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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim SaVi Olanzapine 10
® Thuée ban theo don
Dé xa tim tay ciia tré em
Doc kj hwdng din sie dung treée khi ding
Théng bdo ngay cho bdc sy hodc duwgc sy nhitng tic dung khong mong mudn gdp phdi khi sit dung thudc

A. HUONG DAN SU DUNG THUOC CHO NGUOI

BENH

THANH PHAN, HAM LUQNG CUA THUOC
ERADZAPIN socccnnma iz s 10 mg
Ta-dirge Wa & connnmmnsisainsnms 1 vién
(Lactose monohydrat, celulose vi tinh thé 101, tinh bot
bién tinh, natri croscarmelose, Polysorbat 80, magnesi
stearat, silic dioxyd keo, hypromelose 6CPS,
polyethylen glycol 6000, titan dioxyd, talc).

MO TA SAN PHAM

Vién nén hinh oval, bao phim mau tring, mét mit c6
chir SVP, mdt mit c6 gach ngang.

QUY CACH PONG GOI
Hop 3 vix 10 vién.

THUOC DUNG CHO BENH Gi

bicu tri bénh tdm than phén liét, voi céc triéu ching
nghe thiy, nhin thdy hoic cam thdy nhitng thir khéng ton
tai, c6 nhimg niém tin sai lim, da nghi va séng c6 lap
vGi moi ngudi.

Piéu tri cic con hung cam vira dén ning (mét tinh trang
kich déng hoic hung phén).

Ngin ngira tai phdt cac triéu chimg trén ¢ nhitng bénh
nhén bi réi loan ludng cuc ma olanzapin c6 hiéu qua
trong cac con hung cam.

NEN DUNG THUOC NAY NHU THE NAO VA

LIEU LUQNG

Cdch diung _

Udng thute theo su huérng dan _caa bac sy hodc dugc s§.

Thuoc dung dudng uong c6 thé ubng trong bira &n hodc

cach xa bira #n. Néu thay budn ngu kéo dai cé thé uéng

thudc vao bubi tdi truée khi di ngii. Nén ubng thude tai

cling mot thoi diém mdi ngay. Khéng dugc tv y ngung

thude

Liéu Iu'png

5-20 mg/ ngay. Liéu khai ddu va lidu duy tri clia timg

bénh nhan dugc thuc hién theo chi dinh cta bac sy diéu

tri. Lidu t6i da la 20 mg/ngay.

KHI NAO KHONG NEN DUNG THUOC NAY

Bcnh nhéin qué mén véi olanzapin hodc bat ky thanh
phin nao cua thuéc ndy. (V6i cic ddu hiéu nhu: phat
ban, ngra, sung mdt, sung moi, kho thé...).

Nguoi da c6 nguy co bénh glaucom goc hep.

Phu nit cho con bu.

TAC DUNG KHONG MONG MUON

Thudng gdp, tdn xudt cd thé xay ra > 1/100
Ngu ga, hoi chlrng ngoai thap, mat ngu, chong mit, réi
loan phat 4m, sbt, 4&c mong, sang khodi, quén, hung
cam.
Khé tiéu, tdo bén, tang can, khd miéng, budn ndn, nén,
ting cam gidc thém &n.
Ting ALT.
Yéu co, run, nga.
Ha huyét 4p, tim nhanh, phti ngoai vi, dau ngyc.

Bong rat.

Téang cholesterol mau, t&ng prolactin mau, ting dudng
huyét, xudt huyét dudng nigu.

Giam thi luc, viém két mac.

It gap, tdn xudt cé thé xay ra>1/1000 dén < 1/100
Giam bach cdu, giam bach cdu trung tinh, nhip cham,
kéo dai khoang QT trén dién tim d6, ting nhay cam véi
anh sang, dong kinh.

Hiém gdp, tan xudt cé thé xay ra < 1/1000
Viém tuy, hi chimg an thin kinh 4c tinh.

NEN TRANH DUNG NHUNG THUOC HOAC THU'C
PHAM Gi KHI PANG SU DUNG THUOC NAY
Théng bao vai bac sy khi dang sir dung thudc khac, dac
biét nhitng thudc sau:

- Levomethadyl, metoclopramid

- Thudc diéu tri Parkinson, thudc chéng dong kinh
(carbamazepm) thudc chéng dong kinh, thubc chéng
trdm cam (fluvoxamin) hoic khang sinh (ciprofloxacin).
- Ruou

Thudc la

CAN LAM Gi KHI MOT LAN QUEN KHONG
DUNG THUOC
Néu quén thudc, ubng ngay khi nhé ra. Khong dung hai
liéu trong 1 ngay.

CAN BAO QUAN THUOC NAY NHU THE NAO
Dé xa tim tay tré em.

Bao quan thubc & noi khé, nhiét dd khong qua 30°C,
tranh 4anh sang.

DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU

Tim dap nhanh, kich ddng, néi khé, cir dong bét thuomg
(dac biét la & mat va ludi) va giam nhén thic,

Céc triéu ching cép tinh khéc: Ia 1in, co giat (dong
kinh), hon mé; két hop sét, thé nhanh, va mé hai, cimg
co va budn ngi; tho cham, tang hozc giam huyét ap, réi
loan nhip tim.

CAN PHAI LAM GI KHI DUNG THUOC QUA
LIEU KHUYEN CAO

Trong trudng hop qua liéu, ngudi bénh cén thong béo
ngay cho béac s§ hodc duoc s§.

NHUNG PIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Théng bao cho béc s¥, dugc s§ néu ban:

L6n tudi va bj sa sit trf tué.

C6 cir d4dng bét thudmg chu yéu & mat hodc ludi.

Sét, tho nhanh, va md héi, cimg co va budn ngu.

Téang cén

Tang duong huyét va lipid huyét (triglycerid va
cholesterol).

Ban hozic ngudi than c6 tién sir dong mau.

C6 cac bénh: ddt quy hay dot quy ndo thoang qua,
Parkinson, bénh tuyén tién liét, tit rudt, bénh gan, than,
rdi loan mau, bénh tim, tiéu dudong, dong kinh, mat
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mudi do tiéu chay ning, kéo dai, nén, hodc sir dung
thudc lgi tiéu.

Néu ban trén 65 tudi, nén theo dai huyét ap.

Truong hop cé thai

Nén béo cho bac sy diéu trj néu cé thai hogc c6 y dinh
mang thai khi dang duing olanzapin.

Truong hgp cho con bu

Khong nén cho con bu khi dang diing olanzapin.

Tdc djng ciia thudc khi ldi xe va vin hanh mdy méc

Vi thuéc c6 thé gay ngi va chéng mit nén phai cin than
dung thudc nay khi ldi xe, vin hanh may méc

KHI NAO CAN THAM VAN BAC SY, DUQC SY
Ngudi bénh c6 tién sir min cam véi bét ky thude nao.
Ngudi bénh sir dung thudc khéc khi dang diéu tri.
Ngudi timg bi dot quy hodic cé céc triéu chimg dot quy
thodng qua, ngudi bi bénh Parkinson, bénh tién liét
tuyén, tic rudt, ngudi cé vin dé vé gan, thin, mau,
bénh tim, dai thdo dudng, dong kinh, ngudi dang bj tiéu
chdy va nén 6i kéo dai hoac dang sir dung thubc loi
tiéu.

Tré em.

Phu nir mang thai hogc c6 ké hoach mang thai.

Phu nif cho con bii.

Néu cén thém théng tin xin héi y kién bdc sy hodc dirgc
sj.

HAN DUNG CUA THUOC: 36 thang ké tir ngdy san

Xuat.

Sin xuét tai:
TRAUH NHIE M TRUN VEN

CTY CO PHAN DUQGC PHAM SAVI

(Sawvipharm J.§5.C)

L6 Z.01-02-03a, khu Cong nghiép trong khu Ché xuit
Tén Thuén, phudng Tan Thudn Dong, quan 7, thanh phé
Hb Chi Minh

Dién thoai: (84.8) 37700142-143-144

Fax: (84.8) 37700145

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI
DUNG HUGONG DAN SU DUNG THUOC:

B. HUONG DAN SU DUNG THUOC CHO CAN BO

YTE

DUQC LUC HQC

Nhém duge 1y: Thube an thin kinh/Thuéc chéng loan
than.

Mai ATC: NO5SAHO3

Olanzapin la thudc chéng loan thin c6 hoat tinh dugc 1y
hoc rfng trén mét sb hé receptor.

Trong cac nghién ciru tién 14m sang olanzapin cé 4i luc
(Ki; < 100nM) véi céc receptor ciia serotonin SHT 2a¢;
5HT;, 5HTg; dopamin Dy, D;, D3, Dy, Ds; muscarin M-
M;; adrenergic o, va histamin H,. Cic nghién ctru vé
hanh vi dong vat cho thdy olanzapin c6 tic dung dbi
khang véi SHT, véi dopamin va khang cholinergic phit
hop voi kha nang gin két vao cac receptor. Olanzapin
c6 ai lyc manh hon véi receptor ciia serotonin SHT; in
vitro so voi D, va hoat tinh 5HT, in vivo manh hon so
voi hoat tinh D,. Céc nghién ciru dién sinh ly da chimg
minh olanzapin gdy giam mét céch chon loc sy kich
hoat cac té bao thin kinh dopaminergic & mesolimbic
(Ayp) nhung it c6 tic dung dén thé vén (Ay) trong chirc
nang vdn dong. Olanzapin lam giam ddp Ung né tranh
c6 didu kién, la mot thir nghiém xéc dinh tic dung
chéng loan thin khi dung liéu thdp hon lidu giy ra
chimg giir nguyén thé, 1a mét tic dung phu trén chirc
nang van dong. Khong giéng nhu mot s6 thudc chéng
loan thin khac, olanzapin gdy ting dép (ng trong thir
nghiém “lam giam lo &u”.

Trong mdt nghién ciru lidu udng duy nhét (10mg) dung
phuong phdp chup roengent cit 16p phét positron
(Positron Emission Tomography, PET) & nhimng ngudi
tinh nguyén khoé manh, olanzapin chiém gifr receptor
5HT,, nhidu hon so v6i receptor dopamin D,, Hon nita
mdt nghién ciru hinh anh ding phuong phdp chup
roengent cit 16p phat photon don dién toén (Single
Photon Emission Computerised Tomography, SPECT)
& ngudi bénh tdm thdn phan liét cho thdy ngudi bénh
dap {mg voi olanzapin chiém giir D, ctia thé van it hon
s0 v&i nhitng ngudi bénh ddp (ng véi risperidon va mot
s6 thubc chong loan than khac, nhung tuong duong voi
nhitng ngudi bénh dap img véi clozapin.

Ca hai trong 2 thir nghiém c6 kiém chirng béng placebo
va 2 trong 3 thir nghiém c6 kiém chimg bing chit so
sanh trén 2.900 bénh nhan tdm thdn phan liét véi ca 2
triéu chimg duong tinh va dm tinh, cho thiy olanzapin
d4 cai thién nhidu hon c6 y nghia théng ké céc tridu
chirng duong tinh cling nhu &m tinh.

DUGQC PONG HOC

Hip thu

Olanzapin hép thu tét khi uéng, dat ndng do dinh trong
huyét twong trong vong 5 — 8 gid. Thic 4n khéng anh
hudéng dén sy hip thu.

Phin bé

Khodang 93% olanzapin gén két véi protein huyét tuon
khi ndng d¢ tir 7 dén 1000 ng/ml. Olanzapin gin két
chii yéu v6i albumin va o,-acid glycoprotein.

Chuyén héa

Olanzapin dugc chuyén héa & gan qua co ché lién hop
va oxy héa. Chét chuyén héa chinh la 10-N-glucuronid,
va khong qua dugc hang rao mau néo. Cac cytochrom
P450-CYP1A2 va P450-CYP2D6 tham gia vao viéc tao
ra céc chit chuyén hoéa N-desmethyl va 2-
hydroxymethyl. Ca hai chit chuyén héa nay déu cé hoat
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tinh dugc 1y in vivo thip hon nhidu so véi olanzapin
trong céc nghién ciru trén dong vit. Tac dung dugc ly
chi yéu 14 do olanzapin.

Thai trir

Thoi gian bén théi trung binh & ngudi khoé manh thay
ddi phy thudc vao tudi va gi¢i tinh. Khoang 57% va
30% lugng thudc dao thai twrong tng vao nude tidu va
phan, chi yéu duéi dang céc din chgt chuyén héa, mot
phén nhé (7%) dudi dang nguyén ven.

Nhitng nhém bénh nhan ddc biét

Ngudi 16m tudi: (> 65 tudi) khoé manh so véi ngudi tré
tudi, thdi gian bén thi trung binh dai hon (51,8 gi¢ so
véi 33 gid) va d6 thanh thai giam di (17,5 lit/gio so véi
18,2 lit/git). Cac thay ddi dugc dong hoc & ngudi cao
tudi vdn ndm trong pham vi thay déi ciia nguoi tré tudi.
O 44 nguoi bénh tim thin phén liét (65 tudi) lidu dung
tlr 5 mg dén 20 mg/ngay khéng cé sy khac biét ndo vé
tic dung phu.

Gi6i tinh: O phy nit so véi nam giéi, thoi gian ban thai
trung binh dai hon (36,7 gid so véi 32,3 giv) va do
thanh thai giam di (18,9 lit/git so véi 27,3 lit/gid). Tuy
nhién d6 an toan cua olanzapin (5 - 20 mg) tuong
duong nhau & bénh nhén nit (n = 467) va nam (n =869).
Suy thén: Khéng c6 su khéc biét ding ké vé thoi gian
ban thai trung binh (37,7 git so véi 32,4 gio) va do
thanh thai (21,2 lit/git so véi 25,0 lit/gid) cua olanzapin
gita ngudi suy thdn (4§ thanh thai ceratinin < 10
ml/phat) so véi ngudi khoé manh. Khoang 57%
olanzapin danh d4u bing chit phéng xa dugc dao thai
qua nurée tiéu chii yéu dudi dang chét chuyén héa.
Ngudi hit thu roi trc ning gan: Thoi
gian ban thai trung binh 1a dai hon (39,3 gio) va do
thanh thai giam (18,0 lit/gi¢) tuwong tu nhur d6i véi khoé
manh khéng hut thudc 14 (tuong ung la 48,8 gior va 14,1
lit/gidr).

CHi PINH PIEU TR]

Olanzapin dugc chi dinh didu trj bénh tdm thén phéin
liét.

Olanzapin ¢6 hi¢u qua dé duy tri cai thién tinh trang
14m sang khi tiép tuc diéu trj bing olanzapin & nhing
ngudi bénh da c6 dap img véi 1an diéu trj dau tién.
Olanzapin ciing c6 hiéu qua ddi véi céc triéu chimg ciia
hung cam vira va ning.

Ngin ngira tai phat & nhimg bénh nhan réi loan ludng
cwc ¢6 con hung cam dap tmg diéu trj v6i olanzapin.

LIEU LUQNG VA CACH DUNG

Cidch diing

Thubc ding dwong udng, c6 thé udng trong bira an hodc
céch xa bita &n. C4c bénh nhén c6 biéu hién budn ngu
kéo dai c6 thé sir dung liéu hang ngay vao budi tdi trudc
khi di ngu.

Lidu lwgng

Lidu ding cia olanzapin phai dugc hiéu chinh than
trong trén timg bénh nhén va sir dung lidu thép nhét c6
hiéu qua. Liéu ding nén dugc ting din va chia thanh
nhiéu liéu trong ngay khi khoi dau diéu trj dé giam
thiéu céc tac dung khéng mong mubn.

- Tam than phan liét: Liéu khéi du 5-10 mg/ngay.

- Con hung cam: Liéu khéi dau 10-15 mg/ngay trong
don trj liéu hodc 10 mg/ngay trong diéu tri phdi hop voi
lithi hoac valproat.

- Ngin ngira ti phat & nhimg bénh nhan réi loan ludng
cyc: Lieu khoi dau 10 mg/ngay. Néu bénh nhén da duoc
diéu trj con hung cam véi olanzapin, duy tri lidu cii.
Trong qué trinh diéu trj v6i olanzapin, liu ding sau d6
c6 the diéu chinh tily theo tinh trang 14m sang, thay déi
tir 5 - 20 mg/ngdy. Chi dugc dung lidu cao hon lidu
khéi dau khuyén cdo khi da c6 danh gid 14m sang va
sau khoang thoi gian it nhat 24 gi¢. Liéu t6i da khuyén
céo la 20 mg/ngay

Tré em: Tinh an toan va hiéu qua & tré dudi 18 tudi
chua dugc thiét 1ap.

Nguwoi cao tudi:

Liéu khoi ddu khuyén dung 1a 5 mg olanzapin, mét I4n
trong 24 gio, nhung cn can nhic déi véi ngudi bénh
hon 65 tudi khi c6 kém cic yéu t6 1am sang khong
thuén lgi.

Bénh nhn suy thén va/hodc suy gan:

Liéu khuyén diing khéi d4u 12 5 mg olanzapin, mét Iin
trong 24 git. Trong trudng hop suy gan trung binh (xo
gan, loai A hogc B Child-Pugh) nén diing liéu khéi ddu
12 5 mg va c4n than khi ting liéu.

Nguoi bénh khéng hiit thudc so véi ngudi cé hit thuéc:
Khéng khac nhau vé lidu khoi diu va pham vi liéu diéu
tri thong thudng.

Khi c6 nhiéu hon mét yéu té6 1am chim qué trinh
chuyén héa ctia olanzapin (gi6i tinh, tudi gia, hut thudc,
...) nén cén nhic dé dung lidu khoi ddu thip hon. Nén
than trong khi c6 chi dinh ting liéu & nhitng ngudi bénh
nay.

CHONG CHI PINH

Bénh nhin qui min véi olanzapin hoic bit ky thanh
phan nao ctia thubc nay.

Nguoi di c6 nguy co bénh glaucom géc hep.

Phu nif cho con bu.

CANH BAO VA THAN TRONG KHI SU DUNG

Sir cai thién tinh trang 1dm sang ctia bénh nhan dat dugc
sau vai ngay dén vai tuin.

Khéng khuyén céo sir dung olanzapin cho bénh nhan réi
loan tim than c6 lién quan dén mét tri nhé va/hodc rbi
loan hanh vi vi ¢6 thé 1am tang nguy co tir vong va tai
bién mach mau néo.

Khong khuyén céo sir dun% olanzapin trong diéu trj réi
loan tim thin lién quan dén chu vin dopamin & bénh
nhén Parkinson.

Hgi chimg an thdn kinh 4c tinh (Neuroleptic Malignat
Syndrome; NMS): La tinh trang c6 kha ning de doa
tinh mang ngudi bénh, lién quan dén diéu trj bing thudc
chéng loan thin. Hiém c6 bdo cdo v& NMS lién quan
dén olanzapin. Nhimg biéu hién lam sang cia NMS la
sdt cao, cimg co, trang thai tdm than thay ddi va c6 biéu
hién khong 6n dinh ciia hé thin kinh thyc vit (mach
hogc huyét ap khéng déu, nhip tim nhanh, toat md héi,
loan nhip tim). Nhimg d4u hiéu khéc gdm ting creatinin
phosphokinase, myoglobin nigu (ti€u co van) va suy
than cdp. Cin ngimg ngay tht ca cic loai thudc chéng
loan than, ké ca olanzapin khi bénh nhén c6 cc biéu
hién va triéu chimg ciia NMS hodc khi c6 sbt cao
khong rd nguyén nhin ma khong cé céc biéu hién 14m
sang clia NMS.

Cé mét vai trudng hop tang duong huyét va/hoic ting
hozc trdm trong hon bénh dai thdo duong thinh thoang
kém nhiém toan ceton hodc hon mé, da cé trudng hop
tir vong. Tang cén c6 thé 1a mot yéu td tién dé. Nén do
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n@ngldo glucose trong méu truée khi didu tri, sau khi
bat dau diéu trj 12 tudn va hang nim sau do.

Nén theo ddi néng do lipid truéc khi diéu trj, sau khi
bat ddu dléuA&i 12 tudn va mdi 5 ndm sau do, dic biét
trén b¢nh nhén roi loan lipid méu va bénh nhan c6 yéu
t6 nguy co rdi loan lipid.

Olanzapin c6 hoat tinh khéng cholinergic in vitro,
nhung trong céc thir nghiém 1am sang, cic triéu chirng
lién quan xuat hign véi ty 1¢ thap. Do kinh nghiém 14m
sang ding olanzapin ¢ nhitng ngudi bénh c6 cic bénh
kém theo con it, nén cén thin khi ké toa olanzapin cho
cdc bénh nhén phi dai tuyén tién liét, liét rudt hoic céc
tinh trang lién quan dén bénh.

Cac enzym gan transaminase: ALT (alanin
amino transferase), AST (aspartate amino transferase)
d6i khi ting thoang qua, khéng c6 biéu hién triéu
chimg, dic biét & giai doan ddu cua dot didu tri. Cin
cén thin theo ddi cac bénh nhan c6 ting ALT vihodc
AST, bénh nhan c¢6 céc déu hi¢u va triéu chimg suy gan,
bénh nhén d c6 sin c4c tinh trang chirc ning gan han
ché va cac bénh nhan dang dung céc thubc c6 doc tinh
trén gan. Trong trudng hop dugc chudn dodn viém gan,
nén ngung sir dung olanzapin.

Ciing nhu véi céc thubc chéng loan thin khéc, cin
thén trong khi diing olanzapin & ngudi bénh c6 sé lwgng
bach cdu va/hofic bach cAu trung tinh thdp do bét cir
nguyén nhin ndo, ngudi bénh c6 tién sir tic ché/ngd doc
tily xwong do thudc, ngudi bénh c6 trc ché tuy xwong do
bgnh kém theo, xa tri liéu hodic héa tri liéu va ngudi
bénh c6 tinh trang ting bach ciu ua eosin hoiic bénh
ting sinh ty xwong.

Khi ngung dét ngdt olanzapin cé thé xuét hién cac triéu
chimg cép tinh nhu v mé héi, mét ngy, run, lo ling,
budn ndn hogic ndn tuy hiém (> 0,01% va < 0,1%).
Trong nhitng thir nghiém 1am sang, olanzapin khdng
lién quan dén ting kéo dai khoang QT tuyét déi. Tuy
nhién, ciing nhu dbi véi nhimg thuéc chéng loan thin
khic, nén cin than khi ké don olanzapin ciing véi thubc
da biét 1a 1am tang khoang QT, dic biét & ngudi l6n
tudi, ngudi c6 hoi chimg QT kéo dai bim sinh, suy tim
sung huyét, phi dai tim, ha kali mau hojc ha magnesi
mau.

Vi olanzapin c6 tic dung chi géu 1én hé than kinh trung
uong (HTKTW), nén phai cén than khi ding két hop
v6i céc thube khac ciling c6 tac dung lén HTKTW hodc
ubng rugu. Vi olanzapin thé hién tinh dégi khdng voi
dopamin in vitro, nén olanzapin cé thé d6i khang véi
tdc dung cua céc chit chi van dopamin gi4n tiép hogc
truc tiép.

Cén than trong khi ding olanzapin & ngudi bénh c6 tién
sir dong kinh hoic ¢6 nhitng yéu tb 1am gidm ngudng
dong kinh. Pong kinh hiém khi xay ra & ngudi bénh khi
diéu tr bing olanzapin. Phén 16n nhing ngudi bénh nay
¢6 tién sir ddng kinh hoic cé nhimg yéu t6 nguy co clia
bénh dfng kinh.

Loan vin dong mudn: Trong cac nghién ciru so sanh
trong thoi gian 1 nam hoZc it hon, ty 1¢ tai bién cua
chimg loan vén dong & bénh nhan khi diéu tri olanzapin
thép hon c6 y nghia théng ké. Tuy nhién, nguy co logn
vin dong mudn ting lén khi ding thudc chdng loan thin
trong thoi gian dai, nén cin giam lidu hay ngung thuéc
khi xuét hién cac ddu hiéu ho#ic céc triéu ching nay.
Nhitng triéu chimg loan vin déng mudn c6 thé ning lén

theo thoi gian hoic tham chi xudt hién sau khi ngimg
diéu trj.

Ha huyét 4p tu thé it khi xay ra & ngui I6n tudi trong
nhimg thir nghiém 1am sang cua olanzapin. Tuong tu
nhu véi céc thube chéng loan thin khéc, nén do huyét
ap dinh ky & nguéi bénh trén 65 tudi.

Ba c6 trudmg hop ngung tim dot ngét & bénh nhan didu
trj v6i olanzapin. Trong mot nghién ctru héi ctru, nguy
co ngung tim dGt ngdt & bénh nhin didu trj véi
olanzapin cao gp 2 I4n & bénh nhan khéng dung thudc
chéng loan thin,

Vi SaVi Olanzapine 10 c6 chira lactose, bénh nhén cé
cdc vin dé di truyén hiém gip nhu khong dung nap
galactose, thiéu Lapp lactase hodc kém hp thu glucose-
galactose khong nén sir dung thuéc nay.

Truong hop cé thai

Khéng c6 céc nghién ctru kiém sodt chit ché va ddy di
& ngudi mang thai. Phu nit duge khuyén nén béo cho
béc sy diéu trj néu c6 thai hodic c6 y dinh mang thai khi
dang dung olanzapin. Do kinh nghiém cdn han ché &
ngudi, chi nén ding thuc nay ¢ ngwdi mang thai khi
lgi ich dem lai hon hin méi nguy hai cho bao thai.
Truong hgp cho con bi

Olanzapin bai tiét vao sita me. Ngudi bénh khong nén
cho con b trong khi dang dung olanzapin.

Tdc dpng ciia thudc khi ldi xe va vin hanh mdy méc

Vi thubc c6 thé gay ngli va chéng mit nén phai cin than
dung thuéc nay khi l4i xe, van hanh may méc.

TUONG TAC THUOC

Trdnh khéng nén phéi hop: Khéng nén phdi hop
olanzapin véi levomethadyl do ting nguy co ddc tinh
trén tim (kéo dai khoang QT, xoin dinh, ngimg tim);
v6i metoclopramid do ting nguy co xuét hién hdi chimg
ngoai thap, hi chimg an than kinh 4c tinh.

Khd ndng nhitmg cdc thuéc khdc dnh huong dén
olanzapin:

- Diing dbng thoi olanzapin véi céc thuéc trc ché hé
thdn kinh trung wong: Ruwgu, cdc din chét
benzodiazepin lam ting tac dung ha huyét 4p tir thé ciia
olanzapin.

- Fluoxetin (chit trc ché CYP2D6), liéu duy nhét thuéc
khéng acid (magnesi, nhém) hodc cimetidin: khéng anh
huémg dén sinh kha dung cia olanzapin ding dudng
ubng. Tuy nhién ding ddng thoi than hoat tinh s& lam
giam sinh kha dung ctia olanzapin duong uéng xudng tir
50 dén 60%.

- Céac thudc e ché CYP,s, (cafein, erythromycin,
ciprofloxacin, quinidin, mét s6 thuc chéng trdm cam
nhu fluvoxamin) lam ting ndng d6 trong méau do dé cé
thé 1am ting tic dung va dgc tinh clia olanzapin. Khéng
nén dung dopamin, adrenalin hodc cac thubc tac dong
gidng giao cam khéc trén thy thé beta & bénh nhan dang
diéu trj bing olanzapin, do c6 kha ning 1am trdm trong
thém ha huyét ap.

- Cac thude gdy cam img CYPso (phenobarbital,
carbamazepin, phenytoin, rifampicin, omeprazol,
nicotin) lam giam ndng ¢ olanzapin trong mau.

- Chuyén héa ctia olanzapin c6 thé tang do hut thudc 14
vi cam (ng hoat tinh CYP1A2. )

Kha néng olanzapin anh hwdng dén cdc thuéc khdc:

- Olanzapin khéng tc ché sy chuyén héa cia thube
chéng trim cim ba vong (CYP2D6), warfarin
(CYP2C9), theophyllin (CYP1A2) hodc diazepam
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(CYP3A4 va CYP2CI19). Olanzapin ciing khéng c6
tuong tac khi dung chung véi lithi hodc biperiden.
Khéng cin diéu chinh lidu valproat khi sir dung ddng
thoi vai olanzapin.,
- Olanzapin lam tang tdc dung (tdo bén, kh6é miéng, bi
tiéu, an thin, ri loan thj gidc) cia cdc thuéc khing
cholinergic, lam ting tic dung ha huyét 4p cia céc
thudc chéng ting huyét ap.
- Olanzapin c6 thé 1am giam tic dung cia cdc thubc
diéu trj Parkinson.
TAC DUNG KHONG MONG MUON

Thuong gdp, ADR > 1/100
Thén kinh trung wong: ngu ga, hdi chimg ngoai thap,
mét ngi, chéng mat, rdi loan phat am, s6t, 4c mong,
sang khodi, quén, hung cam.
Tiéu hoa: kho tiéu, tdo bon, ting cdn, khd miéng, budn
ndén, ndn, ting cam giic them &n.
Gan: ting ALT.
Co-xuong: yéu co, run, ngi.
Tim mach: ha huyét 4p, tim nhanh, ph ngoai vi, dau
nguc.
Da: bong rat.
Noi tiét, chuyén hoéa: ting cholesterol méu, ting
prolactin mau, ting dudng huyét, xudt huyét dudng
niéu.
Mit; giam thi lyc, viém két mac.

It gap, 1/1000 < ADR < 1/100
Giam bach cdu, giam bach ciu trung tinh, nhip chém,
kéo dai khoang QT trén dién tdm dd, ting nhay cam vdi
anh sang, dng kinh.

Hiém gdp, ADR < 1/1000
Viém tuy, hgi chimg an thin kinh 4c tinh.

Hudng din cdch xi tr{ ADR:

Ngung thudc trong trrdng hop xudt hién céc biéu hién
ctia hi chirng an thén kinh 4c tinh. Diéu tri hd tro tich
curc va theo ddi chit ch& bénh nhén.

Ngung thubc hoic giam lidu olanzapin néu xudt hién
loan dong mudn trong qua trinh sir dung thudc.

Giam liéu hozc dung thubc 1 lin/ngay lic di ngi néu
xuét hién budn ngi trong qué trinh sir dyng olanzapin.
Sir dung céc bién phép diéu tri ding thudc hodc khéng
ding thuéc dé diéu chinh réi loan lipid mau néu xut
hién trong qué trinh diéu trj bing olanzapin. Cn nhic
sir dung céc thudc an thin kinh khac it giy anh hudéng
trén chuyén héa lipid nhu risperidon, ziprasidon hay
aripiprazol.

QUA LIEU VA CACH XU TRi

Triéu chung: Quéa lidu gdy tir vong & bénh nhén thuéng
dugc quan sat véi mirc liéu trén 200 mg. Triéu chimg
thuong xuét hién trong vong 1-2 gid, tac dung dat toi da
trong 4 -6 gid sau khi ding thuéc: Kich dong, nhip tim
nhanh, khang cholinergic, ddng tir gian, cic, co cimg
co, ting tiét nudc bot, suy giam nhén thie tir mic d6 an
than cho dén hon mé.

P6i khi ngimg tim va hé hép, loan nhip nhanh, hoi
chimg an thn kinh 4c tinh, trc ché hé hip, dong kinh,
tang hoic ha huyét p.

Xue tri: Khﬁng c6 thudc giai doc dic hiéu cho olanzapin.
Khéng khuyén cdo bién phép gdy ndn. C6 thé sir dung
céc bién phép hd trg thuong quy (rira da day, udng than \
hoat). Digu trj triéu chimg: Ha huyét 4p, suy tudn hoan,
hé trg chirc nang hé hdp. Khong sir dung epinephrin,,
dopamin, va nhimg thué:: chi védn beta khac vi c6 th
lam ha huyét 4p nghiém trong. Theo ddi tim mach
phat hién loan nhip.

AN

O\‘-_

Tp. HS Chi Minh, ngdy /7 thang * nim 2016
KT. Tong Giim Déc sl

éng Giam Do (KH-CN) /¢-7*

~ua.CUC TRUONG

¢ 10UING PHONG
i s f s
I E Sins Ja 19



