUgc LI/c HQC:
Olanzapin li thudc an thAn kinh (thu6c ch6ng lopn thAn) kh6ng tli6n hinh (th6 h9 thri hai) vd li
d6n ch6t cria dibenzodiazepin. Thutic c6 nhi6u d[c tinh duqc lf kh6c v6i thu6c ch5ng loan thAn

di6n hinh ld d6n ch6t cua phenothiazin hay butyrophenon nhu it gdy hQi chimg lo4n th6p, it ldm

tdng ti6t prolactin, it gdy 1o4n vQn dQng muQn lJri di€u tri k6o dai d6ng thoi c6 hiQu qu6 tr€n c6

cric biilu hiQn duong tinh, dm tinh vi ric ch6 cria tim thAn phdn liet. T6c dgng ch6ng loan thAn

cria olanzapin c6 co chti phric t4p vd cdn chua dugc ldm sring t6 hodn todn. Co chi5 ndy c6 li€n
quan d6n tinh drii khring cria thu5c o c6c thp th6 serotonin typ 2 (5-HT26,5-HT26), typ 3 (5-
HT3), typ 6 (5-HT6) vd dopamin d hE thAn kinh trung uong. Olanzapin c6 t6c dpng ric ch6 vd

ldm gidm d6p ring (diOu hoa 6m tinh) AOi vOi thp th€ 5-HT2a, li€n quan d6n t6c dgng ch6ng

hung cdm cria thu5c. Ngodi ra, olanzapin cdn ldm 6n dinh tinh khi do mQt phin irc ctr6 ttrp ttriS

Dz cira dopamin. Olanzapin dung ti6m bip dC tti6u trf con dQng kinh c6p mQt phAn do t5c dpng

an thdn, ldm diu hon ld chi do t6c dpng g6y ngu.

Olanzapin cdn c6 t6c dung OOi nrang v6i c6c thU th€ muscarin (Ml, M2, M3, M4 vd M5). Tdrc

dpng kh6ng cholinergic cria thu5c mQt mflt giii thich viQc giim nguy co *udt hign hQi chung

ngo4i thrip, met kh6c l4i li€n quan d6n mQt s6 t6c dpng kh6ng mong muSn kh6c cria olanzapin.

Olanzapin cflng c6 t6c dung eOi nrang thu th6 Hl cria histamine vd thu th€ alpha-l adrenergic.

T6c dsng ndy li€n quan d6n khd n6ng g6y ngri gd, ha huy6t 6p tu th6 khi sri dpng olanzapin.

cAc uAc riNn DUgc D9NG Hec:
- H6p thu: h6p thu t6t khi u5ng, d4t n6ng dg dinh trong huy6t tuong trong vdng 5 d6n 8

gid. Thuc 5n khdng 6nh hu&ng dtin sU h6p thu. Chua x6c tlinh sinh khi dsng tuygt tl6i duong

u5ng so vdi duong ding tTnh m4ch. NOng dQ olanzapin trong huytit tuong ld tuyi5n tinh vd tj'lQ

vdi liAu dtng trong c6c thir nghiQm nghi€n criu c6 li€u dtng til I ttiin 20 mg.

- PhAn b5: Khoing 93o/o olaruapin gin t6t vdi protein huyiit tuong khi n6ng d0 hr 7 d6n

1000 ng/ml.. Olanzapin gan kfit chri yiSu voi albumin vd al-acid-glycoprotein.

- Chuy€n h6a: Olanzapin ttugc chuy6n h6a t4i gan qua co ch6 li€n hqp vd oxy h6a. Ch6t

chuyen h6a luu th6ng chinh ld l0-N-glucuronide, vd kh6ng qua dugc hing rdo m6u nio. C6c

cytochrom P450CYPIA2 vd P450-CYPZD6 tham gia vio viQc tao ra c6c ch6t chuy6n h6a N-

desmethyl vd 2hydroxymethyl.

- Thei tru: Sau khi dung tluong u5ng, thoi gian brln thdi trung binh d nguoi kh6e m4nh

thay d6i php thuQc vdo tu6i vi gidi tinh. Sau khi dung ducrng u5ng d nguoi kh6e mpnh, thoi

gian b6n thii trung binh li 33 gid vi t10 thanh thdi huy;St tuong trung binh cria olanzapin ld 26

Ugid.
Mric rl0 dnh huong cira tu6i t6c, gidi tinh, ho[c hrit thui5c dtin d0 thanh thii vi thoi gian btln

th6i cria olanzapin ld nho khi so s6nh vdi sU kh6c nhau gifra c6c c6 th6.
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errY cAcn uoxc cor:
HQp 28 vi€n, chrla 4 vi, m6i vi 7 vi6n.

CHi DINH:
Tdm thin phin liQt

Riii lo4n lu0ng cgc
- Di€u tri c6c con hung cim vd h6n hqp ttit trqrp v6i r6i lo4n lu&ng cgc lo4i I
- Ng6n chln t6i ph6t cria r5i lo4n lu0ng cgc trong giai ttoan htmg cdm d nhtng bQnh nh6n tt6p

img v6i olanzapin

- TrAm c6m c6 li€n quan vdi r6i loan lu0ng cUc lo?i I.

LMU DUNG vA CACrr ouNc:
Li6u dung n6n dugc ili6u chinh theo tinh tr4ng l6m sing cria bQnh nhdn <liOu trf.
Li6u lJruytin c6o hdng ngiy ld 10 mg. Niiu mu5n tlng li€u ph6i titin hdnh tl6nh gi6ldm sdng.

1. Nguoi lfn
,,:. lem than phan ltgt

- Li€u khoi ddu khuyi5n c6o cho olanzapin h 5 - 10 mglngiry
- Di6u tri duy tri: dtrng thuSc khodng 8 tuAn d6n 8 th6ng li€u 5 - 20 mg (theo tinh trang

l6m sdng).
. Rdi loqn luhng cqc

- BQnh nhdn hung cim: Li6u ktrOi ddu khuytin c6o ld 15 mg/ngdy trong don tri liEu hoac

10mg/ngdy n6u di€u trf ktit hqp.

- NgEn ngta trii ph6t: Li€u khoi dAu khuy€n c6o ld l0 mg/ngdy.

- BQnh nhdn hung cdm: ti6p tuc di€u triil0 ngdn ngtra t6i ph6t vdi l0 mg/ngdy.

- N6u hung cdm ttit hqp v6i r6i loan h5n hqp, ho{c tr6m c6m, titip tgc di€u tri olanzapin

(voi li6u tiii uu h6a khi cAn thiiSt;, ti5t trqp vdi liQu phrip b6 sung.

- Trong quri trinh di€u trf tdm thdn ph6n liQt, giai do4n hung cdm, vi phong ngta t6i phdt
. a, .
rrong ror ro4n luOng cgc, Hdu lugng hdng ngdy c6 th6 dugc di6u chinh dUa tr6n tinh

trang l6m sdng cira ttng cri nhdn trong khoAng li6u tt 5-20 mglngiry.

- C6c triQu chung trAm cdm kdm rrii lo4n lu0ng cyc type I: Olanzapin vdi li6u htroi <lAu

th6p 5 mglngiry,c6 thti tlng 10 mg/ngdy.

Kh6ng ttuqc dilng thu6c truoc khi iti ngit.

Khi tdng ho(c gidm liiu, xdt toi tu6i, triQu ch*ng, khdng wqt qud 20 mg/ngdy.

Hdp thtt olanzapin kh6ng bi dnh hudng boi thtic dn.

2. Nhfrng nh6m il{c biQt
. BQnh nhdn cao tudi

- Kh6ng n6n dtng thuong quy li6u ktr0i dAu th6p h 5 *g, nhung n6n c6n nnac d6i voi

nguoi bQnh hon 65 tu6i khi c6 kdm c6c ytiu tO l6m sdng kh6ng thufln lqi.
. BQnh nhdn suy thQn va hoQc suy gan

- Lidu khoi ddu th6p hon (5 mg) cAn ilugc xem x6t cho nhfrng bQnh nhin ndy. Trong

trudng hqp suy gan trung binh (Xo gan, Child-Pugh nh6m A ho[c B), li€u kh0i diu n6n

li 5 mg vd chi t6ng lidu mQt c6ch thfn trgng.
. Ngroi htit thu6c

- Do sg chuy6n h6a olanzapin c6 thi5 b!cim ring o nguoi htt thutic n6n theo d6i lAm sdng

vi c6 thi5 tdng li€u olanzapin khi cAn.
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- Khi c6 nhi6u hon mQt y6u tti din d6n giim chuyEn h6a (nt gidi, ldn ru6i, kh6ng hrit
thu5c), cAn xem xdt d6 gi6m li6u khdi dAu. T[ng li6u khi c6 chi clfnh, n€n thgn trgng d
nht"ng bQnh nhdn niy.

. Trd em

- TrE em < 13 tui5i: Chua x6c rlinh rlugc an todn vd hiQu qu6.
- T16 tu 13 - 17 tu6i:

+ Tdm thdn phdn liQt: Li€u khdi tliu 2,5 - 5 mglngiry uting I lAn. Li6u dich t0
mg/ngdy. C6 th6 didu chinh tlng hoflc giim li€u 2,5 mgho{c 5 mg. Li€u t6i da 20
mg/ngdy.

+ ROi lopn luong clrc: Lidu khOi <tAu 2,5 - 5 mglngiy u5ng I lAn. Li€u dich 10
mglngiry. C6 thiS di6u chinh t[ng ho{c gi6m li6u 2,5 mgho{c 5 mg. Li€u t6i da 20
mg/ngiy.

cHoNG CHi Oryn:
Nhtng bQnh nhdn c6 ti6n sri phin ring nh4y cim vdi b6t ki thdnh phAn nio cria thu5c
BQnh nhdn c6 nguy co bQnh glocom g6c hgp
BQnh nhQn dang dung epinephrin.

cAc rnuoNc Hqp rH,lN TRQNG KHr DUNG THU6C:
Thfn trgng khi dtng thu5c O nhilng O6i tugng bQnh nh0n sau

Trong qu6 trinh diAu tribQnh tdm thAn, qr cdi thign tinh tr4ng l6m sdng cria bQnh nhdn c6 thti
m6t vdi ngdy d6n vdi tuAn. BQnh nhdn cAn dugc theo d6i ch{t che trong thoi gian ndy.

Sr sa sut tri nA guan ddn tdm thdn vd / hodc cdc r6i loan hdnh vi
Olanzapin kh6ng duqc khuy6n c6o sri dpng d bQnh nhdn sa sirt tri tuQ li€n quan d6n t6m thdn vd

/ ho[c c6c r6i loan hdnh vi do ting ti le tu vong vd nguy co tai ngn mach m6u n6o. Trong c6c

tht nghiQm l6m sdng c6 <tOi chung vdi gi6 duqc (khoing 6 - 12 tuAn) cria bQnh nh6n cao tu6i
(trung binh 78 tu6i) bi sa sft tri tuQ li€n quan d6n tdm thAn vd / ho{c crlc rtii loan hdnh vi, tj'lQ
tu vong 0 bEnh nhin tlugc tli6u tri olanzapin g6p ddi bQnh nhdn di€u tri vdi gi6 dugc (lAn luqt
ld3,5o vir l,5oh). Ti le ffi vong cao kh6ng li€n quan d6n li6u olanzapin (trung binh hAng ngdy
4,4 mg) ho[c thoi gian di6u tr!. Crlc ytiu tii nguy co md c6 th6 din di5n tdng tinh tr4ng tt vong

d benh nhdn bao g6m tu6i > 65, chimg kh6 nu5t, an thAn, suy dinh duOng vd m6t nudc, di6u
kiQn cria ptrOi 1vi dq, vi€m ph6i, c6 holc khdng hrit thu6c) ho[c dtng d6ng thoi crlc ch6t ch6ng

lo4n thAn. Tuy nhi6n, ti le tri vong cao hon o nhtng bQnh nhdn di6u tri bing olanzapin so vdi
nhfing benh nhdn tliOu tri gi6 dugc dQc lQp vdi ciic y€u tii nguy co niy.
Trong cric thir nghiQm lAm sdng tuong tg, c6c phin ung U6t tqi m4ch m6u n6o (vi du ilQt quy,

ilQt quy thi6u m6u t4m thoi), ki5 cn tti vong, dd dugc b6o c6o. C6c bQnh nh6n didu tr! vdi
olanzapin c6 c6c phin irng U6t tqi vdi mpch m6u n6o tlng g6p 3 lAn so vdi bQnh nh6n di6u tri
bing gi6 dugc (1,3% so vdi 0,4yo). fdt ca c6c bQnh nh6n di€u tri bing olanzapin vd gi6 dugc

tl€u <td trdi qua viQc mach m6u ndo d6u c6 c6c y6u tii nguy co tu tru6c. tu6i > 75 vi bi sa stt
tri tuQ do mnch m6u clugc x5c ilinh ld ytlu tti nguy co cta phdn img U6t tqi m4ch m6u n6o trong

viQc ktit ho. p di6u tri voi olanzapin. HiQu qud cria olanzapin kh6ng ttugc x6c dlnh hong nhtng
truong hgp ndy.

BOnh nhdn Parkinson
Kh6ng n6n sri dgng olanzapin trong di€u tri rtii loan t6m thAn do ch6t chri vfn dopamin d

nhtng bEnh nhdn bi bEnh Parkinson. Trong c6c thri nghiQm l6m sdng, viQc tro n6n n{ng hon
,i,

cria c6c ddu hiQu vd triQu chimg bqnh Parkinson tl6 dugc b6o c6o nhi6u hon vi thucrng xuy6n

hon so v6i di6u tri bdng gid dugc, vd olanzapin khOng hiQu qui hon so vdi gi6 dugc khi di6u tri
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c6c triQu chrtng loan t6m thAn. Trong nhirng thri nghiQm ndy, bQnh nh6n d6 dugc yQu ciu ban
dAu 6n dinh 0 li€u th6p nh6t c6 hiQu qud cria c6c thu6c ch<ing lai bgnh Parkinson (thu6c chri
vdn dopamin) vd duy tri trCn ctng loai thu5c vd liAu luo. ng ch6ng lai bQnh Parkinson trong suSt
nghiOn cuu. Olanzapin dugc Uit eAu d li6u 2,5 mglngil vd tlng t6i Aa 15 mglngdy dua tr6n k6t
luan cria c6c nhd di,iu tra.

H6i ch*ne an thin binh dc tinh (Neuroleptic Malignant Syndrome)
HQi chring an thdn kinh 6c tinh ld tinh trpng c6 kh6 n6ng de dga tinh mang nguoi bQnh, li6n
quan d6n di€u tri bing thu6c ch6ng loan thdn. Hitim c6 biio c6o v6 truong hqp hQi chimg an
thdn kinh 6c tinh li€n quan d6n olanzapin. Nhtng bi€u hiQn l6m sdng cria hQi chimg an thin
kinh 6c tinh H s6t cao, ctng co, trpng th6i tdm thAn thay d6i, vd c6 bi6u hiQn kh6ng 6n tlinh
cria hq thAn kinh thgc vdt (mach ho6c huy6t 6p kh6ng d6u, nhip tim nhanh, torit m6 h6i, loan
nhip tim). Nhfing d6u hiEu kh6c g6m tdng creatinine phosphokinase, myoglobin niQu (ti€u co
vdn), vd suy thfn c6p. CAn ngirng ngay t6t ci cic lopi thuiSc chting loan thAn, k6 ci olanzapin,
hhi bQnh nh6n c6 c6c bitiu hiQn vi triOu chring cria hQi chimg an thAn kinh 6c tinh hoflc khi c6
s5t cao kh6ng rO nguy€n nhdn md kh6ng c6 cilc bi0u hiEn l6m sdng cria hQi chimg an thAn kinh
6c tinh.
Tdng ctudng hu.v6t vd ctdi thdo ttudng
Tinh trqng t6ng duong huytit vd/ho4c sg ph6t tritin ldm trim trgng th6m bQnh rt6i th6o dudng,
thinh thoing li6n quan d6n ketoacidosis ho{c hdn m€ ti6u duong, dugc b6o c6o ld kh6ng ph6

bi6n, bao g6m mQt s5 ca tri vong. Trong mQt s5 truong hgp, mQt sg gia tdng trgng lugng co thti
tt6 tlugc b6o c6o, ddy c6 th0 ld mQt nhdn t0 mo duong.

Theo d6i l6m sdng phtr hqp duqc khuy6n kich theo hudng d6n sir dpng thu6c chting lo4n thAn,

vi dg, do duong huy6t ltc ban dAu, 12 tuAn sau khi Uit eAu di€u trf olanzapin vd hdng ndm sau

d6.

BQnh nh6n dugc di€u tri bing U6t ctr thu6c chting lo4n thdn nio, bao g6m olanzapin, cdn dugc

theo d6i c6c ddu hiEu vd triQu chring tdng iluong huytit (nhu chring kh6t nhi6u, chimg da niQu,

chung dn nhi0u (da thpc) vd ytiu hon) vd bQnh nhdn tt6i th6o tluong hoac benh nhdn vdi c6c y6u

tti nguy co m6c bpnh d:li th6o duong n6n dugc theo d6i thuong xuy6n sg x6u di cria khi ndng

ki6m sorit glucose. Trgng lugng cAn dugc theo ddi thuong xuy6n, vi dp, d giai do4n ddu, 4, 8
vd 12 tuAn sau khi Uat eiu di6u tr! vdi olanzapin vd hdng qulf sau it6.

Su tha:t diit lipid
Nhtng thay d6i lipid khdng mong mu6n dE dugc quan s6t th6y d nhftng bQnh nhdn dugc di€u

trl bing olanzapin trong c6c thir nghiQm l6m sdng c6 dOi chring gi6 dugc. Sg thay eOi tipiO nen

tlugc quin lj pht hqp vC m[t l6m sdng, d{c biet d bQnh nh6n rtii lo4n lipid mriu vd d bEnh nhdn
a .i

c6 ciic y6u tO nguy co gdy r6i lo4n lipid. BQnh nhdn di6u tri blng bdt kj,thu6c ch6ng lo4n thdn,

bao gdm olanzapin, nOn dugc theo d6i thuong xuy0n Olii vOi lipid theo hudng d6n sri dung

thu6c ch6ng lo4n thdn, vi dg o thdi di6m khoi ddu, 12 tuAn sau khi Uit AAu di6u tri olanzapin vd

5 nf,m mQt l6n sau il6.

Tac d6ng khdng cholinergic

Trong khi olanzapin c6 ho4t tinh kh6ng cholinergic in vitro, kinh nghiQm trong c6c thir nghiQm

l6m sdng cho th6y c6c triQu chimg liOn quan xu6t hiQn vdi tf lQ th6p. Tuy nhi€n, vi kinh nghiCm

l6m sing dtng olanzapin 0 nhirng ngudi bQnh c6 cric bQnh kdm theo cdn it, nOn th$n trqng khi

kO toa cho bQnh nh6n bi chirng phi dai ti6n tuy6n liQt, tac ruQt liQt vd c6c bQnh li6n quan.

Ch*c ndng gan

Circ enzp gan transaminase, ALT, AST d6i khi tlng tho6ng qua, kh6ng c6 bi6u hiQn triEu

chung, d6c bi€t o giai doan dAu cria dgt di6u tr!. CAn cAn thfn theo d6i c6c bQnh nhdn c6 t[ng

ALT ho4c/vd AST, bgnh nhin c6 d6u hiQu vd triQu chring suy gan, bQnh nh6n tl6 c6 sEn c6c
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tinh trang chtc n[ng gan han ch6, vd bQnh nhdn dang dirng c6c thu6c c6 dQc tinh tr€n gan.
Trong truong hqp di clugc chuAn do6n vi6m gan (bao g6m ton thuong gan, m{t ho[c t5n
thuong h6n hqp), n6n ngung dtrng olanzapin.
Gidm bach cdu trung tinh
Ctng nhu vdi c6c thudc chting lo4n thAn kh6c, cAn cdn th{n khi dung olanzapin o nhirng nguoi
bQnh c6 sti luqng bpch cdu vd/ho{c b4ch cAu trung tinh th6p do Aat Jtrnguyen nh6n ndo, nguoi
bgnh c6 ti6n sri ric ch6/ng6 ilQc tuy xuong do thu6c, ,gooi bQnh c6 ,i. Jt 6 ffy xuong do bQnh
kdm theo, xp tr! liQu holc h6a tri liQu, vi nguoi bQnh c6 ciic tinh tr4ng tlng bach c6u ua eosin
ho[c bQnh t6ng sinh triy xuong. Gi6m bpch cAu trung tinh da dugc b6o c6o thuong xuy6n khi
dung d6ng thoi olanzapin vdi valproate.
Ngins itidu tri
C6c triQu chring c6p tinh nhu tl6 m6 h6i, m6t ngri, run, lo ling, bu6n n6n ho{c 6i mria tlugc
biio c6o ld hi6m hi (: O,Olyovd <0,1%) khi olanzapin bingtng ilQt ngQt.
Khodng OT
Trong nhirng nghiCn cuu ldm sdng, sg k6o dii khoing QT c6 y nghia l6m sdng (hiQu chudn eT
Fridericia >500 miliseconds vdo b6t ki thdi di6m ndo d nhirng bQnh nhdn c6 mirc eTcF ban
diu < 500 msec) li kh6ng ptrO Ui6n Q.l% d€,n l%) o nhtng bEnh nh6n di6u tri vfii olanzapin,
khdng c6 sy kh6c biQt c6 j, nghia vC Ui6n cti tim mqch so vdi nhtng ngudi dung gin dugc. Tuy

^lnhi€n, n€n c6n trgng khi k€ toa cho nhtng bQnh nhdn c6 khoing QTc k6o dai, rl{c biet 0 nhtng
nguoi ldn tu6i, nhtng bQnh nh6n c6 hQi chring k6o ddi khoing QT blim sinh, suy tim sung
huy6t, phi dai tim, h4 kali huy;St hay h4 magi€ huy6t.
B€nh hu.vdt khtii tdc mach

SU k6t hqp thdi gian di€u tri olanzapin vd bgnh truyi5t ttrOi tic nghEn tinh m4ch dugc b6o c6o ld

kh6ng ptrO Uitin (>0.1% vd <lYo). MQt mOi quan hQ nhdn qui gifta sg xu6t hiQn cUa huytlt LtrOi

tic nghEn tinh m4ch vd di6u tri vdi olanzapin chua dugc thi6t hp. Tuy nhi0n, vi c6c bQnh nhdn

bi tdm thAn ph6n liQt thuong bi6u hiEn c6c nh6n t5 c6 nguy co cao mic ph6i truyi5t t<tuii tec

nghEn tinh m4ch, vi dp nhu bQnh nh6n b6t dEng, n6n dugc x6c dinh vd thlrc hiQn c6c biQn ph6p

phong ngta.
Hoat tt6ng chung cila h€ thin kinh trung uons

Vi olanzapin c6 tiic dpng chir yiSu tr6n h0 thin kinh trung uong, n6n phAi c6n thfln khi dtng kiit
hgp vdi c6c thuiSc kh6c ctng t6c dgng l€n hE thAn kinh trung uong vi ruqu. Vi olanzapin th6

hiQn tinh aOi nrang vdi dopamin in vitro, n6n olanzapin c6 th6 Oiii t<nang vdi t6c dpng cria c6c

ch6t chri v$n dopamin gi6n tiiSp vd trgc ti6p.

D6ng kinh

CAn cAn thfln khi str dqng olanzapin o nguoi bQnh c6 ti6n sri rtQng kinh ho{c c6 nhirng yiiu tii
ldm gi6m ngu0ng <lQng kinh. DQng kinh hi6m khi x6y ra 0 nhtng nguoi bQnh khi diAu tr! bing
olanzapin. Phin lon nhfing ngudi bQnh ndy c6 tiOn st dQng kinh hoflc c6 nhtng ytiu t0 nguy co

cira bgnh dQng kinh tl6 tlugc biio c6o.

Loan vdn tt1ne mu6n

Trong c6c nghiCn cuu so s6nh trong thoi gian I nlm ho{c it hon, t} l0 tai bii5n chimg lo4n vQn

clQng o bEnh nhdn khi di€u tr! olanzapin th6p hon c6 y nghia th6ng k€. Tuy nhi€n, nguy co loqn

v$n dQng muQn t[ng l€n khi dtng thuiSc ch6ng lo4n thAn trong thoi gian dii, vi vfy cAn gi6m

li6u ho4c ngung thu6c khi xu6t hign c6c d'5u hiQu ho[c cric triEu chring ndy. Nhtng triQu chring

lo4n vfn tlQng muQn c6 thiS nflng l€n theo thoi gian ho[c th4m chi x#t hiQn sau khi ngring tli6u

tri.
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Ha huy* dp tu th€
Ha huytlt 6p tu th6 it khi xay ra O nguoi lOn tu6i trong c6c thri nghiQm l6m sdng olanzapin.
Cfing nhu etii vOi c6c thu6c chting lopn thin kh6c, huy6t rip n6n clugc do ilinh ki o bQnh nh6n
tr6n 65 turii.
Ngune tim tt1t ns6t
Trong c6c brio ciio sau khi da clugc tlua ra thf truongvli olanzapin, trudng hqp n$mg tim dQt
ngQt dd ilugc ghi nh{n o bqnh nh6n c6 olanzapin. Trong mQt loat c6c nghi€n cuu dugc quan s6t
truoc t16y, nguy co cria ngung tim dQt ngQt tlugc cho ld d nhirng bQnh nh6n di€u tr! bing:.:olanzapin dd gdn g6p il6i nguy co o nhrtng bQnh nhdn kh6ng dung thutic ch$ng lo4n thAn.
Trong nghi€n cuu ndy, nguy co cria olanzapin tuong duong vdi nguy co cta c6c thu6c ch6ng
loan thAn kh6ng tli€n hinh bao g6m trong mQt phdn tich t6ng hqp.
Trd em

Olanzapin kh6ng dugc chi dinh dC sri dung trong di6u tri tr6 em
Crlc nghiCn cuu o bQnh nhdn L3 - 17 tu,5i cho th6y nhi€u phdn
thay d6i cric th6ng s5 chuyi5n h6a vi tdng n6ng dQ prolactin.

rrrONG rAc rnu6c:
Nghi0n cuu tuong tric chi dugc thgc hiQn o nguoi ldn.

1. Tuong t6c tidm nlng f,nh hu0ng tl6n olanzapin
Vi olanzapin ilugc chuy6n h6a bdi CYPIA2, c6c ho4t ch6t d4c biQt c6 thti gdy ra ho[c tc ch6

isoenzyme ndy c6 th0 anh hudng d6n dugc dQng hqc cria olanzapin.
(1) Cam rmg CYPIA2

Chuy6n h6a cta olanzapin c6 thti bi c6m irng boi hft thuSc H vd di€u tri bing carbamazepin
din d6n giim n6ng dQ olanzapin.

(2) Su tc ch6 CYPIA2
Fluvoxamin, mQt ch6t ric ch6 CYPIA2, dE dugc chung minh ldm gi6m sg chuy6n h6a cria

olanzapin. Li€u khOi dAu olanzapin th6p hon cin dugc xem x6t o nhtng benh nh6n dang sri

dgng fluvoxamin hoflc U6t ty ch6t ric cni5 Cyptaz kh6c, ching h4n nhu ciprofloxacin.
(3) Gi6m khd dsng sinh hsc

Than ho4t tinh ldm gi6m sinh khd dpng cria olanzapin ducrng u6ng tt 50 di5n 60oh vd cAn tlugc
thgc hiQn it nh6t 2 gio tru6c hof,c sau lJri dung olanzapin.

(4) Fluoxetin (mQt ch6t irc ctr6 CypZO6), dtng li€u don kh6ng acid (nhdm, magi6) hodc

cimetidin kh6ng c6 6nh huong d6ng kO d6n dugc tlQng hgc cria olanzapin.

(6) Olanzapin c6 th€ v6 hiQu h6a sg dnh huong cria c6c ch6t chri v4n dopamin truc ti6p vd
',4glan ilep.

(7) Thutic ndy kh6ng bi 6nh huong boi sU h6p thu thric 6n.

2. Tuorng tdc 6nh huffng tl6n c6c loSi thu6c khic
(1) Kh6ng dtrng k6t hgp vdi epinephrin, c6 th6 d6n <ltin ginm huySt rip nghiCm trgng.

(2) Hay c6n thgn khi dirng ttit hqp d nhtng bQnh nhdn iti0u tri c6c thu5c c6 th€ gdy ra ha huyit

6p, nhip tim chfm, hO hAp ho[c trung tam h9 thAn kinh, vd phdi cAn th4n OOi vOi bgnh nhdn

nghiQn ruqu.
(3) Kh6ng khuy€n cilo viQc sri dgng olanzapin d bQnh nhin Parkinson di6u trl r6i lo4n tdm thAn

bing ch6t chri vdn dopamin.

(4) Iftoing QT: Thpn trgng khi sri dpng n6u olanzapin dang ttugc dtrng tl6ng thdi vdi c6c

thu6c bii5t ld lim tlng khodng QTc.
(5) Olanzapin c6 th€ v6 hiQu h6a sg 6nh huOng cria c6c ch6t chri vQn dopamin tryc ti6p vd gi6n
.:.

trep.

vd thanh thi6u niOn.

ring b6t loi, bao gdm t6ng cdn,
?

R
GTY
.r xou r

pxlr

xir
--1,xc.l 9:

/
.l ,

{

t
tl



(6) olanzapin kh6ng ric ch6 ciic isoenzymes cyp450 in vitro (vi dp, lA2, zD6,2cg, zclg,
3A4)' vd tr€n c6c thri nghiQm in vivo cfrng chua c6 bing chring vii su ric chtS chuyiin h6a
olanzapin cta c6c ch6t sau: thu6c chting trAm c6m ba vong lchl y6r, ia ,i, 

"i6 
cvpiool,

warfarin (cYP2cg), theophyllin (cyplA2), ho{c diazepam (cyp3A 4 vir 2ct9).
(7) Olanzapin kh6ng c6 tuong t6c khi di6u tr! phOi trqp vdi lithium ho{c biperiden.
(8) Trong nghiCn cuu in vitro bing vi thO gan ngudi, olanzapin kh6ni ric chij con duong
chuy6n h6a chinh cta glucuronid. vi vay, ktriotrng k6t hqp, li6u ,utproiJu";;;;"kh6ng cai
ph6i di6u chinh.

rAc nrTNG KHONG MoNG MU6N:
Thudng gQp, ADR > l/100
ThAn kinh trung uong: Ngu gi, hQi chung ngo4i th6p, m6t ngri, ch6ng m[t, r5i lo4n ph6t 6m,
s5t, 6c mQng, sing kho6i, qu6n, hung c6m.
Ti€u h,6a: Kh6 ti6u, t5o b6n, tf,ng cdn, khd mi6ng, bu6n n6n, n6n, t6ng c6m giiic thdm 6n.
Gan: tlng ALT
Co - xuong: Y6u co, run, ngd (dic biQt d nguoi cao tu6i)
Tim m4ch: Ha huy6t 6p, nhip nhanh, phtr ngopi vi, dau nggc.
Da: B6ng r6t

NQi tiiSt, chuyen h6a: T6ng cholesterol m6u, tlng prolactin m6u, tdng duong huy6t, xudt huy6t
duong niQu.

Uat: Giam thi lgc, vi€m k6t m4c

it gqp, l/t 000 < ADR < I/100
Gi6m b4ch cAu, gi6m b4ch cAu trung tinh, nhip ch6m, kdo ddi khoing QT tr6n diQn tdm il6,
tdng nhay c6m vdi iinh s6ng, tlQng kinh.
Hi€m Sqp, ADR < l/t 000

Vi€m tgy, hQi chring an thAn kinh 6c tinh (t[ng th6n nhiQt, co cirng co, thay t16i tr4ng th6i tam
tri kdm theo r5i lo4n h9 thin kinh tp quin: Nhip tim vi huyiSt rip khdng 6n <linh).

euA upu vA cAcn xtl rni:
t) Cac diiu hi€u vd triQu ch*ng
(l) C6c triQu chung r6t thuong g6p trong qu6 li6u (> l0%) bao g6m nhip tim nhanh, kich
dQng/gdy h6n, r6i loan vdn ng6n, triQu chirng ngoai th6p, vd giim ! thilc o nhi6u mric dQ tu an

thAn ttiin h6n m6.

(Z) Cic di chtng d6ng k€ kh6c do qu6 li€u bao g6m m€ sAng, co gift, h6n m6, hQi chfng an

thin kinh 6c tinh, suy h6 h6p, tdng huy6t ap ho[c hn huyiSt 5'p, lo4n nhfp tim (<2%o truong ho.p

qu6 li6u), vd ngung tim ph6i. K6t qui gdy tri vong cl6 dugc b6o c6o cho qud li€u c6p tinh li€u tir
450 mg, nhung cfing c6 truong hqp s6ng s6t dugc ghi nhan sau khi ding khodn 92 g olanzapin

A
ouong uong.

2) Diiu tri
(l) Kh6ng c6 thu6c gi6i dQc dac tri cho olanzapin. Gdy n6n ld kh6ng n6n. C6 th€ chi dinh c6c

biQn ph6p chuAn khi xri tri qu6 li6u (trlc ld rua d4 ddy, dirng than ho4t tinh). ViQc dtng than

ho4t tinh tll ilugc chring minh ldm gi6m sinh kh6 dpng duong u5ng cria olanzapin 50-60%.

(2) Theo d6i vd di6u tri triQu chring c6c co quan trgng y6u theo bi€u hiQn I6m sdng, bao gdm ci
di€u tri hp huytit rip, tryy tuAn hodn vi h5 trg chric ndng h6 h6p. KhOng st dpng epinephrin,

dopamin, ho[c thu6c cudng giao cim t6c dQng l6n thp th6 beta, boi vi c6 th6 ldm trAm trgng

tinh tr4ng h4 huy6t 6p. Girlm s6t tim m4ch ld cAn thi6t d€ ph6t hiQn rtii lo4n nhip tim. Gi6m srit

y tti ch[t chE vi ti6p tpc cho d6n khi benh nhdn h6i phpc.
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cAc r,Uu f vA xnuynN cAo:
Sfr dgng O phU nit c6 thai vir cho con bri:
Chua c6 nghiOn cuu dAy dri 0 phU nt mang thai.
T16 so sinh titip xric vdi thu6c ch5ng lo4n thAn @ao gdm olanzapin) vdo qui 3 cta thai kj,sE
aOi m4t vdi nguy co phAn ring php nhu tri€u chring ngoSi th6p holc hQi chring cai nghiQn tuy
thuQc mric tlQ nghiCm trgng vd thoi gian sri dgng. D6 c6 brio c6o vd c6c truong hqp bi kfch
dQng, ting truong lgc, giim truong lyc, run, bu,5n ngri, suy hO h6p ho{c r5i loqn ti6u h6a. Do
d6, tr6 so sinh cdn dugc theo d6i cin th|n.
3) BQnh nh6n n€n thdng brio cho b6c si cria minh n6u h9 c6 thai ho[c dg dinh c6 thai khi di6u
trf vdi olanzapin. Tuy nhi6n, olanzapin chi n€n sri dgng OOi vOi phu nt c6 thai n6u lgi ich hon

hin nhfing nguy co ti€m 6n cho thai nhi.
a) ME dtng thu6c vdo qui 3 cria thai k!, c6 b6o c6o xdy ra tdng truong lgc, thd o, vd budn ngri.

5) Olanzapin bdi titit qua sta m9. BQnh nhin n€n duo. c khuy€n khdng n6n cho con bri n6u dang

dtng olanzapin.

Anh hu0ng cria thu5c lOn khi ntrng t6i xe vi v$n hinh m6y m6c:

Chua c6 nghiCn cuu v6 t6c dQng lOn khi n6ng l6i xe vd sri dpng m6y m6c. Olanzapin c6 th6

gdv bu6n ngu vi ch6ng mit, bQnh nhdn n6n dugc cdnh b6o khi l6i xe vd v$n hdnh m6y m6c.

DIEU KIEN NAO QUAN:
86o qudn trong hQp kin, tr6nh 6nh s6ng, d nhiet d0 dudi 30"C. DC xa tAm tay tr€ em.

H{.N DUNG:
24 thilngkti tt ngdy sAn xu6t.

NOI SAN XUAT:

.{T- Korean Drug Co., Ltd.

=E 

69-10, Wonjeok-ro, Sindun-myeon, Icheon-si, Gyeonggi-do, Hdn QuOc.

NGAv xEM xET SIIA o6r, cdr NHAT LAI NQI DUNG nUONc DAN SI/ DUNG

rnU6c:

NAHAN LTD

GD: TRAN THUY VUONG

CONG TY
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Rx: Thudc btin theo ilon

ZYPE,ACE OD TAB 10mg
Thuiic ndy chi dilng theo iton crta bdc s!.

Dgc k! hrdng ddn sft dyng trwi,c khi ding. Dd xq tdm tay trd em,
Thong bdo ngay cho bdc si hofic dnyc s! nhftng tdc dyng kh6ng mong mu6n

gfip ph,rti khi srh dyng thu6c.

THANH PHAN: Ir,t5i viCn chria: Olanzapin - l0 mg.
Td duqc: F-melt type c, crospovidone type A, sodium stearyl fumarate, sucralose

u0 rA sAN pnAu:
D1ng bdo ch6: Vi€n ndn kh6ng bao

Mo te: vi€n n6n hinh trdn mdu vdng nhpt mQt mflt khic chir"z" vd mOt mrt kh8c ,.10"

euY cAcH DONG c6r:
HQp 28 vi6n, chria 4 vi, m5i vi 7 vi€n.

THU6C DUNG CHO B[,Nrr ci:
Tdm thAn phdn liQt

Rtii loan lu0ng cgc

- Di6u trf cric con hung c6m vd h5n hqp tciSt trqp vdi rtii loan ludng cgc lo4i I
- Ng[n chpn trli ph6t cria rtii lo4n lu0ng cgc trong giai tloan hrmg c6m o nhfing bQnh nhdn il6p
img vdi olanzapin

- TrAm cim c6 li€n quan vdi rtii lop lu0ng cgc lo4i I.

NBN OrrNG THU6C NAy Nnu rUf NAO VA r,rtU LTIQNG:
Li6u dtrng n€n tlugc cli6u chinh theo tinh trpng ldm sdng cria bQnh nhdn di6u tri.
Li€u khuy6n c6o hdng ngdy ld l0 mg. N6u mutin tlng li6u ph6i ti6n hdnh drinh gi6 l6m sdng.

1. Nguoi lfrn
-' ;. I am than phan ltgt

- Li€u kh0i dAu khuy6n c6o cho olanzapin ld 5 - l0 mg/ngdy

- Di0u tri duy tri: dirng thu6c khodng 8 tudn d6n 8 th6ng li€u 5 - 20 mg (theo tinh tr4ng

l6m sdng).
, Rdi loqn ludng cyc

- Benh nhin hrmg c6m: Lidu khOi ddu khuy6n c6o li 15 mg/ngdy trong don tri liqu hoac

l0 mg/ngdy n6u <ti6u triki5t hqp.

- Ngin ngta tdi ph5t: Lidu khOi dAu khuyiSn c6o li 10 mg/ngdy.

- Benh nhdn hung cim: ti6p tgc di6u tridi5 ng6n ngta t6i ph6t vdi l0 mg/ngiy.
- N6u hung c6m ki5t trqp vdi r6i lo4n h6n hqp, ho[c trAm cdm, ti6p tgc di€u tri olanzapin

(voi li€u ttii uu h6a khi cAn thiiSt), tiit trqp vdi liQu ph6p b6 sung.

- Trong qu6 trinh di€u tri tdm thAn phAn liQt, giai do4n hung cim, vd phong ngta t6i ph6t
. t.
trong r6i lo4n lu0ng cyc, li€u lugng hdng ngdy c6 th€ dugc tli€u chinh dua tr6n tinh

tr4ng l0m sdng cria tirng c6 nhdn trong khoing li€u tu 5-20 mglngiry.
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- Cdc triQu chung trim cim kdm r6i loan lu0ng cgc type I: Olanzapin v6i li6u kh6i <lAu

th6p 5 mg/ngiy, c6 th€ t6ng l0 mglngdy.

Kh6ng &cqc dimg thudc truoc khi di ngu.
Khi tdng hodc gidm liiu, xdt toi tuiii, triQu ch*ng, kh6ng wqt qud 20 mg/ngdy.
Hiip thu olanzapin kh6ng b! dnh hudng boi th*c dn.

2. Nhfrng nh6m tl{c biQt
. BQnh nhdn cao tudi

- Khdng n6n dtng thulng quy li€u khdi t16u th6p ld 5 .g, nhtmg n6n c6n nhic e6i vOi
nguoi bQnh hon 65 tu6i khi c6 kdm cric y6u tti l6m sdng kh0ng thufn lqi.

. BQnh nhdn suy thdn vd ho(c suy gan

- Li6u khdi dAu th6p hon (5 mg) cAn dugc xem xdt cho nhtng bEnh nhin ndy. Trong
truong hqp suy gan trung binh (Xo gan, Child-Pugh nh6m A holc B), li€u khOi dAu n6n
ld 5 mg vd chi ting li6u mQt c6ch thfn trgng.

. Nguoi hilt thuijc
- Khi c6 nhi€u hon mQt ytiu t6 d5n d6n gi6m chuy€n h6a (nt gidi, l6n tu6i, kh6ng hrit

thu6c), cin xem x6t ttiS gi6m li€u khOi dAu. TIng liOu khi c6 chi cllnh, n6n thfn trgng d
nhtng bQnh nhdn ndy.

, Trd em

- TrE em < 13 tu6i: Chua xric dinh dugc an todn vi hiQu qu6.

- T16 tu 13 - 17 tu6i:
+ Tdm thdn ph6n liQt: Li0u khdi dAu 2,5 - 5 mg/ngdy uling I lin. Li6u dich l0

mg/ngdy. C6 thC di€u chinh t6ng ho{c gi6m li6u 2,5 mg ho4c 5 mg. Li6u t6i da 20

mg/ngiy.
+ R6i loan lu0ng cuc: Li6u khOi dAu 2,5 - 5 mg/ngdy u6ng I lAn. Li6u dich l0

mg/ngdy. C6 th6 di,5u chinh t[ng ho[c gi6m li6u 2,5 mgho{c 5 mg. Li6u t6i da 20

mg/ngdy.

KHI NAo KHONG NEN ouNG THU6C NAy:
Nhfing bEnh nhdn c6 tidn sir phin rlng nhpy cim vdi U6t ti thdnh phdn ndo cria thu5c.

BQnh nh6n c6 nguy co bQnh glocom g6c hgp.

BEnh nhfln dang dtrng epinephrin.

rAc DUNG KHONG MoNG pru6N:
Ei c6p cr?u n6u bpn c6 UAt ctr diu hiEu cua mQt ph6n ring di irng: phrit ban; lJr6 thd; sung m[t,
m6i,luOi, ho[c hgng.

Ngung st dgng olanzapin vd ggi cho b6c si ngay n6u ban c6 b6t cri phin ring php nghiOm

trgng:
. Cring co, sdt cao, run rAy, d6 md hOi, hi l6n, tim dfp nhanh hoflc kh6ng il6u, nhfp tim

chQm, c6m th6y nhu muSn xiu;
. Co giat hay kh6ng ki6m so6t dugc cri dQng cria mit, -6i, ludi, m[t, tay vd ch6n;

. N6i hoic nu6t kh6 kh6n;

. Kh6 miQng, kh6t nu6c, c6m th6y r6t n6ng (c6 hoic kh6ng c6 dO mO h6i), di ti6u it hon

binh thuong hoflc kh6ng di ti6u dugc;

. Lugng duong cao trong m6u (t[ng con kh6t, ch6n 6n, hoi tho c6 mtri hdi, di ti6u nhidu,

budn ngt, kh6 da, bu6n n6n vd n6n);
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. Te hoflc y6u dQt ngQt, lir lIn, ho{c c6c v6n dC vdi tAm nhin, ldi n6i, ho{c m6t thtng
bing;

. S5t, dn lanh, dau nhric co thti, c6c hiQu chring crim, ld lo6t trong miQng vi c6 hgng;

. Sung d tay ho[c chdn;

. Nhtng thay d6i trong tinh c6ch, suy nghi ho[c hdnh vi b6t thuong, tro gi6c, ho[c c6
suy nghi ldm hai chinh minh;

. Dau bqng tr6n, ng&a, ch6n [n, nudc tii5u dQm mdu, phdn d6t s6t miu, ving da (vdng da
hopc m[t).

Tiic dung phU it nghi€m trgng c6 thti bao g6m:
. ThAn kinh trung uong: Ngri gd, hQi chring ngopi th6p, m6t ngri, ch6ng m[t, r5i loan

ph6t 6m, s6t, 6c mQng, s6ng kho6i, qu6n, hung cim.
. Ti€u h6a: Kh6 ti€u, t6o b6n, t6ng cdn, kh6 miQng, budn n6n, n6n, t[ng c6m gi6c thdm

[n.
. Gan: tlng ALT
. Co - xuong: Y6u co, run, ngd (dic biEt d ngudi cao tu6i)
. Tim m?ch: Ha huy6t rip, nhip nhanh, phtr ngo4i vi, dau ngFc.
. Da: Bong r6t

NQi ti6t, chuy6n h6a: TEng cholesterol m6u, tdng prolactin m6u, tdng duong huy6t,
xu6t huytit duong niQu.

MEt: Gidm thi lgc, vi€m ktit mac

NtN rnANH DI)NG NHfNc rHUOc HAy rH(/c rHAM ci rHr EANG srI DUNG
THU6C NAY:
Nghi6n cuu tuong tdc chi dugc thgc hiQn o nguoi ldn.

1. Tuong tic ti6m ning inh hu&ng tt6n olanzapin
Vi olanzapin dugc chuy6n h6a bdi CYPIA2, c6c ho4t ctr6t dac biQt c6 th6 gdy ra ho{c rlc chiS

isoenzyme niy c6 the anh hudng dtln dugc <tQng hgc cta olanzapin.
(5) Cnm irng CYPIA2

Chuyi5n h6a ctia olanzapin c6 th6 bi c6m ung bOi hrit thu5c Li vd di6u trl bing carbamazepin

din dtin gidm n6ng ttQ olanzapin.
(6) Su ric ch6 CYPIA2

Fluvoxamin, m6t ch6t tc chti CYP1A2, cl6 ilugc chung minh ldm gi6m sg chuy6n h6a cria

olanzapin. Li€u khdi dAu olanzapin th6p hon cin dugc xem x6t 0 nhtng bQnh nhdn dang sri

dgng fluvoxamin ho{c U6t tcy ch6t ric ctr6 CyptaZ kh6c, ching h4n nhu ciprofloxacin.
(7) Giem khi dsng sinh hsc

Than hoat tinh lim gi6m sinh khi dpng cira olanzapin itudng u6ng tt 50 d6n 600/o vir cAn tlugc

thgc hiQn it nh6t 2 gio trudc hoflc sau ktri dung olanzapin.

(8) Fluoxetin (mQt chSt uc ctrti CypZO6), dung li6u don kh6ng acid (nh6m, magi6) hoflc

cimetidin kh6ng c6 6nh hudng d6ng kC d6n duqc dQng hgc cria olanzapin.

(6) Olanzapin c6 th€ v0 hiQu h6a sU 6nh huong cria c6c ch6t chri v4n dopamin tryc tii5p vd

gi6n tiiip.
(7) Thu0c ndy khOng bi nnh hu0ng boi sU h6p thu thric [n.
2. Tuorng t6c 6nh hu0ng tl6n cfc loSi thu6c khfc

(l) Kh6ng dung kiSt hgp vdi epinephrin, c6 thti d6n dtin gi6m huy5t 6p nghiCm trgng.

(2) Hey cAn thfln khi dirng k6t hqp o nhfing bQnh nhdn di6u tr! c6c thu5c c6 thrS gdy raha huyi5t

6,p, nhfp tim chgm, h6 h6p ho[c trung t6m hQ thAn kinh, vd ph6i cAn th6n O5i vOi bQnh nh6n

nghiQn rugu.
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(3) Kh6ng khuy6n c6o viQc sri dung olanzapin d bQnh nhdn Parkinson didu tri riii loan t6m thAn
bing chdt chri vfn dopamin.
(4) Kho6ng QT: Than trgng khi sri dqrng n6u olanzapin dang dugc dung rl6ng thoi voi c6c
thudc biOt ld ldm t[ng khoing QTc.
(5) Olanzapin c6 thii v6 hi6u h6a sg 6nh hu&ng cria c6c chdt chri vfn dopamin tryc ti6p vd gi6n
ti6p.

(6) olanzapin kh6ng rtc ch6 c6c isoenzymes Cyp450 in vitro (vi dp, lA2, zD6,zcg,2clg,
3A4). Vd tr€n ciic thri nghiQm in vivo cfrng chua c6 bdng chring vd su ric ch6 chuy6n h6a
olanzapin cria c6c ch6t sau: thu5c ch5ng trim cdm ba vong (chtr ytiu li ric ch6 Cyp2D6),
warfarin (cYP2c9), theophyllin (CYP1A2), ho[c diazepam (cyp3A4 vd2ct9).
(7) Olanzapin kh6ng c6 tuong t6c khi di6u tri ph6i trqp vdi lithium holc biperiden.
(8) Trong nghiOn

chuy6n h6a chinh
ph6i di€u chinh.

cuu in vitro bing vi ttriS gan ngudi, olanzapin kh6ng ric ch6 con dudng
cria glucuronid. vi vfy, khi dtrng ktit ho. p, fidu valproic benzoate kh6ng cAn

cAx r,ana ci xru Mer t AN gunN KHONG DUNG THU6G:
N6u b4n qu6n dirng mQt li6u thu5c, hdy u6ng cdng sdm cdng ttit. Tuy nhi6n, n6u gAn vdi
t<t5 ti0p, hdy b6 qua li6u dd qu6n vd u6ng [eu k6 ti6p vio thoi di6m nhu k6 hoach. Kh6ng u6ng
g6p d6i li6u dd quy dfnh.

cAN nAo euAN rHUOc NAy NntI rnn NAo:
86o quin trong hQp kin, tr6nh 6nh s6ng, 0 nhiet d0 dudi 30"C. D6 xa tAm tay trd em.

NHIING nAu ugu vA TRrpu cHr/NG KHr DUNG THUoc quA r,rrcu:
Ctic diiu hiQu vd triQu chtimg

(1) C6c triQu chring r6t thu<rng gdp trong qu6 li€u (> lO%) bao g6m nhip tim nhanh, kich
dQng/g6y h6n, rtii lo4n vfln ng6n, triQu chrlng ngo4i th6p, vd gidm f thuc 0 nhi€u mric clQ tu an

thin d6n hdn m6.

(2) Citc di chring d6ng k€ kh6c do qu6 li0u bao g6m mC sdng, co gift, h6n m6, hQi chring an

thAn kinh 6c tinh, suy h6 hdp, ting huyiit rip hoic ha huy6t 6p, lo4n nhlp tim (<2% truong hgp

qu6 [,5u), vd ngung tim ph6i. K6t qu6 gdy tri vong cl6 dugc b6o c6o cho qu61i6u c6p tinh li0u til
450 mg, nhmg cfrng c6 truong hqp s6ng s6t dugc ghi nh4n sau khi dtng khodn92 golanzapin

:
ouong uong.

cAN puAr LAM ci xnr DUNG THUOc euA LItu KHUyEN cAo:
Trong trudng ho. p khAn cAp hoflc qu6 liAu, ggi ngay cho Trung tdm c6p criu I 15 hoic d6n tram

Y t6 dia phuong gAn nh6t.

NH0NG Drtu cAN rrrdN TR9NG KHr DUNG THUoc NAv:
Th$n trgng khi dring thudc O nhirng a6i tugng bQnh nhin sau

- BQnh nhdn phi dqi tuy6n tidn liQt, tic ruQt liqt hoflc c6c tinh trqng li€n quan

- BQnh nh6n c6 ting ALT ho[c/vi AST, bQnh nhdn c6 c6c ddu hiQu vi triQu chilng suy

gan, bQnh nhdn dE c6 s[n crlc tinh trang chric nlng gan h4n ch6 vd bQnh nhdn dang dung

c6c thu5c c6 dQc tinh tr6n gan.

- BQnh nhdn c6 s5 lugng bach c6u vd/ hoic bach cAu trung tinh th6p do bAt cri nguyCn

nhdn ndo, nguoi bQnh c6 ti€n sri tc ch€lngQ <lQc tuy xuong do thu5c, ngudi bQnh c6 ric
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ch6 tty xucrng do bQnh kdm theo, xa tri liQu ho{c h6a tri liQu vd nguoi bQnh c6 c6c tinh
trang ting b4ch cAu ua eosin ho[c bQnh tlng sinh triy xuong

- CAn ngung ngay tdt cd cdc thu6c ch6ng lo4n thAn k6 ci olar:u:apin khi bQnh nhdn c6 c6c
bitiu hiQn vd triQu chring cria hdi chring an thAn kinh 6c tinh hoflc khi c6 s5t cao kh6ng 16

nguy€n nh6n md kh6ng c6 c6c bi6u hiQn l6m sdng cria hQi chung an thdn kinh 6c tinh.
- BQnh nhdn c6 ti,in sri dQng kinh hoflc c6 nhtng y6u t6 ldm gi6m nguong dQng kinh.
- Vi olanzapin c6 t6c dpng chri y6u tr€n he thAn kinh trung uong n€n phii cin thfln khi

dung k6t hqp vdi c5c thu5c kh6c cfrng t6c dpng tr€n hQ thAn kinh trung uong vd rugu.
- Ndn tlo huy6t 6p tlinh kj' o nhtng nguoi bQnh tr€n 65 tuOi trong khi ttl6u trf bing

olanzapin.

- CAn thfn khi cho toa olanzapin ctng vdi nhtng thu6c ttd bi6t lA ldm ting kho6ng QT,
t16c biEt o nguoi cao tu6i.

- BQnh nhdn bi bQnh Parkinson.

- BQnh nhdn biting duong huytit valhoic d6i th6o duong.

Sft dpng 0 phU nir c6 thai vh cho con bri:
- Chua c6 nghiOn cuu dAy dri 0 php nt mang thai.

- T16 so sinh ti6p xuc vdi thu6c ch6ng lopn thdn (bao g6m olanzapin) vdo qui 3 cria thai

kj, se diii mqt vdi nguy co ph6n ring phu nhu triQu chirng ngoai thilp hoac hQi chring cai

nghiQn tty thuQc mric d0 nghiCm trgng vd thoi gian sri dpng. D5 c6 b5o ciio vd cric

trudng hqp bi kich dQng, t6ng truong lyc, gi6m truong lgc, run, bu6n ngri, suy hO h6p

hoflc r6i lo4n ti0u h6a. Do d6, tre so sinh cAn dugc theo d6i c6n th4n.

- BQnh nhdn n€n th6ng b6o cho bric si cta minh n6u hq c6 thai ho[c dg tlinh c6 thai khi

di€u tri vdi olanzapin. Tuy nhi0n, olanzapin chi nOn st dpng eOi vOi phg nfr c6 thai n6u

lgi ich hon hin nhtng nguy co ti€m An cho thai nhi.

- M9 dung thu6c vdo qui 3 cria thai kj', c6 b6o c6o xiy ra tlng truong lgc, thd o, vd budn

ngt.
- Olanzapin bdi ti6t qua sta me. BQnh nhdn n6n dugc khuy€n kh6ng n€n cho con bri n6u

dang dirng olanzapin.

Anh hu0ng cfia thu6c lOn khf, nlng l6i xe vir v$n hirnh m6y m6c:

- Chua c6 nghiOn ctu v6 t6c dQng l6n khi n6ng l6i xe vd str dpng mrly m6c. Olanzapin c6

the g6y bu6n ngu vd ch6ng m6t, bQnh nhdn n6n dugc cdnh b6o khi l6i xe vd vdn hdnh

mriy m6c

KHr NAo cAN ruaM vAN BAc si, DLIQG si:
Trudc khi dirng olanzapin, b4n n6n chri f mQt s6 v6n dd sau:

- Hiy cho b6c si vd dugc si bi6t nhtng lo4i thu6c c6 kO toa vi kh6ng k€ toa, vitamin, c6c

thgc phAm chric nang, vi c6c s6n phAm th6o dugc b4n dang dtng ho[c dp dlnh dring.

- H6y cho b6c si cria bAn bitit n6u ban dang mang thai, t16c biQt ld ntiu bqn tlang d trong

nhtng th6ng cu5i cria thai kj,, ho[c n6u b4n c6 k6 hoach mang thai hoflc dang cho con

bf.
- Ntlu b4n dang c6 phSu thu{t, k6 ci phdu thuft nha khoa, h6y n6i cho b6c si ho[c nha si

ring bpn dang dtrng olanzaPin.

- H6y cho b6c si cria ban bi6t ngay lfp tuc ni5u ban c6 U6t ty triQu chirng ndo sau cl6y

trong khi b4n ctang dtng olanzapin: kh6t nudc, di tiiSu thuong xuy€n, clrc ki d6i, md m8t,

ho4c y6u.
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HEy cho b6c si bi6t khi ban g6p U6t ty triQu chrlng kh6ng mong mu5n ndo. C6 th6 c6 c6c

t6c dgng php kh6c kh6ng tluqc dd cap. N6u b4n c6 U6t ty thic mic ndo v,) c6c t6c dgng
php, hdy tham kh6o f ki6n b6c si hofc dugc si.

HAN Dtrr\c CoA rHU6C:
24 thi,lrrgk6 tu ngdy s6n xu6t.

NOI SAN XUAT:

Korean Drug Co., Ltd.

69- I 0, Wonjeok-ro, Sindun-myeon, Icheon-si, Gyeonggi-do, Hdn Qutic.

NGAv xEM xET St/A o6r, Cdr NHAT LAI NQI DUNG ntldNc oAN stl D(ING

IHU6C:

NAHAN co., LTD

GD: TNAN THUY VUONG
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