
1. TEN THUG< 
OLMED 5 mg, vién nén bao phim. 
OLMED 10 mg. vidn nen bao phim, 

2. THANH PHAN BINH TINH VA BINH LUNG 
Mdi vién nén bao phim chia 5 mg, 10 mg Olanzapine. 
Danh each ta durge diy dG, ern mie 6.1. 

3, OANG TRINH BAY 
Vito nén bao phir. 
Vidin nen bao phinn $n; Mau tring. trdn, during kink 8 rm, 2 erg lee, eck ede 

chi" trén mot mat. 
Vide nén boo phim 10mg: Mau trang, tron, duding kinh 10 mm, 2 mat 1, od ichdic 
chid"O}* trén mot mat. 

4. THONG TIN LAM SANG 
4.1 Chidinh 
Olanzapine duce chi dinvh dé diéu tr bénh tim thin phan liét 
Olanzapine co hidy qua trong vide duy tri tinh trang cai thién lam sang khl thé 
tye did tr) dnhding bénh nhan da cd dap dng vdi diéu tri Min die 
Glarnzapine die chi dik dé diddy tri can hung chm mie do-trung binh dén 
riding. 
Onhiing binh nhén od con hung cim 4 dip ding vil olanzapine, olanzapine 
duge chi dink dé phong ngia tal phat 4 inh nan di hoan luting cue. 

4.2 Litu ding vi cach ding 

igpufeey eiry 
Binh idm thdn phdn Mer Libu Whe iu Olanzapine dug khuyén cae la 10 mg 

nga 
Con hang edn: Lidu khdi du ls 15 mg mot lin moi ngay trong don tri lity hoje 

10 mg mdi ngay trong liéu phdp phdi hep, 
Ahong ogi tal phdt trang nh loge led cot: Liu kid du khenetin cdo la 10 mg! 
nigay. Bl wii bin mand ding olanzapine dé diéu tr can hung cam, nén tip 
tue diéu tri dy phdng tai phat 4 fidu tueng ny, Néu sudt hién con hung chm medi, 
con hén hap bode con trim cam, nén titp tyc diéu tr olanzapine (vidi liéu tél wu 
néu cin), wi lide phdip bd sung dé diéu tri cdc triéu ching tam trang theo chi 
dink lan sang. 
Trong khi div tri tien thén phn li, can hung cam v4 phong nagita tai phebt roi 

loan buding oye, od thé didu chinh lidy ding hang ngay cho nhiding ngay tip thea 
diva trén tinh trang lim sang cla mdi bénh nhan trong gidi han tir $ mg - 20 mg 
J ngayy. Vike tang liéy ken eon liu ket dou due khuyéin cdo chi nén thu ibn 
dau khi dénh gid lai lin sang thich hap va thuding & khodng thai gian khong it 
hen 24 gid, 
Sut dung Clanzapine co thé khong cin quan tam dén bia an do vite hdp thu 
khdéng Bd divh butting bol thitc an. Wén can nhde vite gidm litu din bhi nquing 
clanzapine. 

ireem 
Olanzapine khéng khuyén cao suf dung cho tré em va thanh thiéu nién dudi 18 
tudi de thidu dé liéu vé hiéu luc va dé an toan, Trang cde nghién cdu ngdn han, 
ting cn, thay di lipid va prolactin & céc bénh nhan thanh thiéu nién a lan hon 
50 val cdc bénh nhdin & tudi trudng thanh. 

Nguoi gig 
Liéu ket dau thap hon (5 mg / ngay) khong duoc chi dinh thuting quy nhung 
nén can nhac ddi vai nhiiing bénh nhan trén 65 tudi khi cic yeu td lim shing cho 
phép, 

uy thee wa hode suy gan 
Lidu khei du thap hon (5 mg / ngay) nén can nhac cho nhiing bénh nhan nay. 
Truting hep suy gan multe 46 trung binh (xe gan, Child-Pugh A hode 8), nén kbd 
ddu vii liéu 5 mg / ngay va than trong khi tang lidu. 

4.3 Chéng chi dinh 
Man cam wai hoat chat hodc bat ci ta duoc nao cla thude. 
Bénh nhan co nguy co tang nhan 4p gdc hep. 

4.4 Canh bao va than trong khi si dung 
Tromg qua trinh diéu tri thud chéng loan than, vite cdi thién tinh trang Lim sang 
cua bénh nhan cd thé mat vai ngay dén vai tuin, Bénh nhan cin duoc giam sit 
chat ché trong thai gian may. 

Se sat tn tué lién quan dén rd loan tam thdn vd / bode rai loan hanh wi 
Qlanzapine khang due chdp thudn dé diéu tri sa suit tri tué lién quan dén rdi 
loan tam than va / hodc réi loan hanh vi va khong khuyén cao si dung cha nhdm 
bénh nhan nay do lam tang ty lé tu vong va tang nguy co bién mach mau nao. 

Bénh Parkinsion 
Khéng khuyén cao sy dung olanzapine cho cac bEénh nhan Parkinson. 

Hai chung an thdn kinh de tinh (NMS) 

NMS La tinh trang 06 kha nang de doa tink mang lién quan vdi viéc diéu tri bing 
cdc thudéc chdng loan than, Cé rat it bao cdo vé cde truding hop NMS 6 lién 
quan vdi olanzapine. Biéu hién lim sang cua NMS la sét cao, cling ca, thay dé 
tinh trang tm than, vi od sy bait dn dink & hé than kinh ty dong (bat thudng vé 
mach hode huyét dp, nhip tim nhanh, va mé hdl, va loan whip tim). Cac déu hiéu 
khac co thé cd bao gdm ting creatinine phosphokinase, myoglobin nity (teu 
co van), va suy than cép. Khi bénh nhan od cac dau hiéu va triéu ching cla NMS, 
hode of sét cao khdéng ro nguydin nhan ma khéng cd nhiing biéu hién lam sing 
cua NMS, phai ngung tat ca cac thude chéng loan than, ké ca olanzapine. 

Tang duting huyét wa bénh adi thdo duding 
Tang duting buyer va / hose xudt hién hoge lam nang hon cua bénh dai thao 
duding dé) khi két hop vdi nhiém ceton acid hode hdn mé d4 duge bao cdo kha 
hiém, bao qam c4 mét $6 trudging hop gay ti vong. Trong mét $6 truting hap, 
ting can trude da duge bdo cdo od thé la mot yéu té tiéin tid, 
Nén theo ddl lam sang thich hop thee hung dan sit dung thud< chdng loan 
thin. Bénh nhin diéu tri vai bat ky thude chding loan than nao, ké cd vidn nén 
bao phim OLMED, nén dug thee déi céc daéu hidu va tridu chimg cia ting 
dudng huyét (uéng nhiéu, ti#u nhiéu, an nhiéu, va sut can nhiéu), va nhding 
bénh nhan dai thao dudng hode od cdc yéu t6 nguy co bi dai thao dudmg néin 
dude theo di vide kiém soat dudng huyét thudng xuyén. Nén theo didi can nang 
thug xuyein.
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Hoc ky hudng din trude khi ding. 
Tham khao y kién bade si dé 6 thém thang tin 

Chi sir dung thude theo toa cia bac si, KK 
Thude ban theo don 

THONG TIN KE TOA 

OLMED 5mg - 10mg 
Vién nén bao phim 
Olanzapine 5 mg, 10 mg 
Thay adi lipid 
Thay di lipid khéng mong mudn da duge ghi nhin & nhing bénh nhin duge 
diéu tri bang olanzapine trong cdc thi nghbtm lim sang 06 d6i chiding vai gid 
due. Thay dé lipid nén due xd ly pho hop vai lim s4ng, dic biét [4.4 nhiing 
bénh nhan rd loan lipid mau va dé nhiing bénh nhdn cé yéu t6 nguy co rd loan 
lipid. Bénh nhan diéy tr vdl bat ky thudec chdng loan than nao, bao odm vién 
nén bao phim OLMED, nén duige theo di lipid thudng xuydn thea hung dan sar 
dying thude chéng loan thin, 

Hoat dong khdng chalinergic 
Tromg khi olanzapine da ching minh od hoat ding khang cholinergic in witra, bet 
qua tW cdc thir nghitm lam sang cho thiy od mot ty lé thap cla cdc bién od lien 
quan, Tuy nhién, do kinh nghiém Lim sing vdi olanzapine con han ché &nhing 
bénh nhan cé bénh déng thai, cin than trong khi sf dung cho bénh nhan phi 
dai tién liét tuyén, liét rudt va cac tinh trang liém quan. 

Chie nding gan 
Tang thodng qua, khang cd triddy ching cba céc aminotransferase gan, ALT, AST 
thuéng duige ghi nhan, dae biét lb trong diéu tri sdm. Nén than trong va thea 
dai d nhiing Binh nhdn ting ALT vi / hode AST, bénh nhan cé diu hiéu va triéu 
ching cua suy gan, bénh nhan oé cac tinh trang lam han ché chic ming du tr 
gan ty trude, vad mhiing bénh nhan dang dude diéu tri vdi cdc loal thudc od 
kha nding gay dc cho gan. Trong trudng hgp viém gan (bao gdm tén thuang té 
bao gan, gan dimat hode hén hop) 44 dude chan doan, nén mgung diéu tri vel 
anzapine, 

Gidm bach odu 
Cain thin trang & nhiing benh nhan iam $4 lung bach cdu vas hode bach civ 

tring tinh do bat cu nguyén nhan nae, dnhing bénh whan ding cic thude gay 
ra giam bach cau trung tinh, bénh nan cé tin si ding thude lar ue ché / gay 
dée thy wong, nhiding bénh nhdn de ché thy xueng do cic bénh ddéng thai, xa 
tri hase hda tri lity va bénh nan tang bach cau 4i toan hode tang sinh toy. Gidm 
bach cfu thuting duge bao cao khi sa dung déng thai olanzapine voi valproate. 

Ngung diéu tri 
Cac triéuy chung cap tinh mhut va md hdd, mat ng, nun, lo du, budn mon bode mon 
di duoc bao cdo rit hid (<0.01%) khi mguing dét ngdt olanzapine. 

Khading OT 
Nhu vel cac thud chong loan than khac, nén than trong khi si dung olanzapine 

vol cac thud lain tang khodng OTe, dc biét la dé ngudi cao tudi, bénh nhdn cd 
héi ching OT kéo dai b4im sinh, suy tim sung huyét, phi dai tim, ha kali mau hode 
ha rnagie mau, 

a ee eee 

Moyer kad tinh mach 
Cac truding hop huyét ki tinh mach dé duge bao cao voi cac thud< chong loan 
than. Do bénh whan diéu te thude loan than thudng od cdc yeu té nguy mdc 

ching huyét khdi tinh mach nén cain xde dinh tat cd che you 06 nguy co nay tude 
va trong khi diéu tri voi OLMED va tién hanh cdc bién phdp phong ngua. 

Hoat ding tréin hé thd kinh trung wong tf 
Dua veo tac dong cba olanzapine trén hé than kinh trung uong, nén than trong 
khi sf dung cing vai rigu va cac boa thude tac dong trung ung khac, Do dic 
tinh déi khang dopamine in vitro, olanzapine cé thé 46i khang truc tiép va gian 
tiép tac dung eda cde thude chié vin dopamine, 

knw 

Nén sa dung thin trong olanzapine trén nhiing bénh nhan cé tién so dong kinh 
hode dé bj anh huding béi cdc yeu 06 06 thé lam gidm nquiing ddng kinh. Cac 
con dang kinh di duge bao cdo hiém khi xdy ra 6 nhding bénh nhan da duge 
diéu tr vdi olanzapine. Trong hau hét nhdng trudng hop nay, od tid str ding 
kinh hade cae yeu té nquy co dang kinh da duoc bao cao. 

Réi loon vdn déng mudi 
Trong cac nghién cdtu so sainh trong théi gian mét nam hodc it hon, diéu tr 
olanzapine 06 ty 16 cdc di loan van déng sdm thép han cd y nghia thdng ké. Tuy 
nhién, nquy co di loan vain dong mudn tang lén khi diéu tri lau dai, va do dé néu 
xudit hin cde déu hity hode triéu ching cia réi loan win ddéng mudn do bénh 
nhan sif dying olanzapine, nén can nha gidm liéu hoge ngung diéu tri. Nong 
triéu ching nay od thé tam thai xdu di bode tham chi xudt hién sau khi ngung 
didu tri, 

Ha huyét dp tu the 
Ha huyét 4p tu thé thudgng duge ghi nhan 4 nquéi cao tudi trong cdc thd nghiém 
lam sang véi olanzapine. Cing nhu nhiieg thude chéng loan than khac, ngudi ta 
khuyén cao nén do huyet 4p dinh ky 4 nhiing bénh nhdn trén 65 tudi. 

Bdt ty do tim 

Trang cae bdo céo sau khi sur dung voi olanzapine, bién ¢6 d6t tu do tim da duoc 
bao cdo 4 nhiing bénh nhdn si dung olanzapine. Trong mot nghidin ciu quan sat 
héi clu, nguy co dét ti do tim ¢ nhiing bénh nhan dude diéu tri vdi olanzapine 
duce gid dinh Li khodng gdp déi so val nguy cod ning bénh mhan khong si 
dung thudc chdéng loan than, Trong nghién cuu nay, guy co cua olanzapine la 
cé thé so sénh vél mquy co cla thude chdng loan than khéng dién hinh bao gom 
trong mét phan tich gdp. 

Tré em 
Olanzapine khéng dugc chi dinh dé sv dung trong diéu tr cho tré em va thanh 
thiéy nién, Cac nghién edu & bénh nan ty 13 - 17 tudi cho thdy cdc phan dng 
bat Idi khée nhau, bao gdm ting clin, thay adi céc thang sd chuyén héa vi ting 
néng a6 prolactin. Két cuc liu dai lién quan voi cac bién od nay van chu duce 
nghién edu va van chua blét rd. 

Lenchosa 
Vién nén bao phim OLMED chia lactose. Béenh nhan cé van dé di truyén hiém 
khéng dung nap galactose, thiéu hut lactase Lapp hodc kém hap thu glucose- 

galactose khdng nén ding thude nay. 

Lecithin dau rmanh 
Néu bénh nhdn qua nhay cam voi dau phong hodc dau nanh, khong nén sir 

dung thude may.
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4.5 Tufong tic thude vi cic dang tong tic Cho con ba 
Gde tuong tide dinh huding din olanzapine Trang mdt nghién cou trong giai doan cho con bal, ph nif hee manh, 

c Do olanzapine dugc chuyén héa boi CYP 1A, nhing chat 06 thé kich théch node olanzapine dug bal tiét qua sia me. Li€u trung binh & tré se sinh (mg/kg) & 
dc ché chuyén bit isoenzyme nay od th dnh hudng dfn duge ddng hoc cua trang thai dn dinh duge ude tinh la 1.8% liéu olanzapine oda me (rg/kg). Benh 
olanzapine. nhdin khéng nén cho con ba néu dang ding olanzapine, 

Kich thich men CYPIAZ 4.7 Anh hudng trén kha nding diéu khién tau xe vd van hanh may mde 
Chuyén hda coa olanzapine cd thé bj kich thich bai hit thude lava Khéng cd nghién edu vé anh hudng trén ich nang didu khién thu xe vd vin hinh | 
carbamazepine, c6 thé din dén glim méng 46 olanzapine. Ohi lam ting dé may méc. Bai vi olanzapine cé thé gay ra budn ngd va chéng mit, bénh nhan 
thanh thai olanzapine 4 moc a6 nhe dén trung Binh. Nhiing hu qué Lim sang nin duge cinh bio wi win hanh may mdc, bao gden cd oe 06 doing oot 
06 thé bi han ché, nhuing nén theo déi lam ang vd 66 thet em nit vide ting liu 
olanzapine néu cain 4.8 Tac dung phu 

Rat phd bidn (= 10%) 
bie ché men CYP TAZ +  Tangcain. 
Flunaccamine, mt chat oe ché CYP TAS chuyen batt, da duagse ching minh Lim »  Budningd. 
dc ché vide chuydn hda cla olanzapine ding kt. Ndéng 46 dinh (Cmax) cia + Tang nding & prolactin huyét, 
olanzapine ting trung binh sau khi ding fluvoxamine la 54% dingudi nit khong 
hot thude li va 7796 & nquid nam hot thude 1d. AUC cba olanzapine ting 52% Phd bidn (1% to < 1058) 
va 1OB%6 tucing ding. Mén cin hdc ding lifu kel didu tha hon d niviing bénh +» Tang bach céu di toan. 
nhin dang sa dying fluvoxamine hodc bat ky thude de ché CYP1A2 ndo khic, nw » Ting nding 46 cholesterol, glucose, triglyceride, 
ciprofloxacin. Nén can nhdc giim liéu olanzapine néy da didy tri wk mot thude + Budng niéu. 
ue ché CYP TAD. * Ting sythém Jn, 

+ Chdmg rat. 
Gidm sinh kha dung > Bénchén, 
Than hoat tinh lam gldm sinh kha dung dudng uding cia olanzapine tir $0 dén + Parkinson. 
60% vA én ding it nhdt 2 gid trudc hode sau khi dung olanzapine. + Ri loan win dang. 
Fluccetine (mbt thude dc cht CYP2D6), ligu duy nhdt cla thude khang acid + Ha huyét dp te thd, 
{nhdm, magié) hod cimetidine khong anh huting ding ké dén duac dong hoc >» Td dung khang cholinergic ne, thodng qua bao gdm tao bon va kd 
cua olanzapine, mitng, ting ALT, AST khdéng triéu chimg, dée bite 14 trong didy tri sam. 

+ Phat ban 
Anh hurting cig olanzapine dén ede thude khdc « Sar nue. 
Olanzapine 06 thé 441 khiing téc dung cua thude chu vin dopamine tric tiép va + Met mdi. 

a= giin titp. + Pho. 
== Olanzapine khang dc ché cic isoenzymes CYP450 chinh in vitro (nbu 1A2, 204, 
= 209, 2019, 3A4). ieing ae (OPS to 
a Vi vay, dy kidn sé khong co tuong tac dae bit trong cae nghidn coy in vitro khi Giim bach edu lympho, 
ae Khdng co su dic ché chuyén hda cia cit hoat chét sau day: thudc ching trim + Gilden bach edu trung tinh. 
== Clim ba ving (hou hét CYP2D6), warfarin (CYP2C9), theophylline (CYP 1A2) hole +  WNhiptimchim, 
ee Clazepam (CYPIAS wa 2019), «(Ofc kb ddl, 
— mm Clanzapine che thay khdng oo tuong téc Khi phd hep wad lithium hose + Nhay chm vdi anh sang. 

8 hiperiden. « Rung te. 
Theo dil ndng dé valproate hunt tung che thay khong cain chinch lidy +  Tiu khéng kiém saat. 
valproate khi sif dung dang thoi wai olanzapine, + Creatine phosphokinase cao, 

* Tang bilirubin toan phan. 
Hoat dding trén hé thdn kink trang wang 
Nén than trong & nhding bénh nhin udng migu hode ding cde thudie ue ché he thing rd (ihdimg thé with Ign ter oir Neu od adhe 
than kink trung ueng. Glin thy cdu, 
Vide suf dung dng thai olanzapine wii cée thude khang Parkinson & nhiing bénh + phan ding di ding. 
nhan bj bénh Parkinson vasa sut br tué khong duc khuyen cdo, « Trim trang hon coa btnh tiéu dudng ddi khi lid quan vai him ceton acid 

hode han md, mGt 5 truigng hop tu wong, 
Khexing OTe : + Ha than nhite 
Nén than trang khi si dung dang thei olanzapine wil coe thude lan ting khong + Cogist. 

Oe. + H@l ching an than kinh ac tinh, 
" L on. 4.6 Sirdyng thuéc 46i véi phu nd ¢é thai vi cho con bi E: Ricec ie dees cate: 

Marg thai »  Triéu ching ngung thude, 
Chive 66 do nghien ou d ph na mang thai. Binh ahan nen thong bao che bit +  Nhipnhanh that/ rung that, 44 ti 
dinéu cd thal bodice diy dinh od thai trong khi diéu tri vai olanzapine, Tuy nhidn, * Thuy tlic huyét khsdi tinh mach (bao gdm cd thuyén tic phdi va huyét khdi 
bei vi cae nghién cou con han ché, chi nén so dung olanzapine trong thai ky khi tinh mach sub. 
loi ich kan hen nquy co tiém tang Géi vei thai nh. - Vier tuy, 
Cac bdo cdo ty phat rit hi¢m bhi o6 cae biéu hién run, tang trong lic co, thine 
va budn ingid, dté sinh rat ning ba me dé sidyng olanzapine trong tam ca 
AGuvet Ri 4. ee
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4.9 Quad Liéu 

Cae du hidy ved tridy chung 4 
Tritu ching qué liéu thuding ofp nde (ty lé > 10%) bao gdm rihip tim nhanh, 
kich dong hung hing, roi loan van ngén, cde tridu ching ngoai thip khic nhau, 
gdm 9 thie dén hon me. 
Cac di ching ning khac cua qua lidu bao gam mé shng, co gift hon mt, cd thé 
od hdd chung an than kinh 4c tinh, dc ché hé hdip, ting huyét dp hode ha hat 
4p, loan nip tim (<2% cde trudng hop qui liu) va ngung tim phd. Ket eve tu 
wong 44 dugc bao cdo cho qua tu cap tinh thap nds | 450 mg nding trudng 
hgp sding sét cing dé duge bao cdo sau khi ding qua lidu cdp tinh khodng 29 
olanzapine duting udng 

Jur hy quid dba 
Khéng co thud: gid dtc dic hitu wii olanzapine. Gy non khong duce honyin 
co, Cé thé xem wét trink tushy qué liu chudin (nuns da diy, ding than hoat 
tinh). Sc dyng ding thai than host tinh lam gidm sinh khé dung dung udng 
cH Oinzepene tor SO din Bork. 
Nien tds hanh didu te tridu chang wa gidin sat chile nding o@ quan sinh ton thea 
biéu hide lim sang, bao gdm cd ditu tri ha huydt dp va try tudin hodn vi hd tre 
chic nang hb hdp.Rhong én sof dung epinephrine, dopamine, hoge cde thude 
cudng giao cam ddng vin beta khic do wite kich thich beta cé thé lam ha huyeét 
4p mang hon, Can theo dai tim mach dé phas hién cake ri bog nihip Elen ce thet 

ay ra. Nén tit tuc thes déi vi giden sat chat ché cho dfn khi bénh nan hdl 
Phue. 

5. BAC TINH DUCC LY 
5.1 Bac tinh duge lye hoe 
Phan nbd diéy ti: Adm thudc chdng loan thn ATC code: NOSA HOF 
Clangapine ld thude chang hoan thin, ching hung cin vi dn dinh thm trang the 
hin edt hagt tinh due by host rhng teén ivet adh heb thay the 

52 Béc tinh bugs dong hoc 
Hap thu; Qlangapine dupe hip thu té¢ saw khi weg, dat dng 6 dinh trong 
huyét tuging trang ving $-8 git Hip thy khéng bj dnb huding bil thie dn. Sinh 
khé dung tuytt di during ung so wii dudng tinh mach chute dune wic dink, 

Ahda bet Khodng 93% olanzapine qbn bt wii protein hupet tong khi nding 
dé bi? din 1,000 ng/ml, Glanzapine gan bét cho peu wi albumin va ol -aciel- 
ghycoproten, 

Chuyén bdo: Clancapine dug) chuyén hd tal gan qua co ché lidn herp ya cory hd, 
Chat chuyén hés chinh trong tudn hoan 14 10-N-glucuronide, chat may khang 
qua hang rao mau ride, Cae cytochromes PAS CYP TAZ va PASO-CYPS0S tham 
gia vag vide tac ra cdc chat chuyén hda N-desmethyl vd 2ehydroxyrettyl. Ca 2 
chat chanrén Foch risy déu ob hoat tinh duce ly in vitro thép hon so wi olanzapine 

rong cic mghide o@u thin ding vat Tae dung dune by chad ybu |b do olanzapine. 

The tet Sau hi wong, thai gian bain thai rung Binh cla olanzapine dinguidi khee 
mnanh thay dai thes tudi va qed tink. 

Ngudl cao tudl khde manh (65 tudl tro hin) so vel ngudd tre tudi, thei gian ban 
thai trumg Binh kée dai (51,8 s0 vii £5,8 gid) vi dé thanh thal glim minding (07.5 

0 wh 18.2 1 / gid). Thay a4) duge ding hee dnguidl cad tudl trang tromg gid han 
thay Gd0 cla mgundi be tdi. Tong 44 binh nhdn tam than phan Bet > 65 tual, lidy 
ding tS mg -20 mg / ngay khéng od sy khde bidt bebt cde tic dang phy. 

O phy nd so vai nam gid, thal gian ban thai trung banh dai hon (34.7 so wel 33.3 
glo) vid6 thanh thal giimn hom (189 so wel 27.3 Libgid). Tay ahi, do an tobi 
cua olanzapine (2-20 mg) tueng dung nhau o bbnh nhdn nd (nme?) va nan 
(nea). 

@ bénh nhin suy thin (dd thanh Ipc creatinin < 10 mi/philtl so vil nbiing nquéi 
khde manh, khong cd sy khac bit ding ké vé théd gian ban thal trung binh(37.7 
a0 wi 324 ge) hay dé thank thal (21.2 90 wil 25.01’ gid). Mat nghién eutu cho 
thay khoding $79 olanzapine dinh dfu phéng oa wudt hin brome) minder titi, cho 

yeu didi dang chat chuyén hide. 

O ngudéi hut thudc | cé réi loan chic nang gan muc 46 trung binh, thoi gian ban 
thai trung binh (39.3) kéo dai hon va 46 thanh thai (18.01 lit/ gid) giam tuong tu 
so véi nguéi khée manh khéng hut thudc la (48.8 gid va 14.1 lit/ gid tuong Ung). 
O ngudéi khéng hut thudc so véi ngudi hut thudc (nam va nd), thoi gian ban thai 
trung binh kéo dai (38. So vdi 30.4 gid) va d6 thanh thai gidm (18.6 so vai 27.7 & 
lity gid). 

66 thanh thai cla olanzapine trong huyét tuong thap hon & nqudéi gia so vdi 
ngudi tré, d nd gidi so vai nam gidi va & ngudi hut thude la so vdi nguai khong 
hiit thude la, Tuy nhién, mic 46 anh hudng cua tudi tac, gidi tinh hode hut thudc 
trén d6 thanh thai va thoi gian ban thai cua olanzapine la nh khi so sanh vi su 

thay déi chung gitia cdc ca thé. 

Trong mét nghién cutu & nguéi Caucasian, ngudi Nhat va ngudi Trung Quéc, 
khéng 6 su khade biét vé cdc théng s6 dugc déng hoc gilfa cac di tugng nay. 

6. THONG TIN THUOC 
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 dau nanh (E322), Xanthan gum (E415). 

6.2 Tuong ky 
Khéng ghi nhan. 

6.3 Handing 
36 thang ké ti ngay san xuat. 

6.4 Bao quan 
Bao quan khéng qua 30°C trong bao bi géc tranh anh sang va tranh am. 

6.5 Déng gai 
Hop 4 vix 7 vién nén bao phim. 

7. TIEU CHUAN: NSX. 
BE XA TAM TAY TRE EM. 
Théng bdo vdi bdc si nhiing tac dung bat loi gap phai khi si’ dung thudéc. 

8. NHASAN XUAT 
ACTAVIS LTD. 
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