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Rx Thudc bén theo don

OLEANZRAPITAB

(Viénnén Olanzapine)

THANH PHAN:
Oleanzrapitab §
Hogt chdt:
Olanzapine Smg
T dige:
Natri Croscarmellose USP NF, Colloidal Silica khan BP, Mannitol BP, Bit Talc BP, Magnesi Stearate BP, Mau ving Sunset FCF Lake, Aspartame BP.
Oleanzrapitab 10
Hogt chdt:
Olanzapine 10mg
Tnidﬂ’f‘c:
Natri Croscarmellose USP NF, Colloidal Silicakhan BP, Mannitol BP, Bit Talc BP, Magnesi Stearate BP, Miu ving Sunset FCF Lake, Aspartame BP.
DUGCBONGHOC
Driing ditimg udng, don tri ligu - Olanzapine duge hip thu tét va dat néng dé dinh trong khodng 6 gid sau khi ding mdt lifu usng. Né duge bii tift khip co the béi chuyén
héaquagan lin ddu,véi khoing 40% lifu duge chuyén héa trude khivio hi tudn hodn. Olanzapine bifu hifn déng hoc tuyén tinh trén khodnglidulim sing. Khodng thii
gian bén thiitir21 dén 54 gid, vi o thanh loc huyét thanh biéu kién tir 12 - 47 L/gids.
Dimng clanzapine mdt 1in mébi ngiy tao ra néng 46 6n djnh sau khodng 1 tuin ma néng 4 niy gip khoing 2 lin néng d¢é sau khi diing liéu duy nhit. Néng d6 trong huyét
thanh, théi gian bin thii vi 4§ thanh loc cha olanzapine e6 thé khie nhau gitta cic cd nhin dia trén tinh trang hit thude 4, gidi tinh vi tusi.
Olanzapine dugc phin bé rong rii khip co thé, véi thé tich phin bé khodng 1000 L. Cé khoing 93% két hgp véi protein huyét thanh trén khoing néng di tit 7 dén 1100
ng/mL, chi y&ulalién kétvdialbumin vi al-acidglycoprotein
Chuyén héa vi thdi trid - Sau mét liéu udng duy nhit ciia liu olanzapine ¢ dinh dfu 14C, 7% li€u olanzapine dugc tim thdy trong nudic tiu dudi dang khéng doi, cho thiy
ring olanzapine dugc chuyén héa cao. Khoing 57% va 30% ctia liéu diing duge tim thdy trong nude tiéu vi phin, theo thit ty. Trong huyét thanh, olanzapine chi chiém
12% cita AUC cho téng s6 phéng xa, cho thiy sy ¢ mjt ding ké cic chit chuyén héa. Sau khi diing nhiéu liéu, cic chit chuyén héa chinh trong vong tuin hoan la 10-N-
glucuronide, hi¢n dién & trang thii dn dinh d 44% ndng d¢ clia olanzapine, vi 4'-N-desmethyl olanzapine, hi¢n dién & trang thdi én djnh & 31% néng d¢ chia olanzapine, Ca
hai chit chuyén héa déu khéng c6 tic dung duge Iy dnéng dd quan sit.
Sy glucuronic héa tryc tiép vi oxy hda gidn tifp cytochrome P450 (CYP) li nhitng dutmg chuyén héa chinh ciia olanzapine. Nghién e in vitro chi ra ring CYPs 1A2 vi
2D6, vi hé théng men monooxygenase chia flavin dugc tham gia trong qui trinh oxy héa olanzapine. In vivo oxy héa gidn tifp CYP2D6 o6 mjt dé thyc hién duding
chuyén héa thiryéu, vi d¢ thanh lgc clta olanzapine khéng bj gidm & nhitng d6i tugng thifu enzyme niy.
DUQCLYCHOQC
Olanzapine gin kétvdi di lyc cao véi cic thy thé sau: serotonin SHT2A/2C, SHT6 (Ki=4, 11,va S nM, theo thi y},dopamine D1-4 (Ki=11-31 nM), histamine H1 (Ki=7
nM), vi cic thy thé adrenergic al (Ki=19 nM). Olanzapine 1 chit d6i khing véi i Ivc gin ket trung binh vdi thy thé SHT3 (Ki=57nM) vi muscarinic M1-5 (Ki=73, 96,
132,32, vi 48 nM, theo thit ry). Olanzapine gin két 16ngléo vai cic thy thé GABAA, BZA va -adrenergic (Ki> 10 uM).
Sy déi khing & cic thy thé trir depamine va SHT2 6 thé gidi thich mdt s8 trj liéu vi tic dyng phy chia olanzapine. Sy ddi khing cia olanzapine ciia cic thy thé muscarinic
M1-5 c6 thé gidi thich cic tic dung gidng vdi khing cholinergic ciané. Sy d6i khing thy thé histamine H1 cila olanzapine cé thé gidi thich cho hi¢n tugng ngii ga quan sét
duge v thude niy. Sy déi khing cic thy thé adrenergic al cé thé gidi thich cho tic dung ha huyét dp thé ding quan sit dugc véi thude ndy.
CHIiPINH:
Olanzapine duge chi dinh diéu tri bénh tim thin phin li¢t. Olanzapine ¢6 hidu qui trong viée duy tri cii thi¢n triéu chiing lim sing trong khi tiép tuc didu trj trén nhing
bénh nhin cé dép ing véi didu triban ddu.
LIEUDUNG VA CACHDUNG:
Oleanzrapitab nén duge ding mét lin/ngiy vi khéng lién quan bia in; théng thuéng diing bit ddu & liéu 5- 10 mg, véi liéu mong mudn diéu trj i 10 mg/ngiy trong vong
vai ngdy. Chinh li¢u thém nita néu cé chi dinh, thuomg xiy ra giita cic khodng liéu vi khong dudi 1 tudn. Liéu hing ngiy sau d6é c6 thé dugc diéu chinh theo bénh cinh lim
sing ciia tiing bénh nhin véi khoing lidua 5-20 mg//ngay. Vigc ting lifu cao hein lifu dé nghi diu tri 10 mg/ngiy, vi dy dénliu 15 mg/ngiy hoje cao hon chi dugc dé nghi
sau khi dénh gid lai lim sing mt cich thich hgp.
Trén tré em: ﬂkmmpiﬁ.h chuaduocnghuncﬂuu!n ngll'EFi < |8 tudi.
Trén bénh nhdn lén tusi: Lidu diéu tri khéi ddu thip (Smg/ngiy) khéng thuéng duge chi dinh nhung dirge xem xét cho bénh nhin 65 tudi hojic hon khi c6 cdc yéuté cinh
bio trénlim sing.
Trén bénh nhdn ¢ gidm chie ndng gan vd/ hode thdn: Lidu didu trj khéi d4u thip (5 mg/ngiy) cb thé dugexem xét cho cic bénhnhin niy.
Benh nhdn riit so vii bgnh nhdn nam: Liéu khéi ddu vi khoing liéu khéng cin thay d8i mét cich thuéing qui cho bénh nhin ni tuong d6i sovéi bénh nhin nam.
Trén bénh nhin khéng huit thudc i so véi bénh nhin hat thudc 1a: Ligu khai dduva khodng liéu khong cin thay d8imt cich thuting qui cho bénh nhin khéng hit thude 14
déi véi bénh nhin hiit thudc 14. Khi ¢6 trén mt yéu t6 c6 thé giy chim qua trinh chuyén héa (gidi ni, bénh nhin 1én tudi, tinh trang khéng hit thudc), thi viéc cin nhic
nén dugc dit ra d€gidm liéu khdi ddu. Liguleo thang, khi c6 chi dinh, nén dugc ding thin trong trong cic bénh nhin niy.
CHONG CHi PINH

¢ Cicbénhnhin dibiétcé qui min véi bitky thinh phin nio ciia thude.

» Cicbénhnhin dibiét cé nguy co micbénh glaucomagoc hep.
THANTRONG
Binh nhin cé bénh phdi hgp:
Olanzapine to racoti ié thip vé hoat tinh khing cholinergic trong cic nghién citu lim sing: Nén thin trong khi ke don trén cac bénh nhin c6 phi dai tién ligt tuyén, hoge
bin tic héi tring vi cic trudng hep lién quan vikinh nghiém lim sing khi difu trj Olanzapine bi gidi han trén cic bénh nhin cé bénh di kém.
Syting men gan, ALT, AST thodng qua, khéng cé tridu ching lim sing thinh thoing dugc nhin thiy dic biét trong giai doan ddu diéu tri. Nén diing thin trong trén bénh
nhin cé ting men gan AST vi,/hojc ALT, trén cic bénh nhin c6 trigu chiing gidm chiic ning gan, bénh nhin di sin o6 bénh di kém c6 sy gidi han dy trii chic ning gan, va
trén b¢nh nhin dugc diéu trj bing thudc o6 khi ning giy déc gan. Khi cé tingmen gan AST va/hojc ALT trong lic diéu trj thi cin theo d&isit vi gidm lidu néu cin.
Ciing nhu cic thude an thin khic, thin trong khi ding cho bénh nhin ¢é gidm bach ciu v /hode bach ciu da nhin vi bitkylido Q,Mnhnhh\cﬁbenhsﬂdcctﬁyhﬂi:my
tity do thuéic, bénh nhin bj de ché tiy xuong do bénh Iy di kém, xa trj hodc héa tri vi trén bénh nhin ¢6 ting bach edu da nhin di toan hojc ¢é bénh If ting sinh tly siong.
C6 32 bénh nhin niy bj gidm bych ciu danhin trung tinh do diing clozapin hodc o6 bénh sirm4t hat bach cdu hat do diing Oleanzapine mi khéng giy gidm lugng bach ciu
danhin trung tinh so vdi midc binh thudng,
Hpichitng de tinh do thudc an thdn (NMS):
MMS, 1a phie hop cde triéu chiing c6 nguy co v vong, di duge bio cdo cd lién quan téi cic thudc chéng logn tim thin khic. Trong cic nghién ciu lim sing khéng c6
trureing hop MNS nao duge bio cio trén binh nhin duge diéu tr bing Olanzapine.
NMS thitting di kém véi tridu chiing st, co ciing cd, thay déi trang thii tinh thin, cic bing ching vé bit an m{t cich vé ¥ thic (mach hojc huyét ip bit thuéng, nhip
nhanh, todt mé hdi, vi réi loan nhip tim). Cic dfu hiéu khdc cé thé bao gém ting creatine phosphokinase, chitng myoglobin ni¢u ( chimg cd nigu kich phit), vi suy thin
cip. Hoichj sﬁtc.wkhﬂnsth!giii thich duge v‘lkhﬁng b l'rl'euchfinglim singndo clia NMS, tit ci thudc an thin, bao goém Ulampine,dnpiﬂ,i nsl.mgthuﬁcngay.
Olanzapine nén duge diing thin trong trén cic bénh nhin cé bénh sitddng kinh hojc c6 cic tinh trang lién quan dén co gijt.
Logn dpng kifunhip chdm:
Olanzapine thudng di kém véi gidm til¢ mdt cich c6 ¥ nghia théng ké trong didu trj loan dng phit sinh trong cic nghién ciuso sénh kéo dii 1 nim hodc ithon, Tuy nhién,
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nguy co micloan djng nhip chim ting theo thii gian tifp xic kéo dii, v vi thé néu cé cde diuhifuvi trigu ching cda logn dgng nhip chim xudt hi¢n trén biénh nhin ding
Olanzapine, thi phii cin nhic gidm lifu hojc ngung ding thudc. Cic trigu chiing niy c6 thé giy gidm tic dung ctia thude tam théi hode thim chi phit sinh sau khi ngung
di¢u tri. Thin treng khi diing Olanzapine trén biénh nhin c6 didu tr két hyp véi céc thudc cé hoat tinh trung wong khic vi rugu (da ghi trong cictic dung trén thin kinh
trung udng clia Olanzapine). Khi c6 bi€u hién trong thyc nghiém vé chit d6i vin ciia dopamine, Olanzapine 6 thé d6i khing véi cic tic dyng tryc tiép v gidn tiép trén
déng vin dopamine. Ha huyét dp tu thé khong thuémg xiy ra trén bénh nhin lén tudi diing Olanzapine trong cdc nghién ciu lim sing, Ciing nhu cic thudc didu trj tim
thin khic, cin phii do huyét ip dinh ki trén bénh nhin > 65 tuéi.
Trong cic nghién citu lim sing, Olanzapine khong nén diing cho bénh nhin c6 ting bit thuéng khoing QT trén di¢n tim d6. Tuy nhién, cing nhu cic thudc didu tri tim
thin khdc, cin thin trong khi ding Olanzapine véinhiing thuéc di biét ¢ ting khodng QT'¢, dicbidt trén bénh nhin lon tusi.
TACDUNGKHONG MONG MUGN
Thuimng gip (>10%): Budn ngi v ting cin 14 tic dyng phy duy nhit thuéing gip khi ding Olanzapine. Ting cin c6 lién quan tdi chi sé co thé (BMI) trude didu tri v lidu
khéi dduli 15 mg/ngiyhojccachon.
It gap (1-10%): Chéng mit, ting thém dn, phi ngoai bién, ha huyét dp tu thé, va tic ddng khing cholinergic thoding qua, mic dé nhe bao gém bén, khé miéng li cic tic
dungphuy it gip khi diing Olanzapine.
Tingmen gan AST, ALT khéng triéu chiing, thoding qua cing it gip, dicbiét trong giai doan didu clia difu trj.
Mic dit c6 nghién ciru khic nhao vé Olanzapine trong diéu trj bénh nhéin 6 til¢ méc bénh Parkinson thip hon, Akaithisia, vi réilogn truong hic ca'so véilidu dige chudn
héa theo haloperidol. Khi khong cé thong tin chi tiét vé tién sif bénh réi loan vin déng ngoai thip cip tinh vi man tinh trén titng bénh nhin thi khong thé két lujn ring
Olanzapine it giy loan ddng nhip chim vi/hojc cichgi ching ngoqi thip khic.
Hifmgdp (<1%): Hiém gjp ciing cd triéu ching nhay cim dnh sing di dugcbio cio.
Cde défu higu khdc: Thinh thoing lim ting néng d¢ prolactin trong huyét twong, nhung kém cic bidu hién lim sing nithéa tuyén vi (tinh trang tuyén vii nam né to
do rdi loan hormon), tiét sifa nim vii, tuyén vii nd 1én. Trong hiu hét cic bénh nhin, mic prolactin niy cé thé trd vé binh thudng mi khéng cin ngung diéu tri.
Noéng d¢ cao men creatine phosphokinase ciing dugc ghi nhjn trong cic truting hgp hifm. Cing nhu cic thudc an thin khic, cic thay ddi trén huyét hoc khong trié¢u
chiitng cling it gip.
Thaong bdo cho bdc si nhiing tde dung khéng mong mudn gip phdi khi st dyng.
SUDUYNG CHO PHUNUCO THAIVACHO CONBU
Phy nitmang thai: Khéng c6 cic nghién ciu duge kiém sodt tét va diy di & phy nif mang thai. Cdc bénh nhin nén duge khuyén théng bio cho thiy thude néu ho cé thai
hojc dy dinh cé thai trong thi gian diéu trj véi olanzapine. Tuy nhién, do kinh nghi¢m ding thudc & nguii chifa di, thubcenay chinén duge sit dyng cho phy nid mang thai
chikhilgiich dat dugc caohon nguy cocé hai cho thai nhi.
Phy nit cho con bii: Olanzapine dugc bi tiét vio sita clia chudt duge cho ding thudc trong thai ki cho con bi. Nguéi ta chua biét liéu olanzapine o6 duigc bai tiét vio sia
ngudi haykhéng. Bénh nhin nén duge khuyén khéng nén cho conbii néu dang diing olanzapine.
TACDONG CUATHUOC KHILAIXE VA VAN HANH MAY MOC:
Olanzapine c6 khi ninggiy budn ngi, bénh nhin nén duge khuyén thin trong khi vin hinh miy méc nguy hiém, bao gém ci xe mé té.
TUONG TACVOITHUGOCKHAC
Khd ndng cdc thufc khidc cé thé tde djng lén Olanzapine:
Lifu don ciia thudckhéngacid ( Al, Mg) hojic cimetidine khéng dnh huéng 1én hogt tinh sinh hoc ciia Olanzapine dang uéng. Ding cling hic vdi than hogt co thé lim gidm
hoat tinh sinh hgc ciia Olanzapine dang uéng xudng 50-60%. Chuyén hia elia Olanzapine c6 th&bj gidm khi 6 hit thuse i kim theo (dé thanh thii cia Olanzapine thip
hon 33% vi théi gian ban hily logi bé thube liu hon 21% & nhing nguéi khéng hit thube so véi nhitng ngudi hit thusc) hoje diéu tri Carbamazepine (d4 thanh thii ting
1én 44% v théi gian ban thiilogi bé thude giam 20% khi duge ding véi Carbamazepine ). Hiit thudc 14 va diéu trj bing Carbamazepine lam giim hogt tinh clia P450- 1A2.
Duige ddng hoe cita theophylline, dugc chuyén héa béi P450-1A2, khéng lim thay d6i béi Olanzapine. Tic ddng cha chitiic ché hogt tinh P450-1A2 trén duge ddng hoc
ctia Olanzapine thi chua duge nghién citu.
i , zaping trin cdc thudic khde: Olanzapine khdng giy dc chf chuydnhéa cia imipramine, desipramine (P450-2D6 hoje P450-3A1/ A2 ), warfarin
(P450-2C9), theophylline (P450-1A2), hodic diazepam (P450-3A4vi P450-2C19).
Olanzapine khdng cho twang tickhi diing két hgplithium hojcbiperiden.
QUALIEU:
DPén nay vin con cd it kinh nghi¢m vé quiliéu olanzapine.
Trigu chiing: O bénh nhin diing mdt hugng lén nhit duge xic dinh, 300 mg, chi duge bio cio nhing tridu chitng 1 ngt gi, néi lip. 56 Iung giéi han cic bénh nhin duge
dinh gid tai cic bénh vién, bao gém ci bénh nhin ding liéu 300 mg, khong cb diu hiéu nio cho thiy cé sy thay déi bit loi trong cde phin tich & phong thi nghiém hojc
ECGs. Nhitng diu hi¢u séng thuéng nim trong gidi han binh thuéng khi qua lidu.
Dhfa trén dirligu & dgng vit, tridu ching duge ditbio 13 sé ting qui mic cic tic ddng dugc Iy dabiét cha thude. Nhitng triéu chiing niy o6 thé bae gém ngi ga, gidn déng i,
miémit, suy hé hip, ha huyét dp vi o6 thé rdilogn ngogi thip.
Bidu tri: Hign chuta o6 thudc gidi dge dje hidu cho olanzapine; do dé, cicbién phip hé trg thich hgp nén duge bit diu. Cin cin nhic dén khi ning cé syt ngd ddckéthgp
cita nhiéu thudc khic. Trong trudng hop qua lidu cip tinh, thiét 1ip v duy tri dudng thdva phii dim bio diy di oxy va sy théng khi. Viéc sit dyng than hoat tinh trong qui
liéu nén dugc cin nhic béi vi viée sit dung cling lic than hogt tinh da cho thiy la lam gidm sinh kha dyng ciia olanzapine 50 - 60%. Raa da diy (sau khi djt dng thong khi
quin, néubénh nhin bit tinh)) cing cé thé dugc xem xét.
Ha huyét ip vi séc nén duge diéu tr véi bién phip thich hop, nhu truyén dich tinh mach vi/hojc nhiing chit kich thich thin kinh giao cim nhunorepinephrine (khong
dung epinephrine, dopamine hojic cic chit kich thich thdn kinh giao cim khic véi hoat tinh déi khing beta bévi vi syrkich thich beta c6 thélim trim trong thém tinh trang
hahuyétdp). Theo doi tim mach nén dugc xem xét dé c6 thé phithién khi nangloan nhip tim. Tiép tuc gidm sit vi theo déi chit ché cho dén khibénh nhin héi phye.
QUICACHPONG GOI: Hop 5vix 10viénnén
HAN DUNG : 24 thing ké tif ngay sin xuit
BAO QUAN Giitnoikhé rio, thodng mdt, trinh dnh sing.
TIEU CHUAN: Nha sinxuit.
——HHUYENCAO———— ™

e Thudcniychidugebintheo don cha thiy thude.

« Dockjhutngdintrudckhiding.

o Néucinthém théngtin, xin hoi jkiénbicsi.

e Déthubctrinhkhoitim tay tré em.
SANXUATBOT:
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