v K'.“ CONG TY CO PHAN DU'Q'C PHAM AN THIEN
AN THIEN PHARMA 314 Bong Sao, Phwdng 5, Quan 8, TP. HCM

5’
https://dngrigmgm/drug/

MAU NHAN HOP, Vi XIN DANG KY

1 - Mau nhan hép chira 2 vi (Al - Al)

2 - Mau nhan vi (Al - Al) chira 10 vién
(Sé 16 SX, Han dung dugc dap ndi trén vi)
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AT OLANZAPINE [e]p]RIeNssle
Olanzapin 10 Mg
Thanh Phln
~ T4 duge vira 40 1 vién,

Chi dinh -Chéng chi dinh - Liéu diing va cach diing - Thén trong - Téc
dung phy va cic théng tin chi iét khac: Xem trén & HDSD kém theo.

Bao quan: Noi khd ra0, nhiét d khbng qua 30°C, ranh anh sing.
Tiéu chudn: TCCS SPK:

PE XA TAM TAY CUA TRE EM. )
POC KY HPO'NG DAN SIF DUNG TRUG'C KHI DUNG.

San xuét tai nha may:
CONG TYCO Pu.hancnunmmtu
Ld C16, Budmg Sb 9, KCN Higp Phuéc, H. Nha Bé, TP. HCM

86 16 SX:

Ngay SX:
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Olanzapin 10 Mg
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7 CONG TY CO PHAN DU'Q'C PHAM AN THIEN

MAU NHAN HOP, Vi XIN BDANG KY

1 - Mau nhén hép chira 3 vi (Al - Al)

2 - Mau nhan vi (Al - Al) chira 10 vién nén phan tan

(Sé 16 SX, Han dung duoc dép ndi trén vi)
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g A EE PRARSA. 314 Bibng Sao, Plwsisng 5, Ouln &, TP, B Chi Minh
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AT OLANZAPINE (e]p]BleNssle
Olanzapin 10 Mg
Thanh Phin:
L8 R i § |
~ Ta dugc vira dd 1 vién.

Chi dinh - Chéng chi dinh - Lidu ding v cach diing - Than trong - Tac
dung phy va céc thang tin chi iét khac: Xem trén & HDSD kém theo.

Bio quan: Noi khd 130, nhiét db knbng qua 30°C, ranh anh sang.

Tiéu chudn: TCCS

SDK:

DE XA TAM TAY CUA TRE EM. i
DOC KY HPONG DAN SUF DYNG TRUOC KHI DUNG.

S8 16 SX:

San xuét tai nha may:
CONG TY cO PHAN DUOC miunurméu
L3 C16, Budng Sb 9, KCN Higp Phuérc, H. Nha B2, TP. HCM

Ngay SX:
Han dung:
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olanzapin 10 mg
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A% CONG TY CO PHAN DU'Q'C PHAM AN THIEN
AN THIEN PHARMA 314 BOng Sao, Phuwéng 5, Quén 8, TP. HCM

MAU NHAN HOP, Vi XIN PANG KY

1 - Mau nhan hdp chira 5 vi (Al - Al)

2 - Mau nhén vi (Al - Al) chira 10 vién nén phan tan
(Sé 16 SX, Han dung duoc dap nédi trén vi)
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AT OLANZAPINE [e]pi1lieNsale
Olarzapin 10 mg
Thanh Phén:
OlanZapin ............ccoovcnenennnniesnnns T o 10 mg
N’ Té durge vira di 1 vién.

Chi dinh - Chéng chi dinh - Liéu diing va cach diing - Thén trong - Tac
dung phu va cac thdng tin chi 86t khic: Xem trén & HDSD kém theo.
Bao quan: Noi khd rao, nhigt 3 khong qua 30°C, tranh anh sang.

Tiéu chudn: TCCS SDK:

BE XA TAM TAY CUA TRE EM.
POC KY HPO'NG DAN SIF DUNG TRUG'C KHI DUNG.

San xuét tai nha may:
CONG TY CO PHAN DUO'C PHAM AN THIEN
L6 C18, Budmg S 9, KCN Hiép Phudc, H. Nha Bé, TP. HCM

88 16 SX
Ngay SX:
Han ding
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ATOLANZAPINE [@/BJRI¢Nssle

oianzapin 10 mg
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- K ’ CONG TY CO PHAN DU'Q'C PHAM AN THIEN
ANTHEN PHARMA 314 BOng Sao, Phwdng 5, Quén 8, TP. HCM

MAU NHAN HOP, Vi XIN PANG KY

1 - Mau nhan hép chira 10 vi (Al - Al)

2 - Mau nhan vi (Al - Al) chira 10 vién nén phan tan
(Sé 16 SX, Han dung duoc dap ndi trén vi)
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3 AR PRARAA. 314 Bing Sao, Pwdng 5, Cun 8, TP, Hb Chi Mich
Ry
AT OLANZAPINE [e/]BIeNssle
owanzapin 10 mg
Thanh Phén:
OMBNZAPIN ... s 10 TG
e T4 dugrc vira @i 1 vién.

Chi dinh - Chéng chi dinh - Liéu diing va cach diing - Thidn trong - Tac
dung phy va céc thing tin chi tiét khdc: Xem trén & HDSD kém theo.
Bao quan: Noi khd réo, nhiét d khiing qué 30°C, trinh snh séng.

Tiéu chuén: TCCS SPK:

DE XA TAM TAY CUA TRE EM. )
POC KY HUPONG DAN SUf DUNG TRUG'C KHI DUNG.

San xudt tai nha mdy:
CONG TY CO PHAN DUPO'C PHAM AN THIEN
L5 C18, Budng S 9, KCN Hiép Phude, H. Nha Bé, TP. HCM

84 16 SX:

Ngay SX:
Han ding:

Ry
AT OLANZAPINE [e}pllnIsRssle

Olanzapin 10 Mg
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AnNTHEN PrARMA 314 BONg Sao, Phudng 5, Quan 8, TP. HCM

MAU NHAN, HOP XIN PANG KY

1 - Mau nhén hgp chira 1 chai x 30 vién nén phan tan
2 - Mau nhan chai chira 30 vién nén phan tan

Thanh Phén: Tiéu chuén: TCCS
GMP - WHO OlanZapin ..o 10mg SPK:
Té duge vira da 1 vién.
R Chi djnh - Chéng chi djnh - Lidu ding & SG 16 SX:
s ﬁﬂhm-mam-t'km AT Han diing:
Phy va cic thing in chi iét khic: AT OLANZAPINE GEIEIRE]
PRRGVANINIINODT 10 Mg | | Xew tén i3 HDSD kien theo. ) var/
Olanzapin Béo quén: Noi khd réo, nhigt g khong Otlanzapin il
qué 300C, trénh &nh sang. ] 0 mg CONG TY CO PHAN DUQ'C PHAM AN THIEN
DE XA TAM TAY CUA TRE EM. T = srrph
9OC KY HUONG DAN SU DUNG CHAISOVIENNEN  CONG TYCOPHANDUDE Pk aw e
TRUFOC DUNG. phan tn trong m Lﬂas.m&:‘.%mﬁmw .

&

GMP - WHO h GMP - WHO

Thénh Phin:
& Olanzapin —

THUGC BN THED BON Ta disge visa & 1 vidn.
Chi dinh - Chéng chi dinh - Liéu ding
va cach diing - Thin trong -::lcdmg
ATOLANZAPINE GRIRIEREN %o vén's roso kémmeo | ATOLANZAPINE

EREGTY ATOLANZAPNEGERERE] -

Olanzapin Bao quin: Noi knd 1o, nhigt 0 khong Olanzapin Olanzapin ¢
10 mg g p—— 10 mg g _\___:
SBK: y
DE XA TAM TAY CUA TRE EM.
DOC KY HIPO'NG DAN SU DUNG 4
TRUOC KHI DUNG. HOP 1 CHAI 30 VIEN NEN g
o HOP 1 CHAI 30 VIEN NEN HOP 1 CHAI 30 VIEN NEN phéan tén trong miéng )
phan tan trong miéng phén tan trong miéng .
@- Sin sl i nhd
® 5§ 16 SX: _ ) mwmm.ln::lvc:;nmmm
Q"\T) Ngay SX: \.-\'l' L6 C16, Dﬁ‘_ﬁ;ﬁa& B:.' XN 198 Praste
AN THIEN PHARMA Han diing: AN THIEN PHARMA
CONG TY CO PHAN DU'OIC PHAM AN THIEN cmawmmnwcrmumgu
314 Bdng Sao, Phurimg 5, Quan 8, TP, HA Chi Minh 314 Bbng Sao, Phuémg 5, Quén B, TR. H3 Chi Minh
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ANTHEN PHARMA 314 BOng Sao, Phwdng 5, Quéan 8, TP. HCM

MAU NHAN, HOP XIN PANG KY

1 - Mau nhén hép chira 1 chai x 60 vién nén phan tan
2 - Mau nhan chai chira 60 vién nén phan tan

Thanh Phan: w Tiéu chudn: TCCS
GMP - WHO MBI st 10 mg SPK:
Ta durgre vira Al 1 vién.
R Chi djoh -Chéng chi dinh - Lidudimg Ry $6 16 SX:
* P i i thimg i b 1 Kb "y
AToLaNzAPINE Gl B == AToanzarine GREEEE] war)
9DIN Béo quén: Noi khd réo, nhist 4 khang Olanzapin -
qué 30°C, trénh dnh séng. 10 mg CONG TY CO PHAN DUQC PHAM AN THIEN
DE XA TAM TAY CUA TRE EM e sam;}::%r%mm
BOC KY HUONG D NG
TRUGC KHIDUNG. S N o ot |

7’

Thanh Phén:
Olanzapin ............oooooooooooooeeo 10
%mmmm Té duoc vira &l 1 vidn. i &MMnﬁomw %m.vécmmmn
Chi dinh -Chéng chi djnh - Liéu ding
vﬁc&ch&]ng-Thénh’qng-J&cdung
phy va cac thong tin chi tiét khac:
A.'I'OMNZAHNEd Xem rén t HOSD ké theo AT OLANZAPINE GRIIEEREY AT OLANZAPINE GEIIEIRER
Olanzapin Béo quéan: Noi khd réo, nhigt 6 khing Olanzapin Olanzapin 3
qué 309C, trdnh dnh sing.
10 mg v 10 mg 10 mg
SPK:
aEx@ﬁmc}En@Eeu ,
H D
DOCKTmm mnﬁf&wm HOP 1 CHAI 60 VIEN NEN
HOP 1 CHAI 60 VIEN NEN HOP 1 CHAI 60 VIEN NEN phén tén trong miéng 7l
N phéan tn trong miéng phén tan trong miéng )
#
& @ F——
) 54 Io SX: 'T) cﬁmwaﬁmlnénuvcm np:r:mm
= E ; L& €16, Buding S8 9, KCN Hi ’
Qﬁr Ngay SX: W H N B8, TP HOM
AN THIEN PHARMA Han dung‘ AN THIEN PHARNMA
CONG TY CO PHAN DU'Q'C PHAM AN THIEN CONG TY CO PHAN DUQ'C PHAM AN THIEN
314 Bang Sao, Phurimg 5, Qudn 8, TP. Hb Chi Minh 314 Bang Sao, Phutmg 5, Quan 8, TR, HA Chi Minh
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CONG TY CO PHAN DU'Q'C PHAM AN THIEN
ANTHEN pHARMA 314 BOng Sao, Phuwdng 5, Quén 8, TP. HCM
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MAU NHAN, HOP XIN DANG KY

1- Mau nhan hdp chira 1 chai x 100 vién nén phén tan
2 - Mau nhan chai chira 100 vién nén phan tan

GMP - WHO

Ry

AT OLANZAPINE (CIIT)

&mﬂ:aﬁumm

ATOLANZAPINE GEIEEER

Olanzapin

10 mg

Thanh Phén:

va céch diing - Thén trong - Téc dung
phy va céc théng tin chi tiét khic:
Xem Wén &y HDSD kém theo.
Béo quén: Noi khd rdo, nhigt 36 khing
qué 309C, trdnh &nh sdng.

DE XA TAM TAY CUA TRE EM.

DOC KY HUPONG DAN SUr DUNG
TRUOC KHI DUNG.

MBI - isvsniasasmssisanannsans 10mg
Té durgre vira di 1 vién.

Chi dijnh - Chéng chi dinh - Libu diing &

‘IO!onz'

apin
10 mg

CHAI 100 VIEN NEN
phén tan trong miéng

Tiéu chudn: TCCS
SDK:

S8 16 SX:
Han ding:

war/
AN THIEN MHARMA
CONG TY CO PHAN DUFQ/C PHAM AN THIEN
314 Béng Sao, Phudmg 5, Qudn 8, TP, HS Chi Minh
&nmwrmﬁ%
CONG TY CO PHAN DU'O'C AN
Lo C16, Bwdng 56 9, KCN Hiép Phudrc,

‘V

\n

H. Nha Ba, TR HCM

Théanh Phén:

Chi djnh - Chéng chi djnh - Liéu ding

va cach ding - Thdn trong - Tac dyng
phy va céc thong tin chi tiét khac:
Xem trén t&r HDSD kém theo.

Bao quéan: Noi kh rao, nhigt 5 khing
qué 30°C, trinh dnh sing.

Tiéu chudn: TCCS
SBK:
DE XA TAM TAY CUA TRE EM.
POC KY HPONG DAN SUF DUNG
TRU'GC KHI DUNG.
" HOP 1 CHAI 100 VIEN NEN
~ phén &n trong miéng
. S48 16 SX:
(('*T) Ngay SX:
S S P Han ding:

CONG TY CO PHAN DUG'C PHAM AN THIEN
314 Bang Sao, Phurimg 5, Quan B, TR Hb Chi Minh

GMP - WHO

&TI-IJOCH?!HHEDBOH

AT OLANZAPINE
Olanzapin

10 mg

HOP 1 CHAI 100 VIEN NEN
phén tan trong miéng

EEREREY AT OLANZAPINE GEIEIEE]

4

GMP - WHO
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Olanzapin

10 mg

HOP 1 CHAI 100 VIEN NEN
Mﬂnmmﬁm\

0
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AN THIEN PHARMA

CONG TY CO PHAN DUFGIC PHAM AN THIEN
314 Bang Sao, Phudmg 5, Quén 8, TP. HA Chi Minh

CONG TY CO PHAN DUCC PHAM AN
L& C16, Buéng Sb 9, KCN Hiép Phudc
H. Nha B&, TP HCM
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HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

Vién nén phan tin trong miéng A. T OLANZAPINE ODT 10 mg

A.T OLANZAPINE ODT 10 mg

THANH PHAN: M3di vién chira:
Olanzapine..........c.coceeeevereneeeucerensereeeereeneenas .. 10 mg
Ta duge... ..vira du 1 vién
(Lactose monohydrat mlcrocrysta]hne ce!lu]ose, hydroxypropy! cellulose, sucralose, methol, magnesi stearat)

DANG BAO CHE: Vién nén phén t4n trong miéng

CAC PAC TiNH DUQC LY

Duge lye hoce: )

- Olanzapine la thudc an than kinh (thuéc chdng loan thin) khong dién hinh (thé hé thtr hai) va la dén chét cua
dibenzodiazepin. Thudc c6 nhiéu dic tinh duoc ly khac v6i céc thube chéng loan thin dién hinh 12 dén chit cia
phenothiazin hay butyrophenon nhu it gay héi chimg ngoai thép, it lam ting tiét prolactin, it gay loan van dong
muén khi diéu trj kéo dai ddng thdi co hiéu qua trén ca céc biéu hién duong tinh, am tinh va tc ché cua tim
thén phéan llét

- Tac dung chéng loan than cia olanzapine ¢6 co ché phirc tap va con chua dugc lam séng t6 hoan toan. Co ché
nay c6 lién quan dén tinh d6i khang cuia thubc & céc thu thé serotonin tuyp 2 (5-HTa, 5- -HTx0), tuy'p 3 (5-HT3),
tuyp 6 (5-HTe) va dopamin ¢ hé than kinh trung uong. Olanzapine c6 tac dung urc ché va lam giam dép mg
(diéu hoa 4m tinh) d6i v6i thy thé 5-HTaa, lién quan dén tac dung chdng hung cam cia thudc. Ngoai ra
olanzapine con 1am 6n dinh tinh khi do trc ché mgt phin thu thé D, ciia dopamin.

- Olanzapine con c6 tac dung déi khang vé6i céc thy thé muscarin (M1, M2, M3, M4 va MS5). T4c dung khéng
cholinergic cua thuéc mot mat giai thich viéc giam nguy co xuét hién hdi ching ngoai thap, mat khac lai lién
quan dén mot sé tac dung khong mong mudn khéc cua olanzapine. Olanzapme ciing c6 d6i khang thu thé H1
clia hiatamin va thy thé alpha-1 adrenergic. Téc dung nay lién quan dén nguy co gdy ngi ga, ha huyét ap tu thé
khi sir dung olanzapine.

Dwgc djng hoc:

Hap thu:

Sau khi uéng, olanzapine hap thu nhanh va gan nhu hoan toan qua éng tiéu hoa, tuy nhién do bi chuyén héa lan
déu & gan nén sinh kha dung dwong udng chi dat 60%. Thirc an khong anh huéng dén sy hap thu thuc. Nong
d6 thude trong méu dat cyc dai khoan 6 gio (dao dong tir 5-8 gid) sau khi ubng thudc. Nong dé thude trong
huyét trong dat trang thai 6n dinh sau 7-1 0 ngay dung liéu nhic lai. Nong dg trong huyet tuong cua olanzapine
thay déi giita cac ca thé, phu thudc vao tudi, giéi tinh va viéc c6 hat thuéc hay khong. Nong do thudc trong méau
& phu nir cao hon khoang 30-40% so vdi nam guin Khoang ndng do diéu tri ctia olanzapine trong huyét twong
chua dugc xéc dinh 3. Mbi twong quan giira nong d6 thudc trong mau véi hiéu qua va doc tinh cia olanzapine

chua dugng xac lap. ¥
Phdn bo:

Olanzapine phan b6 nhanh va nhiéu vao cac mé, trong d6 c6 than kmh trung uong. Thé tich phan bb khoang
1000 lit. Ti 1& lién két voi protem huyét twong khoang 93%, chu yéu lién két v6i albumin va acid alpha- 3
glycoprotein. Olanzapine va dan chit chuyén héa lién hop glucuronid qua dugc nhau thai va dugc bai xuat vao :
sita me. Luong thudc 6n dinh & tré bu bing khoéng 1,8% liéu ciia me. Ngoai ra, nong do dinh trong sira me dat \
duoc chdm hon khoang 5,2 git sau khi dat ndng do dinh trong huyét twong ngudi me. <
Chuyén héa: |

Olanzapine dugc chuyén héa & gan trudce khi thai trir chi yéu thong qua CYP1A2, mot phén nho théng qua
CYP2D6, sau d6 dugc lién hop véi acid glucyronic. Hai dn chét chuyén héa chinh la 4°-N-demethyl olazapin
va 10-N-glucuronid khéng con hoat tinh.
Thai trie:
Sau khi udng, thoi gian ban thai trong huyét trong cua olanzapine khoang 30 gi¢ (dao djng tir 21-54 gi®). Thoi
gian bén thai tang 1én khoang 1,5 lan & ngu’bl cao tudi. Thanh thai cua olanzapine ting khoang 40% & ngudi hut
thubc so v6i ngudi khong hat thuéc va giam khoang 30% & phu nit so véi nam gi6i. Khoang 57% lugng thude
duoc dao thai vao nudc tiéu va 30% vao pha.n chu yéu duéi dang cac dan chét chuyén héa, mot phan nhé (7%)
du6i dang nguyén ven. Dirgc dong hoc cuia thuée khong thay d6i nhidu & bénh nhén suy than.

QUY CACH PONG GOI
Hép 2,3, 5, 10 vi x 10 vién
Hop 1 chai x 30, 60, 100 vién

CHi PINH

- Bénh tim thén phén liét, bénh ludng cuc: Dot cép hung cam hay hdn hop, bénh ludmng cuc chu ky nhanh, kich
dong cép do tdm than phan liét hoic do bénh ludng cuc.

- Pon trj liéu tim than hung cam & ngudi I6m va tré em tir 12-18 tudi (dudi su gidm sat chit ché cua bac si
chuyén khoa).
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LIEU DUNG VA CACH DUNG
Liéu dung:
% Neudi 16n trén 18 tudi:

Tdm than phan liét:

e Liéu khéi dau 5-10 mg, thudong uéng 1 lanfngay C6 thé tang liéu khoang 5 mg/ngay trong vong 5-7 ngay
cho t6i lidu dich 10 mg/ngay Hiéu chinh liéu & giai doan sau thuong phai cach nhau khéng duéi 7 ngay,
tang hogc gidm 5 mg mbi ngay cho téi liéu t6i da khuyén cao 20 mg/ngay.

e Liéu duy tri: 10-20 mg/ngay, uéng 1 1an.

Ghi chu: Liéu 30-50 mg/ngay da dugc sir dung, tuy nhién liéu trén 10 mg/ngay khong chirng t6 hiéu qua 1én

hon. D an toan va hi€u qué cia liéu trén 20 mg/ngay chua duoc xac dinh.

Thai gian diéu trj t&i wu chwa x4c dinh dugc. Bénh nhén dap img v6i olanzapine cin phai tiép tuc diéu tri (néu

cén thiét va dung nap dugc thudc) nhu‘ng v6i liéu thap nhat c6 hiéu qua.

Déi véi nhing bénh nhén suy nhugc, dé ha huyét 4p réat nhay cam véi tac dung cua olanzapine hogc nhirng bénh

nhén chuyén héa olanzapine chim (phy nit khong hiit thuéc hodc bénh nhén trén 65 tudi), lidu khai dau khuyén

céo la 5 mg/ngay.

Bénh hong cyc, dot hing cam cdp hodc hon hop:

e Don trj liéu: Khéi ddu 10-15 mg/ngay, ubng 1 lan. C6 thé tang lidu 5 mg/ngay cach nhau khéng duéi 24
gio. Liéu duy tri: 5-20 mg/ngay. Liéu téi da khuyén céo 1a 20 mg/ngay.

¢  Liéu phép phdi hop (v6i lithi hoic valproat): Khéi ddu 10 mg/ngay, ubng 1 lan. Liéu dung c6 thé dao dong
trong pham vi 5-20 mg/ngay.

Ghi chi: Olanzapine c6 thé sir dung phéi hop voi fluoxetin dé diéu tri dot cdp hung cam voi lidu khoi dau 1a

olanzapine 6 mg, fluoxetin 25 mg. Trong truong hop ndy cén chuyén sang sir dung dang vién phdi hop lidu ¢

dinh olanzapine va fluoxetin.

% Tré em 13-17 tubi:

Tédm than phdn liét: Liéu khoi ddu 2,5-5 mg/ngay, ubng 1 Ian. Liéu dich 10 mg/ngay. C6 thé didu chinh tin
hoic gidm lidu 2,5 mg hoic 5 mg. Liéu t6i da 20 mg/ngay.

Bénh ludng cuc: Liéu khoi déu 2,5-5 mg/ngdy, udng 1 l4n. Lidu dich 10 mg/ngay. C6 thé didu chinh ting hoic
giam lidu 2,5 mg hodc 5 mg. Lidu t6i da 20 mg/ngay.

* Suy than: Khong cén hi¢u chinh liéu cho bénh nhéan suy thén. , ‘
+* Suy gan: Can hiéu chinh li€u cho bénh nhén suy gan, tuy nhién chua c6 khuyén céo hiéu chinh liéu dac hiéu nao

dwge dua ra. Cén theo di chit bénh nhéan.

Cach dung:

Olanzapine dugc diing dudng ubng, c6 thé ubng trong bira an hoic cach xa bira an.

Chi nén tach vién khéi vi ngay trudce khi str dung, dit ngay vao miéng dé dwoc hoa tan voi nude bot sau d6 nudt
v6i nuéce hogc khong can dung nuéc. Trong truong hop chi ding nira vién, phan con lai phai dugc bé di, khong
dugc gilr lai @& sir dung sau do.

Céc bénh nhén c6 biéu hién budn ngt kéo dai cé thé sir dung liéu hing ngay vao budi tdi trude khi di ngu.

Liéu dung cia olanzapine phai dugc hiéu chinh thén trong trén timg bénh nhéin va sir dung liéu thdp nhét c6
hiéu qua. Liéu ding nén dugc ting din va chia thanh nhiéu liéu trong ngay khi khéi du diéu tri dé giam thiéu
tac dung khéng mong mubn.

CHONG CHI PINH

Phu nit cho con bu.
Qua maén vdi olanzapine.

THAN TRONG

Trén bénh nhi, mdc du hi¢u qua va do an toan cua olanzapine & tré em dudi 18 tudi con chua dugc thiét lap
nhung olanzapme da duqc sir dung c6 h1¢u qua trong kiém soat tim }hﬁn phén liét ¢ Ira tudi nay. Thubc duge
chi dinh diéu tri tdim than phan liét, phéi hop diéu trj hung cam cho bénh nhan tir 12-18 tudi dudi sy giam sat
chit ché cua bac si chuyén khoa.

Thén trong v6i cac bénh nhén cao tudi c6 réi loan tdm thén lién quan dén sa sit tri tué do nguy co lam tang ti 18
tir vong, chu yeu do nguyén nhén tim mach (suy tim, d6t tr) hodc nhiém khuén (viém ph01)

Tré tir 13-17 tudi c6 xu hm‘mg tﬁng cén va nguy co téng lipid mau nhiéu hon so véi ngudi I6n. Vi vy can danh
gia nguy co l4u dai va ké hoach diéu trj chi tiét truéc khi sir dung olanzapine.

Than trong khi sir dung olanzapine cho ngudi phi dai tuyén tién liét lanh tinh, glécom géc hep hodc c6 tién sir
ligt rudt do tac dung khang cholinergic ciia thudc.

Can danh gia than nhiét, than trong cho cac bénh nhan lam viéc thé Iuc ning, mét nuéc, dang dugc diéu trj bing
cac thude khang cholinergic khac do nguy co 1am ting than nhiét cua thudc.

Thén trong khi sir dung olanzapine cho nguén ¢O bénh tim, bénh mach mau ndo hoic cac bénh Iy c6 kha nang
gdy ha huyét ap (mét nudc, giam thé tich tudn hoan, dang dugc dléu tri bang céc thubc chong tang huyét ap) do
khé nang ting nguy co ha huyét ap tu thé kém theo nhip cham, ngét va ngirng nit xoang.

Thén trong khi sir dung olanzapine cho bénh nhén dai thdo dudmg, bénh nhén c6 duong huyét cao (duong huyét
lac déi tir 100-126 mg/decilit) do nguy co géy tang dudng huyét, thdm chi khong kiém soat dugc ké ca khi da
dimg thubc. Can theo di dudng huyet trong qua trinh diéu tri.

Thén trong v6i ngudi cao tudi, dac biét 1a nir gi¢i do nguy co tang rdi loan van dong mudn. Trong trudng hop
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xay ra roi loan nay can can nhic kha ning diumng thudc.

- Thén trong véi bénh nhén c6 céc triéu chimg suy giam chirc nang gan, nhitng bénh nhén c6 cac bénh énh “huong
dén chirc ning gan hoic dang didu tri bing cac thubc gdy doc vai gan. Cén dinh ky dinh luong ndng do
transaminase trong qué trinh sir dung olanzapme cho céc dbi tuong nay

- Than trong khi dung olanzapine cho ngudi c6 tién sir dong kinh, chén thuong ving dau hoic dang diéu tri bing
céc thude c6 kha nang 1am giam ngudng ddng kinh do tac dung co git phu thudc vao lidu c6 thé Xay ra trong
qua trinh sir dung olanzapine.

- San phim thubc nay c6 chira lactose. Nhirng bénh nhén mic cac bénh di truyén hiém gip nhu khong dung nap
galactose, thiéu Lapp lactase, hogc rbi loan hép thu glucose - galactose khong nén sir dung thudc nay.

PHU NU CO THAI VA CHO CON BU

Phu nir mang thai:

Tuy trén dgng vét khéng cho théy anh hudéng cua olanzapine trén thai nhung do thiéu cac dir liéu trén ngudi nén
can than trong khi sir dung cho phu nir mang thai va cn nhéc nguy co — lgi ich truéc khi bét dau diéu trj cho
déi tuong nay.

Phu nir cho con bi:

Olanzapine dugc bai Xuat vao sira c6 thé gy ra céc tic dung trc ché than kinh trung wong & tré b me. Do vay,
cén tranh sir dung olanzapine cho phu nit dang cho con bii hoic khong cho con bu khi bat budc phai diéu trj cho
ngudi me.

ANH HUONG KHA NANG LAI XE VA VAN HANH MAY MOC
Olanzapine c6 thé lam giam tap trung do tac dung an than ciia thudc, tranh sir dung cho ngudi dang 14i xe hay

van hanh may mac. 6
TUONG TAC THUOC
Tranh khong nén phdi hgp: Khong nén phdi hop olanzapine voi: T
- Levomethadyl do ting nguy co doc tinh trén tim (kéo dai khoang QT, xoén dinh, ngimg tim); Al
- Metoclopramid do ting nguy co xuét hién hoi chimg ngoai thap, héi chirng an thin kinh 4c tinh. H,
Lam ting tac dung va dfc tinh cia olanzapme 1

|-
ting tac dung ha huyét ap tu thé cia olanzapine.

- Céac thudc trc ché CYP450 (cafein, cimetidin, erythromycin, ciprofloxacin, quinidin, mot sé thudc chéng trdm
cam nhu fluvoxamin) lam ting ndng d6 trong méau c6 thé dén dén tang tac dung va doc tinh cua olanzapine.

- Khéng ding dopamin, adrenalin hoic cac thudc tdc dong gidng giao cam trén thu thé beta & bénh nhén dang
diéu tri bing olanzapine do c6 thé lam trAm trong thém tac dung ha huyét 4p ctia olanzapine.

Lam gidm tdc dung ciia olanzapine:

Céc thuc cam (mg CYP450 (phenobarbital, carbamazepin, phenytoin, rifampicin, omeprazol, nicotin) lam
gidm nong do olanzapine trong mau.

Lam tiing tic dung va djc tinh ciia mot s thube khic:

Olanzapine 1am ting tac dung cua céc thudc khéng cholinergic (to bon, kho miéng, bi tiéu, an than, réi loan thi
giac), 1am ting tac dung ha huyét 4p cia cac thubc chéng tang huyét ap.

Lam giém téc dung va ddc tinh ciia mdt s6 thude khic:

Olanzapine c6 thé lam giam tac dung ciia céc thude diéu tri Parkinson.

TAC DUNG KHONG MONG MUON (ADR) -

Thwang gap, ADR = 1/100
Than kinh trung wong: Ngu ga, hoi ching ngoai thap, mét ngii, chéng mat, ri loan phat 4m, sét, &c mong, sang
khodi, quén, hung cam. )

- Tiéu héa: Kho tiéu, tao bon, ting cin, khé miéng, budn nbn, ndn, ting cam giac thém an.

- Gan: Tang ALT.

- Co - xwong: Yéu co, run, ng (dic biét & ngudi cao tudi).

- Tim mach: Ha huyét 4p, nhip nhanh, phi ngoai vi, dau nguc.

- Da: Bong rat.

- Noi tiét, chuyén héa: Tang cholesterol mau, tang prolactin mau, ting dudng huyét, xuét huyét duong niéu.

Mit: Giam thi luc, viém két mac.

1! gdap, 1/1000 < ADR < 1/100
Giam bach cdu, giam bach cau trung tinh, nhip cham, kéo dai khoang QT trén dién tdm db, tang nhay cam véi
anh sang, dong kinh.

Hiém gdp, ADR < 1/1000
Viém tuy, hoi ching an than kinh 4c tinh (ting than nhiét, co cimg co, thay déi trang thai tam tri kém theo rdi
loan hé than kinh tu tri: nhip tim va huyét ap khong 6n dinh).

Cich xir tri ADR:

- Nging thude trong truong hop xuat hién cac biéu hién cta hgi chimg an than kinh é4c tinh. Diéu tri ho trg tich
cuc va theo doi chat bénh nhan. Cén than trong khi sir dung lai olanzapine cho bcnh nhan sau khi xuét hién hoi
chimg an thén kinh é4c tinh, nén lya chon cac thudc it gdy hoi chimg nay hon va cin ting lidu tir tir cho bénh
nhén.

- Ngirng thubc hogc giam liéu olanzapine néu xuét hién ro1 loan vén dgng mudn trong qua trinh sir dung thuéc.

- Giam liéu hoac dung thudc 1 lan/ngay lac di ngii néu xuét hién budn ngu trong qué trinh sir dung olanzapine.

- Dung déng thoi olanzapine vdi cac chét (rc ché thén kinh trung wong nhu rugu, céc dan chét benzodiazepin Lz&
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- Sir dung cdc bién phap diéu tri ding thu6c hodic khong dung thudc dé diéu chinh rdi loan lipid mau néu xuat
hién trong qué trinh diéu tri bﬁng olanzapine. C6 thé can nhic sir dung thay thé bing cac thudc an than kinh
khéc it gdy anh huéng trén chuyén héa lipid nhu risperidon, ziprasidon hay aripiprazol.

THONG BAO CHO BAC ST CAC TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC

QUA LIEU VA XU TRi

Tri¢éu chirng:

Qua liéu gay tir vong thudng duge quan sat véi mirc liéu trén 200 mg. Céc triéu chimg thudng xuit hién trong
vong 1-2 gid, tac dung dat toi da 4-6 gidr sau khi ding thubc: kich dong, nhip tim nhanh, khang cholinergic, gian
dbng tir, cac triéu chimg ngoai thap, co cing co, ting tiét nuc bot, suy giam y thirc tir mirc d an thin dén hon
mé; d6i khi c6 xuét hién ngirng tim va hé hép, loan nhip nhanh (nhip nhanh trén thét), hdi chimg an thin kinh 4c
tinh, trc ché hé hép, dong kinh, ting hoic ha huyét ap (bao gdm ca ha huyét ap tur thé).

Xir tri:

Chura c6 thude giai doc ddc hidu, chu yéu 1a diéu tri triéu chimg, cham séc hd trg, duy tri dudng truyén tinh mach

kém theo ddi chit chirc ning tim mach va cac déu hiéu sinh ton:

- Rura da day cling v6i udng than hoat tinh kém theo sorbitol dé loai bé va ngin can hip thu phan thuéc con luu
lai trong duong tiéu hoa.

- Duy tri théng khi hd trg va liéu phap oxygen. ,

- Diéu tri ha huyét 4p va suy tuin hoan bing céc dung dich truyén tinh mach va cac thuéc van mach
(noradrenalin, phenylephrin) nhung tranh dung dopamin va adrenalin.

- Kiém soét loan nhip bing cac bién phéap diéu tri thich hop, kéo dai khoang QRS trén dién tim d6 c6 thé di%b
chinh bing truyén dich bicarbonat.

- Hoi chimg ngoai thap cép c6 thé diéu trj bing cac thudc khang cholinergic (diphenhydramin, atropin). C6 the sur
dung physostigmin hogic benzodiazepin néu c6 biéu hién kich dong nzng va la 1dn & bénh nhan ngé doc khang
cholinergic nang kém theo phirc hgp QRS ngén lai trén dién tam db.

- Loc mau va thAm phan phtc mac c6 vai tro rét han ché trong diéu tri ngé doc cép olanzapine.

TIEU CHUAN: TCCS.

HAN DUNG: 24 thang ké tir ngdy san xut.

BAO QUAN: Noi khé réo, nhiét 46 khong qua 30°C, tranh 4nh séng.

DE XA TAM TAY TRE EM _ /N
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG 2\
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST HOAC DUGC SI v\
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN vo\d ']
THUOC NAY CHI DUNG THEO PON CUA BAC SI TR |
Sén xudt tai: N /. -
CONG TY CO PHAN DUQC PHAM AN THIEN 7/

L6 C16, Puomg S6 9, KCN Hiép Phudc, Huyén Nha Be, TP. HS Chi Minh
Pién thoai: +84 (028) 38734380  Fax: +84 (028) 38734685
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HUONG DAN SU DUNG THUOC CHO BENH NHAN

Vién nén phan tan trong miéng A.T OLANZAPINE ODT 10 mg

Vién nén phan tin trong miéng A.T OLANZAPINE ODT 10 mg

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM
THONG BAO CHO BAC SI CAC TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC
THUOC NAY CHi DUNG THEO PON CUA BAC ST

THANH PHAN: M3i vién chua:
OIENZAPING .occxsammnsssmmnazasassssmssass .10 mg
Ta duoc.... ..vira du 1 vién

(Lactose monohydrat mlcrocrystallme cellulose hydroxypropyl cellulose, sucralose, methol, magnesi stearat) VAW/

MO TA SAN PHAM
Vién nén phan tan trong mi¢ng A.T OLANZAPINE ODT 10 mg c6 dang bao ché 12 vién nén tron mau vang, mot
mit tron, mt mit c6 vach chia, mui thom bac ha, canh va thanh vién lanh ldn.

QUY CACH PONG GOI
Hép 2, 3, 5, 10 vix 10 vién
Hop 1 chai x 30, 60, 100 vién

THUOC DUNG CHO BENH Gi?
Vién nén phﬁn tan trong miéng A.T OLANZAPINE ODT 10 mg chira hoat chit 13 olanzapine, thudc nhém thubce
chong loan thén va dugc dung dé diéu tri cac ching bénh sau:

e Bénh tdm than phén liét: bénh c6 cac triéu chimg nhu nghe, nhin hodc cam nhin nhirng thir khong c6, nghi ng
bét thuomg, va tach khoi thyc tai. Nhitng ngudi bi bénh ndy ciing ¢6 thé cam thiy chan nan, lo ling hay c& g“

thang. s |

e Céc con hung cam tir trung binh dén nghiém trong, mot tinh trang c6 triéu chimg kich dong hoc phén khai. \"' AN T1
uc

Olanzapine d4 duge chirng minh la ng#in ngira tai phét cac triéu ching nay & nhitng bénh nhéan ri loan ludng ¢
¢6 ching hung cam da dap img véi diéu tri olanzapine.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG?

- Luén ding thubc theo dung liéu lwgng bac si huéng dan. Kiém tra lai thong tin néu c6 diéu gi ban khong chic chin.

- Béc si s& cho ban biét cin ding liéu lugng bao nhiéu va trong thai gian bao 1au. Liéu hang ngay cia olanzapine
nim trong khoang tir 5 mg dén 20 mg. Tham khao y kién bac si néu triéu chimg clia ban xuét hién tr& lai nhung
khong dugc ngung dung thudce trir khi c6 chi dinh ciia bac si.

- Cb ging dung thudc vao cung mt thi diém mdi ngay. C6 thé dung thudc cing véi thic an hogc khong.

- Khong ding tay w6t dé cAm vién thudc vi c6 thé 1am vién bi v&. BAm mé vi va dat vién thuée vao miéng dé vién
hoa tan tryc tiép trong miéng, sau d6 nuét véi mét it nudc hodc khong. Ban ciing c6 thé cho vién thudc vao ly nudc
loc hodic nudc cam, nudc téo, sira hodc ca phé va khudy déu rdi ubng. Véi mét sb dd ubng, hdn hop c6 thé thay dbi
mau sic va c6 thé tré nén duc.

- Khéng tr y ngimg diung thudc chi vi ban cam thdy tinh trang da dugc cai thién. Néu dot ngt ngimg dung
olanzapine, cdc tri¢u ching nhu 5 md héi, khé ngi, run, lo du hodc budn nén va nén c6 thé xay ra. Bac si c6 thé dé
nghi ban giam liéu dén dan truéce khi dimg diéu tri.

KHI NAO KHONG NEN DUNG THUOC NAY?

- Néu ban bi di img (qua mén) v6i olanzapine hodc bét ky thanh phin nao khac cia thubc. Phan tmg dj img c6 thé
dugc nhan ra 1a phat ban, ngira, sung mit, sung méi, tho nhanh va ngan. Néu diéu nay xay ra véi ban, hay néi véi
béc s ctia ban.

- Néu ban c6 vin dé vé mét nhu bénh ting nhan é4p.

TAC DUNG KHONG MONG MUON

Gibng nhu tit ca céc loai thude, thudc ndy c6 thé gay ra tac dung phu, mic du khéng phai véi tAt ca moi ngudi.

- Ngung sir dung va bdo ngay vai bac si, néu ban c6:

o Cir dong bét thuomg, chii yéu & mat va ludi (ti 16 anh hudng < 1/10 ngudi)
e Cuc méau dong trong tinh mach (ti 1€ anh hudng < 1/100 nguoi), déc biét & chan, c6 thé di qua mach mau dén
phdi gay dau nguc va kho the
o Sét két hop v6i tho nhanh, @ md hai, co cimg co va budn ngu
- Céc phan (g sau day ciing c6 thé xay ra:
o Thuong gap (ti 1& anh huong < 1/10 ngudi)
o Théan kinh trung wong: Ngu ga, hoi chimg ngoai thép, mét ngu, chéng mat, r6i loan phat am, s6t, 4c mong,
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it gap (ti 1& anh huéng < 1/100 nguoi): Giam bach cdu, giam bach céu trung tinh, nhip tim chim, kéo dai khoan g
QT trén dién tim d, ting nhay cam véi anh sang, dong kinh.

Hiém gap (ti 1€ anh hudng < 1/1000 nguM) Viém tuy, h4i ching an than kinh é4c tinh (ting thﬁn nhiét, co cing
co, thay déi trang thai tam tri kém theo rdi loan hé than kinh ty trj: nhip tim va huyét ap khéng 6n dinh)

Théng béo cho béc sT hoic durgc si ciia ban néu ban gip phai bat ky téac dung phu nao, bao gém céc tac dung phu khong
duoc liét ké trong to thong tin nay.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU DUNG THUOC NAY?

Chi dugc udng thudc khac trong khi dang dung olanzapine néu béc si cho phép. Ban c6 thé cam thiy budn ngi néu/l, —
olanzapine dugc dung phdi hgp véi thudc chdng trim cam, thuée diéu trj lo 4u hodc thudc an than. /ﬁ
Thong bao cho bac sT néu ban dang ding, gan day da dung hoc c6 thé ding bat ky loai thudc nao khac, dac biét la
cac loai thudc sau:

Thuéc chira bénh Parkinson

Carbamazepin (thuéc chéng dong kinh va 6n dinh tim trang), fluvoxamin (thudc chéng trdm cam) hoic
ciprofloxacin (khang sinh), c6 thé cin thay dbi lidu olanzapine.

Trénh dung db uéng c6 chira cén ciing v6i olanzapine.

CAN LAM Gi KHI MQT LAN QUEN DUNG THUOC?

Uéng liéu cén ding ngay khi nhé ra. Khéng dung hai liéu trong cing mét ngay.

BAO QUAN THUOC NAY NHU THE NAO?

Giir thube khéi tAm nhin va tAm véi ciia tré em.

Tiéu héa: Kho tiéu, tho bén, ting cin, khé miéng, buon nén, ndn, tang cam giéc them an.

Gan: Tang ALT.

Co — xuong: Yéu co, run, ngé (dac biét & ngudi cao tudi).

Tim mach: Ha huyét 4p, nhip nhanh, phti ngoai vi, dau nguc.

Da: Bong rat.

Noi tiét, chuyén hoa: Téng cholesterol mau, tang prolactin mau, ting dudng huyét, xuét huyét duodng niéu.
Mit: Giam thi luc, viém két mac.

Bao quan thudc trong bao bi ban d4u & noi kho rao, nhiét do khéng quéa 30°C, tranh 4nh sang. JT

Khéng sir dung thudc sau ngay hét han duogc in trén bao bi.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Nhirng bénh nhan udng olanzapine qua liéu c6 thé c6 nhirng trigu chimg sau: tim dép nhanh, kich déng, réi loan -
phat am, cir dong khong binh thuong (dac biét 1a mat va ludi) va suy giam y thire. Céc triu ching khac co thé la y
dong kinh, hon mé, st két hop v6i thé nhanh, d6 md hoi, co cimg co va budn ngu, (rc ché hd hap, huyét 4p cao 1l
hozc huyét ap thép, nhip tim bat thuomg. -

CAN LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO? HO!
Lién hé ngay véi bac si hoac bénh vién gin nhét néu ban gap bat ky triéu chimg nao ké trén. Mang theo hop thube -
ban da sir dung.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY?

- Théng bao vai bac si truéce khi sir dung olanzapine néu ban c6:
o Tién sir dt quy hogc thiéu méu ndo thodng qua
e Bénh Parkinson
e Cac vAn dé vé tuyén tién liét
e Ticrut
e Ban gan hodc thin -~
e Réi loan mau ]
e Bénh tim 3
e Bénh tiéu duomg ;
e Dong kinh v
e Tiéu chay kéo dai va nén mira hoc sir dung thude loi tiéu A
e Ban than hodc ngudi than trong gia dinh c6 tién sir huyét khéi }
e Trén 65 tudi

Khéng sir dung olanzapine & ngudi cao tudi c6 sa st tri tué vi cé thé gay cac phan (mg phy nghiém trong.
Olanzapine c6 thé gy ra cac cir dong khong binh thuong chi yéu & mat va ludi. Néu diéu nay xay ra, hay thong
béo cho béc si cua ban.

Thubc ciing c6 thé gdy sdt, tho ghp, d6 md héi, cimg co va budn ngi di hiém gap. Lién hé véi béc si ngay I4p tirc
néu diéu nay xay ra.

Tang can da xay ra ¢ nhing bénh nhén sir dung olanzapine. Nén theo ddi can nang trong thoi gian diéu tri, xem xét
ché d6 dinh dudng va &n kiéng néu cin.

Mirc dudng huyét va lipid mau (triglycerid va cholesterol) cao da xay ra & nhitng bénh nhén sir dung olanzapine.
Nén lam xét nghiém méau dé kiém tra lugng dudmg va lipid trudc khi bit déu sir dung olanzapine ciing nhu trong |
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qué trinh diéu tri.
Thude ndy c6 chira lactose. Nhitng bénh nhan méc cac bénh di truyén hiém gap nhu khong dung nap galactose,
thiéu Lapp lactase, hogc réi loan hdp thu glucose - galactose khong nén sir dung thube nay.
Néu ban dang mang thai hoic dang cho con bi, hay nghi ring ban dang c6 thai hogc dang dinh c6 con, hay héi y
ki€én béc s trudc khi dung thudc nay.

- Khong nén sir dung thube khi dang cho con bu, vi mdt lugng nho olanzapine c6 thé di vao sira me.

- Céc triéu chimg sau day c6 thé xay ra & tré so sinh ctia ngudi me d sir dung olanzapine trong 3 thang cudi cua thai
ky: run rdy, cimg co va/ hodc suy nhugc, budn ngi, kich dong, kho thd, khé an. Néu con cua ban c6 bat ky trié
chimg nao ké trén, hay lién hé ngay vdi bac si cta ban. /%

- Lai xe va van hanh may méc: Thubc nay c6 thé gdy budn ngi. Khong nén 14i xe hodc van hanh may méc trude khi
biét rd anh hudng cia thude.

KHI NAO CAN THAM VAN BAC Si, DUQC Si?

- Néu ban khong cam théy tt hon hogc néu ban cam thay tdi té hon sau vai ngay dung thudc.

- Néu ban phat hién hoic nghi ngd minh dang mang thai khi dang dung thubc nay.

Néu can thém théng tin xin hoi y kién bdc s7 hodc dwoge st

HAN DUNG CUA THUOC

NGAY XEM XET SUA POI, CAP NHAT NQI DUNG

San xuét tai:
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Dudng Sé 9, KCN Hiép Phudc, Huyén Nha Be, TP. H6 Chi Minh
Pién thoai: +84 (028) 38734380 Fax: +84 (028) 38734685
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