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TO HUONG DAN SU DUNG THUGC
Vién nén bao phim

MANZURA

Thuéc ban theo don
D4 xa thm tay cla tré em

,..............'-::.-:-.'::,-:....z............

Ly ding olanzapin phii Guoc hidu chinh thin trong trén timg bénh nhin vi s dung Iéu
thip nhiit <6 hau qui Lidu ding nén GUoc tng dén va chia thanh nhiéu liéu trong ngly khi
hn G @b tri OF gl thidu chc tie dung khong mong mudn.

Nguon lom

Tam thin phan Wt

L ko a5 - 10 mg. Thuting ubng 1 1én/ nglty. Liéu ¢ thé ting khodng S mg/ nghy trong
vong 5 - 7 nghy cho 11 liéu @ich 10 mg/ nghy. Hidu chinh liéu & glal doan sau thubing phi
cich nhau khang dudi 7 ngly. tang hodc glbm 5 mg/ nglly cho 101 liéu t6i da khuyén cho
20 mg/ ngly. Lidu duy trt: 10 - 20 mg/ ngly udng 1 lén.

Bénh ting cux (DT hung cdm hoge hdn hap):

Do trf M Libu khat du 10 15 mg/ nglly wbng 1 1in. Lidu co thé ting § mg/ ngdy cich nhau
muuwmqmus aqmw&.m&nﬁ'ﬁ\
(& Lidu khai ddu 10 - 15 mg/ ngdy, Uby
hauammmm 20 my/ ngdy.

wmumwmm.&uﬁ&n“
cho thubc c6 nhidu ham lugng khdc nhau.
m;mmwmmamm-om !

1. THANH PHAN, HAM LUGNG CUA THUOC:
M&i vién nén bao phim MANZURA-S chua:
Olanzapin

HPMC £6, titan diouyd.
ummmummmmm#

M vién nén bao phim MANZURA-7,5 chua:

[ FT P ZFTT, p—— A Y

nmam glycolat, HPMC 6, et
talc, PEG 4000, polysorbat 80, ddu thdu ddu.

M&i vidn nén bao phim MANZURA-1S chia:

[ FT P 7T — Y
Th duoc: mummmmm-—umxuuq‘
talc, PEG 4000, polysorbat 80, ddu thdu ddu.

2. M0 th sdn phém:
MANZURA.-5: Vién nén tron, bao phim mau ving nhat, mot mat 6 ddp logo #. mit kia <o dip

9ach ngang.

MANZURA-7,5: Vién nén tron, bao phim mau tring, mot mat c ddp logo ##, mit kia c6 dip
gach ngang.

MANZURA-15:Vién b phim mau tre

it ks e il aach

3. Quy chch déng gol:

MANZURA-5: Hop 10 vi (PVC - Nhém) x 10 vidn,
MANZURA-7,5: HOp 10 vi (Nhom - Nhom) x 10 vién,
MANZURA-15: Hop 10 vi (Nham - Nhdm| x 10 vidn.

Nhom dugre b Thubc an thin kinh/ chdng logn thin.

Ofanzapin la mot thude an thin kinh (chéng loan thin) khdng didn hinh (thé hé tha hai) va b
din chit cia dibenzodiazepin. Thusc co nhidu dac tinh duox ly khdc vor cic thudc chdng loan
thin dién hinh 13 dn chit cia phenothiazin hay butyrophenan nhu it gy hdi ching ngos
thap, It lam tang tét prolactin, it gdy loan van dong mudn khi Giéu tr| kéo dil 86ng thes ¢
hidu qui trén cA cac bidu hidn duang tinh, dm tinh vi dc ché cia tam thin phin Mt Tac dung
chéng loan thin cla olanzapin c6 co ché phuc tap v con chua Guoc [am sdng 16 hodn tosn.
Ca ché nay lién quan dén tinh d6i khang cla thubc & cic thy thé serotonin typ 2 (ST,
SHT,), typ 3 [S-HT,), typ 6 (5-HT,) vi dopamin & hé thin kinh trung uong. Olanzapin o6 th
dung Uc ché vi lam glim ddp Gng (didu hoa dm tinh) AGI vol thy thé 5-HT . lkén quan dén tic
dyng chéng hung chm cla thubc. Ngodl ra, olanzapin con lam Sn dinh tinh khi do mét phin
e ché thu thé D, cOa dopamin.

Olanzapin con dé( khing vt cic thy thé muscarinic (M, M, My, M, vl M,). Tic dung khing
cholinergic cia thusc mot mat gidi thich viee gldm nguy co xullt hidn hoi ching ngosl thip,

Kholng liéu 5 - 20 mg/ nghy. DI vor bénh nhan da diéu
) 8% hung clm biing olanzapin, tép tyc phong nisa t phit rdi loan hiting cye vl
iy, Ny it hidn hung cm, hin hop hodc Aot trm chm, nén tiép tuc didu tr) vol olanzapin
fwon by Buox 61 wu hoa néu cn thidt), @i kém didu tr| K8 trg trigu ching cm xic, nhu chi
Ginh dm sing.
Trd om:
Tré em < 13 i Chuia xhe @inh 80 an tobn vk hidu qud.
Trd 0 13 17 0Si: 54 dyng olanzapin trén tré em phai thit thin trong vh dudi sy gldm sit chit
ché ca thily thuc chuyén khoa
Tam thiln phie Iet: Lidu kht du: 2.5 - S mg/ ngdy ubng 1 én, Lidu dich 10 mg/ ngdy. C6 thé
@y chinh ting hodc glbm Iy 2.5 mg hode § mg. Libu t8i da 20 mg/ ngdy.
Bloh luong cuc: Libu khin Gl 2.5 - S mg/ ngly udng 1 1n. Lidu dich 10 mg/ ngdy. C6 thé didu
chinh tng holc glbm by 2.5 mg holc 5 mg. Lidu 161 da 20 mg/ ngly.
08 tuemg doc bugt
NN 20

Uik kit s thép (S g nply) kg thutng e chl o g o6 hié i e st
cho bk nhdn 1 65 tubl trd 1én ki tinh trang 4 sang dm bdo.

Sy thén v hodc suy 900

L ki i thip (5 mg) nén Qugc cin nhc & thing bénh nhan nay. Trong truting hap suy
94 trung binh (x0 gan, Child-Pugh nhom A hodc B), Iiéu khoi ddu nén 1a 5 mg va chi tang liéu
ot cach than trong.

N At thudic K

Uiy kX @ v kholng I thuong khong cin thay i & ngutt hut thubc so vl ngues khong
hat thude. Chuydin hoa cla clanzapin c6 thé ting & nguis hut thubc. Khuyén céo theo doi lam
ng vh 06 th cin nhikc thng lidu olanzapin néu cin thide.

K <6 iy han 1 yu 16 cO thé lm chim chuylin hoa (nd gion, nguis cao tubl, khong hut
thudcl, ndn chn nhic gidm b khds dbu. Nén clin thin khi ting liédu trén nhang bénh nhan ndy.

Ngumg dung thubc
Né cin nhic gidm Wy t 1 khi ngimg olanzapin,

6. CHONG CHi DINM:

M chen v olanzapin hodc bt e thanh phin ndo cia thudc.
€6 nguy co ting nhin &p gdc dong.

Phy i cho con b,

7. CAC TRUONG HOP THAN TRONG KHI DUNG THUGC:
Khi @ tri bing thubc chéng loan thin, sy cli thién tinh trang lm sang cia bénh nhan cin
nhibu nglly cho Gén val tudn. Nén theo doi cin thin bénh nhin trong glal doan ndy.
w&mauuﬁaammnmmmnmmmmmu
chit qud trinh ding thudc. Nén vift chi dinh olanzapin
ammm-ummummmmmmammmum
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AN C30 tudl €6 16l loan tAm thin Iien quan ofn sa sut
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Bénh g khuyén cao s dung iﬁmw“ndlhwmdnm
3 0 Gubc v khony sy hibu qui Al ) s ching loan thin hon gid duc.
¥ ching an thin kinh d tinh: D8 ¢ o c4o trung hap hiém gip hdl ching an thén kinh dc

mit khic Wi lién quan dén mot 6 tic dung khdng mong mudn khic cla

€6 tac dyng d6i g thy thé M, cOa histamin v alpha, adrenergic. Tic dung
muwﬁNWMﬂMMbuumme
3, DAC TINM DUGC DONG HOC:

Mép thu: Sau khi ubng, olanzapin duoc hip thu nhanh v gén nhu hodn todn qua Sng téu
héa, tuy nhidn do by chuydn hoa bude ddu & gan nén sinh khi dyng duting udng chi dat 60%.
Sy hip thu khong bj dnh hudng bol thuc an. Nng 80 dinh trong huyét tuong dat duex trong
vong 5 - 8 gi Dat trang thai Sn dinh sau 7 - 10 ngy ding Iléu nhic lak. Néng 80 thudc trong
huyét tuong thay d6i gida cic cd thé, phu thudc vao tubi, gich tinh v vide binh nhin 6 hit
thutc hay khong. Néng 86 thubc trong mdu phy ni cao han knadng 30 - 40% 50 vt nam gidh.
Khodng ndng a0 Gy trf cUa olanzapin trong huyét tuong con chua Guoc xic dinh 6. MG
tuong quan gida néng 49 thudc trong miu vol hidu qud didu tr va 80c tinh cia olanzapin
chuia Bug xac lip.
memumumwrkmmawmmmm
Thié tich phan bo cla thudc khodng 1000 L. T1 i gén kit it tuong
umm\mmlmmmmnmsmwn‘-u
chuydn hoa lién hop glucuronid qua AUoc nhau thal vi Buoe bal tét vao s me. Lugng thudc
&n dinh & tré bu bing khodng 1,8% I luong thude clia me. Ngodi ra, ndng 36 dinh trong s
mdnﬁm:mnmmsxwwmmmuﬂmmmmn
31 tel chis yéu théng qua CYPIA2,
wwmm.-cmmummwuumm&u
chuyén hoa chinh 1 4'N VA 10-N-gh "G con gill ducx hoat
tinh cla olanzapin.

Théi tri Sau khi udng, thas glan ban thii trong huyét tuong cla olanzapin khodng 30 g
(dao A6ng 11 21 - 54 gid). Thasi glan ban thal ting ln khodng 1.5 n & ngudl cao tud. Thanh
thil cia olanzapin tang khodng 40% & nguti it thudc 10 vt nguds khong hut thudc vl gibm
Kkhodng 30% & phy 10 50 vt nam gidl. Khodng 57% vi 10% kigng thudc duex d4o thii tuong
Ing vao nudc tiéu vh phin, chi) yéu dual dang chc diin chit chuyén hoa, mot phin nbd (7%)
dud dang nguyén ven.

Durc dng hoc trén cac 46i tugng dic bigt

Suy thgn: Duox 40ng hoc cia thudc khong thay dé nhidu & bénh nhan suy thin

Trd em: Thanh thidu nén (10 13 < 17 tedik Duge 3ong hoc cla olanzapin & thanh thidu nién
tuamg ty nhu ngues kan. Trong nghién cuu lim sang, AUC trung binh olanzapin & thanh thiéu
nién cao han khodng 27%. Cc yéu t6 khic biét vé nhin khdu hoc gida thanh thidu nin v
nguds lan nhu thé trong trung binh thip han va c6 It thanh thiu nidn hit thude hon co thé
d0ng gop vao kit qud trén.

-

Wb trl tdm thin phin e,

Duy trh i thign 1am sang & cac bénh nhin da c6 dap Ung voi diu trf khdX diu.

Owbu trf cc dgt hung cdm ndng hode via phik

@ cic bénh nhin da dip Ung val clanzapin trong dot hung clm, sU dung olanzapin 86 dy
phong Ll phat 161 logn Iuong cuc.

S0 dyng trén tré em 13- 17 1l phdi that than trong v dud syl gidm sdt chdt ché cda bdc 5§
chuyén khoa.

5. LIEU DONG - CACH DONG: '
Cdch ding:

Olanzapin duoc ding dutng udng, < thé ubng trong b &n hode cich xa b an. Cic binh
nhin €6 bidu hn budn ngd ko dii c6 thé st dung Iy hing ngily vao budi 161 trude khi & ngd.

tinh kv & Biu hibn 1m sang 1 s6t cao, thay @8I trang thal tinh thin va c6 diu
I thin kinh ty chi khong 6n dinh (mach hod huyét #p bt thutng, nhip tim nhanh, todt
md hoi v loan nhip tim). Chc diu hidu khic c6 thé bao géem tang creatinin phosphokinase,
myoglobin niu (tibu co van) va suy thin clp. Néu bénh nhan xult hign diu higu va trigu
chang trén. hodc bi s6t a0 khong 16 nguydn nhan ma khang c6 thém tridu chung 1am sing
nho cla ol chang an thin kinh ¢ tinh, phdl nging tht cd cic thudc an thin, bao gom
olanzapen

Tang ghacose huyét v ddi thao duong: Thin trong khi suf dung olanzapin cho bénh nhin dal
thio duong, bnh nhin c6 dudng huyét tng (duing huyét Iic 46 ti 100 - 126 mg/ dU) do
nguy o gy ting dubing huyét, thim chi c6 th khong kiém sost duoc ké c khi b nging
thubc. Cin theo doi dudmg huyét trong qué trinh didy trf.

They 86 iyt € gy thay 861 lipid huyét. Sy thay 861 lipid phii duox diéu
tr1 L sdng thich hap, @3¢ bkt (3 & nhang bénh nhan r6i loan lipid huyét v & bénh nhn cd
yéu 16 nguy co 161 logn ipid huyét Bénh nhan diu tr) vo bt cUf thudc chéng logn thiin ndo,
bao gém olanzapin, nén AU theo ddi lipid huy thudng xuydn trong qud trinh iy tri.
Tang con: Miu qui cla vidc ting cn nin dugc wem xét trudc khi bit diu didu tri, Theo doi cin
NINg thuong suyén.
unmmwmmmwwmmumummm
Ghanacom gix hep hodc it rudx
mWﬂWMCWNG*WMWMMWMW
nhdn <6 ¢ bnh dnh hudng dén bo 16 chac ning gan, hobc dang diéu trf vl cic thubc
by o< gan. Cén dinh ky dinh lugng ndng do transaminase trong qué trinh sd dung
olanzapin cho cic 86 tuong nly. Trong truting hap viém gan (bao gom 1€ bio gan, & mit
hodc tén thuong gan hin hapl, nén nglng @iy tri voi olanzapin.

Gidm bach cu: Than trong & bnh nhdn <6 56 Iuang bach chu v/ hodc bach chu trung tinh
Thap Vi bt Ul ly do N, bénh nhin Aing thudc co the gy gidm bach ciu, bénh nhan co tén
4 sury/ B¢ iy xuong do thube, bénh nhiin suy tily xuong do chc bénh kém theo, xg tri hodc
s trf v binh nhin b ting bach chu 4i toan holc bf tang sinh tily xuong. Gldm bach chu
thutng duox bao cao khi dung 6ng thol olanzapin va valproat.

Ngimg thudc D8 c6 bao cao hiém gip nhing tridu ching cip tinh nhu 86 mé hoi, mét ngd,
run, 1o ling. budn non hodc ndn khi ngung olanzapin dot ngdt.

Khodng QT Thubc co thé glly kito dai khodng QT (1 gip). Thin trong khi dung olanzapin vol
thudc ¢ khd ning ko dil khodng O, @hc bidt & ngutil cao twbi, & binh nhan by hoi ching
khodng QT di bim sinh, suy tim xung huyét, phi @l tim, ha kall huyét hodc ha magnesi huyét.
Hupft kS Huyét khoi tinh mach @3 duoc bao cdo It gap. MGI quan hé nhan qui chua dugc
thift g Tuy nhidn, Vi bénh nhan bl tm thin phan It thuong <6 yéu 16 nguy co b huyét
ummwammummummwnmnmm
4¢ thdn kink trung uong Do tac dung
mmﬁmMMMvameM«wMMmmMu
o Thin trong vt khi ndng Lm gidm thp trung va hoat dong vin dng lién quan dén tac
@Ong an thin cia thubc.

Wi olanzapin thé hign tinh A6 khing dopamin in vitro, thubc c6 thé 861 khang tac 8bng cla
G thudc chd vin dopamin trux thép hod glan tép.

Co gidt Thin trong khi diing olanzapin cho binh nhin c6 tién s @dng kinh, chin thuong
wung @y hode dang duox Ay tri bing cac thubc c6 khi ning lim gidm nguong co gldt do
¢ dung co gt phy thudc Iy c6 thé xust hidn trong qud trinh diéu tr olanzapin.

R logn win 39ng mudn: Thin trong vol nguti cao tudi dbc bit vit nd gidh do nguy cu ting
#5i loan vin 86ng mudn. Trong trutng hop xdy ra 16l lopn ndly ¢ thé can nhdc khi ndng
ngung thudc

L thes ks ey e thin
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Mg huyét dp tu thé: Than trong ki sl dyng olanzapin cho ngudl cd bénh tim, bénh mach méu
ko hodc chc banh Iy <6 kil ndng gdy ha huyét ap (mdt nudc, g thé tich tudn hosn. dang
duge didu trf bing thudc chdng tng huyét Ap) do khd ning ting nguy o hy huyét 4p tu thé
kit theo nhip tim chim, ngit vi ngung nut xoang.
OOt 1 do tim: Bidn c8 Aot 1 do tim da duoc béo cho & binh nhin ding
Phdn dng dj Ung thudc kém mmmamnmmm-ﬁmm
DRESS 4 ducc bao cao khi sil dung olanzapin. DRESS c6 thié biéu hidn qua cac phin dng trén
da (nhw phat ban hodc viém da troc viy), ting bach chu 4i toan, s6t vi/ hode néi hach, vin cic
bién ching todn than nhu viém gan, vidm thin, viém phéi, viém co tim vi/ hodc wém mang
ngodi tim. DRESS doi khi gdy tif vong. Nging olanzapin néu nghi ngd bénh nhin by DRESS.
Khd nude: Thudc tri logn thiin 6 thé gy r6i loan viin 30ng thyc quin, shc. Viem phili do sic b
nguyén nhan thuimg gip gdy bénh hade 1 vong & bénh nhin Alzheimer. Olanzapin khong
dugc chi dinh 36 diéu tr| Alzheimer.
Tang than nhige: Cin dAnh gid than nhidt, thiin trong cho cac bénh nhin lm vige thé i ning.
mit nudc, dang dugc didu tr) bing cic thudc khing cholinergic do nguy co lm ting thin
nhidt cla thubc.
Tang prolactin huyét: Cang nhu cac thudc 461 vin tha thé dopamine D, olanzapin thng ndng
:Mﬁwhmmamum&m-pm

em:
Olanzapin khong dugc chi dinh cho tré em duol 13 tudl.
Nghién cu trén binh nhin tir 13 - 17 tudi cho thily nhidu phin ing khdng mong mudn, bao
96m 1Ang cAn, thay 86i théng s chuyén hoa v ting ndeg 86 prolactin.
Olanzapin phil duec s dung thin trong vl dudi sy glbm sat chit chi cia thiy thudc chuyén
g trén trd em bl 13 - 17 tudi
MANZURA c6 chia Cellactose (chia lactose), bénh nhiin bi rdi loan di truyén hiép glp v
dung nap galactose, ching thidu hut Lapp lactase holdc r6i loan hip thu glucose-galactose
Khong nén sii dyng thudc ndy.
MANZURA 6 chua polysorbat 80 co thél gy di ing v ddu thiu diu co thé glty bubn nde.
7o, dau bung, tiéu chiy
MANZURA-S c6 chua miu tartrazin yellow co thé gdy df ing.
ﬂ-ﬁwﬂu

i du thal vb che con bd

Mwlﬂﬁlhi

Chua ¢6 nghién cuu ddy 30 vh c6 kiém sodt trén phy nd mang thai. Nén khuyén bénh nhin
thang bao cho bic 5§ néu c6 thal hodc c6 y dinh mang thai trong khi didu tri v olanzapin
Tuy nhidn, do kinh nghim trén ngudn con han ché, chi nén 3 dung olanzapn ki mang tha
néu It ich 1dn hon nhing nguy ca c6 thé co cho thai nhi.
mwmmmnm&mwmm:mgmmnammu
che the dyng thip va/ hode tridu ching cas thubc
mmhmmuwﬂmnmwmummnhwm
truong e ca, run, budn ngd, suy hd hip hodc khé cho in 8 tré 50 sinh, tré 50 sinh nén dugc
theo dol chn thin.

Phy i cho con bu

Trong nghién ciu & phy ni khde manh cho con b, olanzapin 14E qua sia me. Phot nhidm
trung binh & tré so sinh (mg/ kg) & trang thi &n dinh duoc dy dodn 1 khodng 18% Iy

Todn thin: Suy nhugc, mét mdy, pha, sét.

Xét nghiém: Thng phosphat kiém, creatinin kinase cao, gamma glutamyltransferase cao,
acid urk Cao.

It gdn, 171,000 < ADR < 1/100

Midn dich: Qud méin.

Chuyén hoa va dinh dudng: DI thao dutmg tién trién hode ning han thutmg kém
nhidm toan ceton hodc hon mé, bao gém mdt 58 trudng hop W vong.

Thin kinh: Co gist, hiu hét & cac trutmg hop c6 tién s co gist hodc chc yéu 18 nguy co
cba co gidt, r8i logn truong lyc co (bao gbm con quay mit), 18 loan vin dong mudn,
suy gidm tri nha, loan vn ngon.

Tim: Chm nhip tim, kéo dai khoding Q1.

Mach miu: Huyét kh6i (a0 gom thuyn the phéi vh huyt khai tinh mach sdu).

HO hiip, Mng nguc v trung thiit Chily mau cam,

Tibu hoa: Oy bung.

D v e MO dudi da: Phin Ung nhiy chm Sah séng, rung téc.

Thin va tét nidu: Tiéu khong ty chil, bi tiu, khdng tiéu dugc.

e sinh dyc vb tuyén vi: VU to v8 kinh, tiét nhiéu sGa & phu nl, ni hoa tuyén vi/ vi to
& nam gidl,

Xeét nghsbm: Tang bilirubin toan phin.

Hedm gdp, 1/10.000 5 ADR < 1/1.000

Mo v b bach huyét: Gidm téu chu.

Chuyén hoa v dinh duding: Hp thin nhigt.

Thin kinh: HOI chiing an thin kinh dc tinh, trigu ching cal thudc,

Tim: N nhanh that/ rung thit 80t 1.

Tibu hoa: Viém tuy.

Gan mat: Viem gan (bac gom 1€ bio gan, viém gan U mit hoje tén thuong gan hdn hap).
Comuong vh md len kit Tibu co van.

8 sinh duc vb tuyén wic Cuong duong kéo dil.

Chu bt tdin sudt

HO! chiing cal thuc & tré 30 sinh.

DRESS: thé hién qua cic phin Ung trén da (nhy phat ban hodc viem da tréc vity), ting bach
cu & 1oan, 38t v/ hode ndi hach, voi cic bién ching todn thin nhu viém gan, viém thin,
vim phaL, viém O tim vA/ hodC vibm ming ngod tim.

Dby tri kéo dai (It nhdt 48 thang)

€6 mot ti 16 binh nhan c6 nhing thay 8/ khdng mong mudn dang ké trén 1dm sing vé tang
cn, ghucose, t6ng cholesterol’ LDL/ HDL hodc triglycerid theo thai glan, O ngudl on diéu tr)
W9 - 12 thang, 16c 36 ting glucose huyét chdm Ll sau khodng 4 - 6 thing,

04 tumg Boc it
omeuuwumwnmnmmmmmmm
mach méu ndo 10 vai thn sult cao hon so vl gid duec. The dung khong mong musn rit
thutng gdp: Ding a1 vi ngi bt thutng. Thutmg gikp: Viem phéi, ting nhiét 46 co thé, hon
mé, ban 34, do glic thi glac vh théu khiing ty chis.

O bénh nhan bi bénh thin kinh do ding thubic (chd vin dopamin) khi bi Parkinson,
m.umm»unmmammmmmmog»vnmg
*M‘m

olanzapin & nguil me. Nén kivayén bénh nhin khdng cho con bu kiv dang ding

Khd ndng sinh sdn

Tac d0ng trén khi ndng sinh sin viln chua ro,

Anh hudng cia thuc 461 vol cdng vie (nguor van hanh miy moc, nguol dang L thy .
QUOT Iam viéc trén cao vi cic truting hop khac): Chua 6 nghién ciu nao vé dnh hudng cia
olanzapin 1én khd ndng 14l xe vA vin hanh may méc QUoc thuc hidn. Vi olanzapin o thé gy
bubn ngd vi chong mat, bénh nhin nén thin trong vé viic b xe hode vin hinh miy moc.

-.mwmmmmmwuwmmum

#n phoi nguy <o 8
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ung CYPIA2 <6 thé din
aén gidm ndng d4 olanzapin. DY thanh this olanzapin ting t hodc visa. Anh hudng L sang
thutmg nhé, khuyén cao theo doi Idm sing va ting Iy olanzapin néu cn thidt.

Uk ché CYPIA2: Fluvoxamin, mdt chilt Ut ché CYPTAZ, cho thily sy U ché diing ké chuyén héa
cla olanzapin. Nén cAn nhic dung liéu khét ddu olanzapin thip hon & nhing bénh nhin
dang ding Muvoxamin hodc cle thude dc ché CYPIAZ khic, nhu ciproflosacin, cafein,
erythromycin, quinidin. Can nhic gldm iy olanzapin dang dung khi bit ddu Wy tr) vor cic
thubc e chi CYPIA2.

Gidm sinh khd dyng:

Than hot tinh im gidm sinh khd dyng cl ding duong ung khodng 50 - 60% va

ey i s

bi hung cm hting cuc, phéi hap valproat vi olanzapin gy thog t 16 gidm bach

clu trung tinh 4,1%; Nguyén nhin mdt phin co thé do nng a6 valproat trong huyét tuong

a0, DUng olanzapin vél lthi hodc valproat lim tang muc 36 run (= 10%), khd midng, ting sy

ngon medng vi tang clin, RS loan ngdn ngd cing Auoc bio cao thutmg gap. Khi diéu tr bing

olanzapin phéi hop vl lithi hodc dvalproex, gy tAng > 7% thé trong ban dbu & 17,4% bénh

nhdn khi diéu trf cip tinh (Kn dén 6 tudn). Déu tri kéo dai vol olanzapin (I dén 12 tuln) ¢

phong ngia thi phat & bénh nhan 16l loan Iudng cyc gly tang = 7% thé trong ban du

& 39,9% bénh nhan

Tréem

Cic phin Ung khong mong mudn duge bio cso vol thn sulit cao han & thanh thidu nién

(13217 twdi) 50 véi ngues én va c6 nhing phdn dng khong mong mudn chi gap trong thir

w&--nnﬂ-momm

A thung gdn. ADR > 1710 tama

an“mmmmmammumwmm.

Thin lunh: An thén (ao g6m: Ngu km, hén mé, budn ngul.

Gan mit: Ting aminotransferase gan (ALT/ AST)

Xét nghibm: Gidm bilirubin toan phin, thng gamma glutamyltransferase, thng ndng d0

protactin huyét tuong.

Thutng @dp, 17100 5 ADR < 1110

Chuyén hoa va dinh duting Tang néng a6 cholesterol,

Tibu hoa: Kha midng.

Thudc o thé gdy ra cd 1d¢ dung khdng mang mudn khdc. Can theo doi chat ché va khuyén cdo

Bénh nhdn théng bdo cho bdc sy nhing tde dyng khdng mong mudn gap phdi khi sit dung thubc

X trf ADR

Ngung thudc trong truting hop xult hién cac biéu hién cla hoi ching an thiin kinh #¢ tinh.

Oubu ) hd trg tich cyc vh theo doi chit ché binh nhin. Cln thin trong khi s& dung lal
Binh nhiln sau khi xulit hibn hai ching an thin kinh Ac tinh: Nén lua chon cic

mmmnm.mmaumu don
hobc cimetidin khdng dnh hudng ddng ké dén duge ddng hoc cla olanzapin.
Tung tde duge ly: Khong nén dung dopamin, adrenalin hodc thusc tic 30ng gdng guao chm
Khac trén thy thé beta & bénh nhan dang diéu trf olanzapin, do cd khd nang lm trdm trong
thm ha huyét #p do tac dung Uc ché thy thé alpha cda olanzapin
Olanzapin cé thé dnh hudng dén cde thudc khde
mwwwmmumwm-.mmmmm

bén, khé midng, an thiin, bl tiéu, réi loan thi gi) cia thudc
mmmmmmmm.m«mmmmh
Olanzapin khong Uc ché cic isoenzym CYPASO chinh in vitro (nhu 1A2, 206, 2019, 3A4) Do
iy khéing co nguy co tuong tic ndo. Nghién ciu in vive, khdng thily sy Uc ché cac hoat chit
sau: Thubc tr| trm cdm 3 vong (dal dlin cho chuyén hoa qua CYP206), warfarin ICYP2C9,

cvp mmaxm

Olanzapin khéng tuong tac khi dung
Theo doi n6ng 46 valproat trong huyét tuong cho thily khang cin hiéu chinh b valproat
sau khi ding déng thot voi olanzapin.
Tdc 360 trén he thn kink trung uong
Nén thin trong ki ding & binh nhin
1 thin kinh trung ong.
Khong khuyén cao ding déng thoy olanzapin vor thudc didu tri Parkinson & bénh nhin bl
Parkinson v mat tri nhé.

e thudc b thé gly O hé

Khodng QT
Thin trong khi s dung olanzapin vol cic thudc cd khi ning gly kéo dal kholng QT

9. TAC DUNG KHONG MONG MUON:

Nguor lon

Rét thuong gdp, ADR 2 1/10

Chuyén hoa vh dinh dudng: Ting cAn.

Than kinh: Bude ngd.

Mach mau: Ha huyét 4p tu thé.

Xét nghiém: Thng néng 40 prolactin huyét tuang.
Thuting gdp, 1/100 5 ADR < 1/10

Thin kinh: Chéng mat, chimg ngdi ndm khdng yén, Parkinson, r6i loan vin dong.
mummmmwmmqnummmnum
Gan mat: Tang gan (ALT, AST) bt la kv
bilt dbu du tri,

Da va chc md dudi da: Phat ban.

Coxuong vh mo bén két: Dau khop.

Hé sinh duc vi tupdin vi: ARSI logn chuc ning cuong duong & nam gich. Gidm ham mudn tinh
duc & cd nam va n gion.

thde it gy 6l chang iy hon v cln thng kéu i 1 cho bénh nhan.

Ngung &kwwmwmwwwmmmwmw
Sung

Gaben s holbe ding thudc 1 1n/ ngdy 1ic @ ngd néu xudt hin budn ng( trong qud trinh s

Gung olanzapen.

50 dung chc bién phap diéu tr) ding thubc hode khong ding thubc 8 didu chinh 161 logn
et byt néu xuSt hidn trong qud trinh @My tr| bing olenzapin. C6 thé cdn nhc s dung
thay thé bling cac thubc an thin kinh khic it gy Anh hudng trén chuyén hos lipid nhu

10. QUA LIBU VA XU TRE:
Ddu hty v trigu chung
Trsbu ching rit thutmg gap kv qud Iy (11 16 > 10%) bao gbm nhanh nhip tim, kich dong/
hung hang. loan vin ngon, nheby tridu chung nGowl thap va gidm muc 80 y thuic ti an thin
Gén hon mé,
Cic & ching Bing ké cla qué Wéu bao gdm mé sding, co gidt, hon mé, c6 thé ¢ hdi ching an
thiln kinh dc tinh, suy ho hiip, sdc. ha huyt &p holc ting huydt Ap loan nhip tim (< 2% cac ca
qud M), vi ngung tim phéi. D4 <6 bio cao 1 vong voi qud kéu olanzapin cp tinh thilp nhu
450 mg. nhung ciing c6 nhing ca séng 50t sau khi qud liéu clp tinh khodng 2 g olanzapin
L "

o
Khong <6 thubc gibi 80¢ 43¢ habu cho olanzapin. Khong khuyén cio kich thich gdy nén. Co
thé dp dung nhing bién phip duéu tri qud I chudin (nhu ria da dayy, dng than hoat tinh).
54 dung 36ng thal than hoat tinh cho thiy lam gidm sinh khi dung cla olanzapin 50 - 60%.
Nén Gy tri tridu chang v theo dor dbu hibu 36ng dua trén tinh trang Wm sang, bao gém
@ tr) g by 4p v suy tulin hobn vi hd trg chuc niing ho hip. Khdng dung epinephrin,
dopamin hobc chc thudc cutng glao chm chd vin beta, vi kich thich beta c6 thé lam ning
hon tinh trang ha huyét ap. Cin theo doi tim mach 8¢ phit hign 181 loan nhip tim c6 thé c6.
Nén theo doi binh nhian clin thin cho 8én khi héi phuc.

u.«wmwwvumqa_wmmuqum

12. NGAY XEM XET SUA D61, CAP NHAT LAI NOI DUNG HUONG DAN SUJ DUNG THUGC:
16112018

O oAviPHARM

56n xudt 1o/ CONG TY €O PHAN DUGQC PHAM DAT VI PHU (DAVIPHARM)
L6 M7A, Buting D17, Khu Cong nghiép My Phudc 1, Phuding Théi Hoa,
Thi x3 Bén Cat, Tinh Binh Duong, Viét Nam
Tek: 0274.3567.687 Fax: 0274.3567.688
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