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VIEN NEN BAO PHIM OZIP
(Vién nén olanzapin)
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Thanh phin duge chit: ,

M&1 vién nén bao phim chira olanzapin Smg /10 mg.

Thanh phin ti duge: Lactose anhydrous DCL 21 USP, microcrystalline cellulose PH 102 B, HPC low
substituted LH-11 USP, crospovidone USP, magnesium stearate BP, colloidal anhydrous silica BP, sodium
lauryl sulphate BP, instacoat IC-S-074 (yellow).

Dang bio ché:

Viénnén bao phim hinh tron, mau vang, hai mjt 10i.

Chi djnh: _
Olanzapin diing 8¢ didu trj thn cdng va diéu trj duy tri bénh tim thin phin 1iét, cfing nhu cie bnh logn thin
khéc ma c6 nhimg biéu hién rd rét clia cdc tri¢u chimg duwong tinh (vi du nhw hoang tuimg, 40 gidc, ri logn
suy nghi, thil dich va nghi ngd) vi/holic cdc tri¢u chimg &m tinh (vi dy nhu cdm xde phing ling, linh dam,
thu minh lai, ngdn nglt nghéo nan). Olanzapin ciing c6 hiéu qua d6i véi cic trigu chimg cia cim xie thiy
phat thudmg di kém vdibénh tim thin phin 1i¢t va cic roi loan twong ti. Olanzapin co higu qua dé duy tri
uuh% sang céi thién khi tiép tuc diéu tri bing olanzapin & nhimg nguwii bénh di 6 dip img voi lin
mtl'l m« T o - W
Céhch diing, Tidud
an. Sau nity c6 thédiéu chinh lidu hing ngay thy theo tinh trang 1im sing. thay ddi tir § mg dén 20 mg trong
24 gits. Chi duge ting lidu cao hon liéu thong thudmg 10 mg trong 24 gid, nghia IA dilny
gitr holic cao hon, sau khi 4 c6 dinh gid Lim sing thich hop.
Tré em : Olanzapin chua duge nghién cira & nguoi dudi 18 wdi.
Chéngchidjnh:
Chéng chi dinh dilng olanzapin & ngudi binh d ¢ tién si méin cdm véi bt cir thinh phin ndo cta thude.
Olanzapin cling chéng chi dinh & ngudi bénh di ¢ nguy cabénh gldcdm goc hep.
Cénh bio vi thin trong khi ding thude, }
Nhitng bénh kém theo : Olanzapin ¢6 hogt tinh khing cholinergic in vifro, nhung trong ede thir nghi¢m 1am
sdng, cic triéu chimg lién quan xudt hign véi ty 1§ thilp. Do kinh nghi¢m lim sing ding olanzapin & nhimg
ngudi bénh 6 edc bénh kém theo con it, nén ciin thin khi ke toa olanzapin cho bénh nhin phi dai tuyén tién
liét, e radtligt, hofic cic tinh trgng lién quan. - N
Thude c6 chira lactose. Bénh nhin c6 céc viin 3 vé di trayén hiém giip khi khong dung nap galactose, thiéu
Lapp lactase hoic kém hip thu glucose-galactose khdng nén ding thude niy. '
Ckmzyl_:ﬂn transaminase, ALT, AST doi khi tin gthodng qua, khang 6 biéu hi¢n trigu chimg, djic bigt &
gini doan diiu ctia dot dicu trj, Ciin céin thiin theo doi ede bénh nhan c6 ting ALT hojc/VAAST, bénh nhin ¢6
cicdiu higu va triéu chimg suy gan, bénh nhin 44 cd sin cc tinh trang chirc ning gan hgn ché v bénh nhin
diing cic thube ¢ doc tinh trén gan. Trong hop ting ALT vivhodc AST khidang diéu trj, cin
theo ddi va cAnnhic gidm liéu. & _
Ciing nhr véi cée thude chéng loan thin khic, cin clin thin khi ding olanzapin & nhimg nguoi bénh c6 s6
lrong bach cdu vivhode bach clu trung tinh thip do bit cir nguyén nhan nao, ngudi bénh c6 tién sit e
ché/ngd ddc tiy xuong do thube, ngudri bénh c6 irc ché tiy xuwomg do bénh kém theo, xg trj ligu hodc héa tri
liéu, vt ngudr bénh 6 cée tinh trang ting bach ciu u eosin hodic bénh ting sinh tily xuong, 32 bénh nhin c6
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tién sir mét bach cdu hat hogie gidm bach ciu

do clozapin, nhung khong c6 gidm s lrgng bach
cliu trung tinh sau khi ding olanzapin.
Hgi chimg an than kink de tinh (Neuroleptic rgndmrw):dn ngimg ngay tit ci chc logi thube
ching logn thin, ké ¢4 olanzapin, khi b¢nh nhin c6 tic biéu hién vi trigu chimg ciia hoi chimg an thin kinh

dc tinh hofic khi ¢6 s6t cao khdng rd nguyén nhin md khang ¢6 che biéu hign lim sang cia hji chimg an thin
kinh éc tinh.

Ciin céin thiin khi ding olanzapin & nguéri bénh 6 tién sir dgng kinh holic c6 nhimg yéu 16 1am gidm ngudng
dong kinh. Dong kinh hiém khi xay ra & nhimg ngiéi bénh khi diéu tri bing olanzapin. 16m nhimg
ngudi bénh ndy ¢o tién sirddng kinh hofic c6 nhimg yéu 1 nguy co cisa bénh dong kinh.

Loan vdn dong mugn : Trong cic nghién cira so sanh trong thisi gion | ndm hodc it hom, ty 1§ tai bién chimg
logn viin ddng & bénh nhin khi diéu trj olanzapin thip hon c6 ¥ nghia théng ké. Tuy nhién, nguy calogn
dong mudn ting lén khi diing thudc ching logn thiin frong thiri gian dii, nén cdn gidm liéu hojie ngimg th
khi xudt hién cée ddu higu hodie cde trigu chimg ndy. Nhimg tri¢u chimg loan viin dong mugn ¢6 thé ning 1én
theo thiri gian hoje thim chixudt hign sau khi ngimgdiéu tr.

Vi olanzapin co tic dung chil yéu trén b thin kinh trung wong. nén phii cin thin khi dimg két hop véi cic
thubc khic ciing tic dung trén hé thin kinh trung womg va negu. Vi olanzapin thé hién tinh d6i véi
dopamin in vitro, nén o n 6 thé ddi khing v tie dung ciia cic chilt chi viin dopamin gidn tiép va
tryre tiép. Ha huyét 4p tur thé it khi xdy ra & nhing ngudi Iom tudi trong nhimg thir nghié¢m lim sing
ol;hnpin.cgagnhud&v&lnhﬁngthu&c:Mngki@nlhlnkh&c.néudohuy&ipdinhkjrbnhhgw
I [}

Khdng c6 chc nghién ,m&nmsmeuﬂdﬂyc}uan mnmduwumyanneuuocho
thily thude néu o 6 thai hole ¢6 ¥ dinh mang thai khi dang ding olanzapin. Do kinh nghiém con han ché &
thitke O neum viichdeml}ihonhlnm@ingpyhli'chgl_:_ﬂp@gi.‘l .

i dung (rc ché thitn kinh trung wn&i}‘uéhfh me do vily
ang cho con bii hodc khéng cho con b khi biit bube phai
diéu tr cho ngudime _ !

Anh hurdmg cia thube Ien kha nang 14i xe vi vin mdy mbe:

Nguoi binh nén ding cdn thin thudc ndy khi i xe o&cdi&ikhiéumﬁynﬁcviolmﬁpiaoéuémhﬁn

ngl.

Tuong tic thube: |
KMmkakdcdnhhmdénohwﬂﬂ: Thudc khéng acid (magnesi, nhom) hojic cimetidin
lidu duy nhit khang inh huing dén sinh kha dyng cia olanzapin ding dwéng ubng. Tuy nhién, ding déng
thrt than hogt 5& ldm gidm sinh kha cit olanzapin dudng udng tir S0 dén 60%. Chuyén hoa ciia
olinzapin 0 thé bj cam (mg do hit thudc (49 thanh thai cia olanzapin thip hon 33% vi thér gian bin thi
dAl hom 21% & nhimg ngudi khong hit thude so véi nhimg ngudi hat thudc) hofic didu trj bing
carbamazepin (4 thanh thai tang 4% vi thir gian bin thii gidm 20% khi diéu trj biing carbamazepin). Hit
thude va didu trj bing carbamazepin ghy cdm img hoat tinh P450-1A2. Dugc dong hoc cia theophyllin,
mit thube ehuanhéa nhér P450-1A2, khong thay dbi khi dimg olanzapin. Chira c6 nghién et vé tée dung
ctn nhimg chiit ére ché manh hoyt tinh P450-1A2 trén duge dgng hoc clia olanzapin.

Khd nang olanzapin ank hiemg dén nhitng thiedc khdc: Trong céc thit nghiém 1m sing ding liéu duy nhiit
olunzapin, khdng ¢6 sy (e ché chuyén hda ciia imipramin/desipramin (P450-2D6 hodc P450-P3A/1A2),
warfarin (P450-209), theophyllin (P450-1A2), hofc diazepam (P450-3A4, vi P450-2C19). Olanzapin
ciing o6 turomg the khi ditng chung vai lithi hadc biperiden. D nghién ctu khi ning cia ol.nTm
lam (rc ché chuyén hoa thong qua 5 cytochrom chit yéu in viro, Nhimg nghién cin nily cho thiy hiing s6 irc
ché ddi voi 3A4 (491 mM), 2C9 (751 mM), 1A2 (36 mM), 2C19 (920 mM), 2D6 (89 mM), ma khi so sinh
viri ndng A6 huyét trong olunzapin 1 0,2 mM, €6 nghia la sy (rc ché t5i da ciia nhimg hé théng P450 do
olanzapin thiip hon 0,7%. Chura rd sy lién quan dén lim sing ciia nhimg két qua niy. Nong d9 olanzapin hic
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&n dinh khong anh hudng dén duge ddng hoc cita ethanol. Tuy nhién, tic dyng hi¢p dong vé duge lue hoe
nhur gdy ting an thiin ¢6 thé xdy ra khi ding ethanol ciing véi olanzapin.

Téc dyng khong mong mubn ciia thudc:

Téc dyng khdng mong mubn hay giip nhit véi olanzapin 1a budn ngi v ting cdn. Céc téc dung khong mong
mudn khéc bao gdm ting thém dn, phi ngoai bién, hiém glip ting nong d{ creatine-kinase.

Théong bio ngay cho bic g hoiic duwge sy nhimg phan img c6 hgi gip phai khi sir dyng thude.

Qui lién v edeh xir triz _ s

Cin tinh dén kha nang ric rbi khi diing nhiéu logi thube, Khi glip ngd doe clp tinh, ciin kiém sodt dudmg th
v dim bao cung cip oxy vi thong khi ddy dii. Cling nén ria da day (sau khi &t dng ndi khi quin néu

nhin bit tinh). Uéng than hoat va thudc nhudn trang. Cin bit diu ngay 1p tire theo doi tim mach, bao g
theo ddi lién tyc dién tim dd dé phat hién loan nhip tim ¢ thé xay ra.

Chua c6 thude giai ddc dic hiéu véi olanzapine. Vi viy, clin bit diu cic bién phip diéu trj h tra thich hop
nhu truyén dich vio tinh mgeh va/hofic thube cuémg giao cam (khong ding adrenaline, dopamine hofic cée
chiit cudng giao cim khic ¢ hogt tinh chil vin beta, vi kich thich beta ¢6 thé lam xdu thém hién tuong hy
huyét p trong hoan canh phong bé alpha cia olanzapine. Ciin tiép tuc theo doi chiit che cho dén khi bénh
nhén hoi phyc.

Diic tinh dugee hye hoe:

Olanzapin 14 thubc ching logn thin ¢6 hoat tinh duge 1y hoc rng trén mdt s6 hé receptor. Olanzapin €6 di
Jyre manh hon véi receptor ciia serotonin SHT, in vitro so véi D, v hogt tinh SHT; in vivo manh hon so v6i
hogttinh D.. _ . ' ,
Trong mét nghién ciru liéu ubng duy nhit (10 mg) ding phuong phép chisp rongen cit 16p phét positron
(Positron Emission T phy, PET) & nhimg nguoi tinh nguyén khée manb, olanzapin chiém git
receptor SHT,, nhiéu hon so vén receptor dopamin D,. Hon nita, m§t nghién ciru hinh anh ding phuong

phép chyp romgen ciit Iép phét photon don dién todn (Single Photon Emission Computcrised Tomography,
SPECT) & nhimg ngiréri bénh tam thin phén liét cho thiy nhimg nguéi binh ddp mg voi olanzapin chiém

gitr D, ciia thé vinithom so véi nhimg nhimg nguoi bénh dép img véi risperidon va mot s thube ching loan
khic, nhumg trong duomg véi nhimg nhimg ngudi bénh dép img véi clozapin, » )

Ci hai trong hai thirnghiém c6 kiém chimg bing placebo vi hai trong ba thir nghi¢m ¢é kiém chimg bing

chéit 5o sdnh trén 2.900 bénh nhiin tim hin it véi ¢ hai triéu chimg duong tinh va am tinh, thiy

olanzapin i cdi thién nhiéu hon ¢6 y nghia thgng ké cde trigu chimg duong tinh cling nhw dm tinh.

Dic tinh dwge dgng hoc: : "

Olanzapin hap thu tot va dat ndng d6 dinh khoang 6 giér sau khi ubng. Pio thai manh qua liin chuyén hod

diiu tién, khoing 40% thudc bj chuyén hod trudrc khi vio dgi tudn hodn. Thire in khing c6 dnh hirémg 1Gi toe

6 va mirc g hap thu olanzapin. g :

Thoi gian ban thai 13 21 -54 gio. Olanzapin phin b rong khilp trong ca thé. Két hgp 93% vilo protein huyét

trong.

Khi ubng lidu duy nhit olanzapin dénh déu bing “C, chi thily 7% lidu ubng olanzapin thii qua nuéc tiéu
dudi dang nguyén ven, chimg t6 olanzapin chuyén hod manh. Khodng 57% licu ding thii qua nude tidu va
30% qua phiin.

Quy ciich d6ng géiz Hop 10 vi, mbi vi 10 vién nén bao phim.

Pitu kidn bio quin: Bio quin ¢ nhigtdo <30°C, noi khé riio.

Han diing: 24 thang ké tirngay sin xudt. Khong ding thudc di héthan sirdung ghi trénbaobi.

Tiéu chudin chilt wgmg: Tiéu chudn cosd san xudt.

Tén vi dja chi co'sé sian xuit: Medley Pharmaceuticals Limited; Plot Nos. 18 & 19, Survey No.378/7&8,
379/2&3, Zari Causeway Road, Kachigam, Daman-396210, An-d$ ¥

Dia chitry séredng ty: Medley House, D-2 MIDC Area, Andheri (East), Mumbai 400 093, An-d%



