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Q , CONG TY cO PHAN DLPO'C PHAM AN THIEN
* ANTHIEN PHARMA 314 BOng Sao, Phwong 5, Quén 8, TP. HCM

A3isag

MAU NHAN HOP, Vi XIN BANG KY

1 - Mau nhén hép chira 2 vi (Al - Al)

2 - M&u nhén vi (Al - Al) chira 10 vién nén phan tan

(S6 i6 SX, Han ding duoc dép ndi trén vi)
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5 t(-.ﬁ') CONG TY CO PHAN DUQC PHAM AN THIEN
o A TN PRARMA 314 Big San, Planimg 5, Culs 8, TR H Chi Mink >
& "tn‘
ATOLANZAPINE GBI [
Thanh Phin: \
CRMNEBDIR ... oo T s e S S5mg
S T4 dugc vira di 1 vién.

Chi dinh - Chéng chi dinh - Liéu ding va cach ding - Thén frong - Tac
dung phu va cac thong tin chi B8t khac: Xem rén & HDSD kém theo.
Bio quan: Noi khb rio, nhiét db khng qua 30°C, trénh anh sing.

Tiéu chudn: TCCS SPK:

DE XA TAM TAY CUA TRE EM.
PQC KY HPONG DAN S(f DUNG TRU'O'C KHI DUNG.

San xuét tai nha may:
CONG TY CO PHAN DUO'C PHAM AN THIEN
Lb C16, Budng Sb 9, KCN Higp Phudrc, H. Nha Bé, TP. HCM

8816 SX:

Ngay SX:
Han dlng:

/ oONaTY "\
cO PHAN
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Q“ CONG TY CO PHAN DUPQ'C PHAM AN THIEN
* anTHiEN peARMA 314 Bong Sao, Phuwrdng 5, Quén 8, TP. HCM

MAU NHAN HOP, Vi XIN PANG KY

1 - Mau nhén hép chira 3 vi (Al - Al)

2 - M3u nhén vi (Al - Al) chira 10 vién nén phén tan
(S 16 SX, Han dung duoc dap ndi trén vi)
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5@ 16 SX:  Han dong:
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= (.\.‘ﬂ'} COMG TY CO PHAN DUGT PHAM AN THIEN
o AR PRASA. 314 Bing San, Phoimg 5. Ouie 8, TP, B Chi Mink
Ry
AT OLANZAPINE [@]piF-}ssle
Oianzapin & Mg
Thanh Phén:
S Ta dugc vira di 1 vién.

Chi dinh - Chéng chi dinh - Lidu diing va céch ding - Thén trong - Tac
dung phy va cac théng tin chi Bét khac: Xem trén & HDSD kém theo.
Bao quan: Noi khd réo, nhist db khing qua 30°C, trénh anh sang.
Tiéu chudn: TCCS SPK:

DE XA TAM TAY CUA TRE EM. )
BOC KY HIPONG DAN SI DUNG TRUO'C KHI DUNG.

San xuét tai nha may:
CONG TY CO PHAN DU'Q'C PHAM AN THIEN
L& C18, Budng S6 9, KCN Hiép Phudc, H. Nha Bs, TP. HCM

S6 16 8X:
Ngay SX:
Han diing
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AT OLANZAPINE [@/pIF-N5ale
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* ANTHEN PHARMA 314 Bong Sao, Phwrdng 5, Quan 8, TP. HCM

CONG TY CO PHAN DU'Q'C PHAM AN THIEN

MAU NHAN HOP, Vi XIN PANG KY

1 - Mau nhén hép chira 5 vi (Al - Al)

2 - M3u nhan vi (Al - Al) chira 10 vién nén phan tan

(Sé 16 SX, Han ding duoc dap nbi trén vi)
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3 \H) CONG TY CO PHAN DIFQIC PHAM AN THIEN
O A TEN FAARA 314 Bdng Sao, Piwnireg S, Ocln 8, TR HD Chi Mk
& " -
AT OLANZAPINE [e}pIFsRasle
Olanzapin 5 Mg
Thanh Phin:
S’ Ta durgre wvira di 1 vidn

Chi dinh - Chéng chi dinh - Lidu diing va céch diing - Thdn trong - Téc
dung phy va céc théng tin chi §ét khac: Xem trén & HDSD kém theo.
B30 quan: Noi kho rao, nhiét 35 khoing qua 300C, ranh anh sang.

Tiéu chudn: TCCS SDK:

DE XA TAM TAY CUA TRE EM.
POC KY HU'ONG DAN S(F DUNG TRUO'C KHI DUNG.

Sén xuét tai nha may:
CONG TY CO PHAN DUQ'C PHAM AN THIEN
L3 C16, Budmg S 9, KCN Higp Phudc, H. Nha Bé, TP. HCM

84 16 SX:

Ngay SX:
Han ding:
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AT OLANZAPINE [®/BIF-Rasle

Olanzapin 5 Mg
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'-_“ CONG TY CO PHAN DU'Q'C PHAM AN THIEN
ANTHIEN PHARMA 314 BOng Sao, Phwdng 5, Quéan 8, TP. HCM

MAU NHAN HOP, Vi XIN DANG KY

1 - Mau nhén hop chira 10 vi (Al - Al)

2- Mau nhén vi (Al - Al) chira 10 vién
(Sé 16 SX, Han ding duoc dap ndi trén vi)

nén bao phim
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3 \':‘T? CONG TY CO PHAN DUDT PHAN AN THIEN
(18] A TREN A Y14 Bibng Sano. Phening 5 Cule 8. TP, HA O Bk

Ry
ATOLANZAPINE [@]BIF=Tasle
Ok:lnzaphs mg
Thanh Phén:
- T4 dugoe vira da 1 vién,

Chi djnh - Chéng chi dinh - Lidu diing va céch dung - Than trong - Tac
dung phu va cic thong tin chi idt khac: Xem rén & HDSD kém theo.
Bio quan: Noi kha rao, nhigt do khong qua 300C, tranh anh sang.
Tiéu chudn: TCCS SDK:

DE XA TAM TAY CUA TRE EM.
POC KY HUPONG DAN SIr DUNG TRUO'C KHI DUNG.

San xuét tai nha may:
CONG TY CO PHAN DUOC PHAM AN THIEN
L& C18, Buomng S6 9, KCN Higp Phudc, H. Nha Bé, TP. HCM

86 16 8X:

Ngay SX:

Han ding:

Ry
ATOLANZAPINE (®}PIENyle

Olanzapin & Mg
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CONG TY CO PHAN DUQ'C PHAM AN THIEN
_.Nnmtm 314 Bong Sao, Phwong 5, Quén 8, TP. HCM

Ry

s

whan

GMP - WHO

PR VLY ODT 5 mg

MAU NHAN, HOP XIN PANG KY

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

Thanh Phin:
Olanzapin ..o S MG SPK:
Té duoe vira 40 1 vién,
Chi dinh - Chéng chi dinh - Libu diing & S6 16 SX:
v cach diing - Than trong - Tac dung Han ding:
Phy vi cdc thing tn chl it kic: 4T OLANZAPINE (SRIEERE]
Xem trén ¥ HDSD kiim theo. 5 \..-‘\17
Béo qudn: Noi khd réo, nhiét 48 khang Olanzapin o i A
qué 30°C, trénh &nh séng. 5 mg CONG TY CO PHAN DUGC PHAM AN THIEN
ot % TAM TAY cﬁ: § EM. i rﬁ’: AR
POC KY HPONG D DUNG CONG TY CO PHAN DUFQIC AN THIEN
TRUGC KHI DUNG. CHAI 30 VIEN NEN - Budng 8 :
prntnvongming % STRIRN AP /)
&

L2
Tiéu chudn: TCCS

GMP - WHD
& Thanh Phia:
) Omrcapn ... 5Smg
THIOC Ol RED B0 T4 chpes wires O3 1 wibr,
Chi dinh - Chédng chi djnh - Lidu ding
vidchdﬂw-wm-&:cdum
phy va cac théng tin chi khac:
ATOLANZAPINE ERIIEIREN 5 Ve 1050 i e
Olanzapin Bio quin: Noi khd rdo, nhiét a5 khong
Tiéu chsdn: TCCS
SPK:
DE XA TAM TAY CUA TRE EM.
D0OC K HUONG DAN SUF DUNG
\ HOP 1 GHAI 30 VIEN NEN TRUOC KHI DUNG.
b il phéin tan trong miéng
._ ) 86'65'!?
A Ngay SX:
S A Han dung:
CONG TY CO PHAN DUQ'C PHAM AN THIEN
314 Bing Saa, Phuimg 5, Quan B, TP, Hb Chi Minh

ATOLANZAPINE (g1 RCRae
Olanzapin

5mg

HOP 1 GHAI 30 VIEN NEN

&mmnmmu

AT OLANZAPINE EEIEIREN

Olanzapin

S mg

HOP 1 CHAI 30 VIEN NEN
phan tén trong miéng

phéin tan trong miéng
&

var/

CONG TY CO PHAN DU'QIC PHAM AN THIEN
514 Bing Sao, Plwimg 5, Cludn B, TP, HA Chi Minh

s&-ﬂgm:ﬂ
CONG TY CO PHAN DUQT PHAMAN THIEN
L& €16, Buding S8 9, KCN Higp Phuse,
H. Nha Be, TP HCM
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@T) CONG TY CO PHAN DUQC PHAM AN THIEN
" anmEN praARMA 314 BOng Sao, Phuéng 5, Quén 8, TP. HCM

MAU NHAN, HOP XIN BANG KY

1- Méu nhan hgp chira 1 chai x 60 vién nén phan tan
2 - Mau nhan chai chira 60 vién nén phan tan

Thanh Phén: Tiéu chudn: TCCS
GMP - WHO Olanzapin ............ccooocimeieennn Smg SPK:
Ta durgre vira di 1 vién, !

R Chi gjnh - Chéng chi dinh - Libkuding Ry, $6 16 SX:
A v cich diing - Thin trong - Tac dung Han diing:

PRETPISIINEO0T 5 mg | | Memstemmoommime o ATOLANZAPINE GEIEEEEN var/
Qlar n

Bdo quan: Noi kho rao, nhigt a5 khong Olanzapin presien.” MEIo
qué 309C, trinh dnh séng. 5 mg CONG TY CO PHAN DUDC PHAM AN THIEN
IE%TAMTAYC:M;R;EB‘. 3l4mm§m:irn.TaH&mwh
BOC KV HUONG DAN SU’ DUNG CONG TY GO PHAN DU PHAM AN THIEN
TRUGC KHI DUNG. CHAI 60 VIEN NEN L& C16, Budng S5 9, KON Higp Phude,

phan tan trong migng H. b B2, TP HCM ,/j’/ E

&mmmm Chghe ..o S0 &mﬂcmmm &mm THEO BON

Chi dinh - Chéng chi djnh - Liéu ding
va cach dung - Thén trong - Tac dyng

phy va céc thong fin chi tiét khac: m
AJ‘OLAH:AH@E - RSt ooy AT OLANZAPINE AICI.ANZAHNEm
Oianchln Béo quan: Noi khé réo, nhiét 4 khing Olanzapin Olanzapin
Smg s 30°C, rinh b sing S mg S mg
Tién chasiee TCCS
SPK:
0 % tRasa oAt 28 P
o N B . HOP 1 CHAI 80 VIEN NEN
. HOP 1 CHAI 60 VIEN NEN TRUOC KHI DUNG. HOP 1 CHAI 60 VIEN NEN phén tan trong miéng
e’ phéin tén trong miéng phiin tin trong miéng
s e
&T) S5 16 SX: . 41') mww%&“"%mm
A Nady . N R T
AN THEEN PHARMA Han ding: A% THEEM PHABMA
CONG TY CO PHAN DUNOIC PHAM AN THIEN CONG TY CO PHAN DUMOIC PHAM AN THIEN
314 Bong Sao, Phasimg 5, Quan B, TP, Hb Chi Minh 314 Bang Saa, Prasing 5, Quin B, TP, Ha Chi Minh
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Q‘TJ CONG TY CO PHAN DU'Q'C PHAM AN THIEN
AnTHEN PHARMA 314 BONg Sao, Phurdng 5, Quan 8, TP. HCM

MAU NHAN, HOP XIN PANG KY

1 - Mau nhén hép chira 1 chai x 100 vién nén phéan tan
2 - Mau nhéan chai chira 100 vién nén phan tan

GMP - WHO OlanZapin .......c.cocoeievivncnennnes Smg SPK:
Té duoe vira 6 1 vién.
R, Chi djnh - Chéng chi dinh - Lidu ding & S6 16 SX:
; S e
ATOLANZAPINE CUERER B [yt b ATOLANZAPINE ERIETUEN var/
o i Bao quan: Noi kho réo, nhiét 43 khdng Otlanzapin Pt A8
qué 30°C, trdnh dnh séng. 5 mg CONG TY CO PHAN DUQC PHAM AN THIEN
Bﬁ%ﬂl\l‘l’ﬂgﬁgﬁl ausmgm;‘n:‘:r":mﬂacmm
HUONG DYNG
TRUGC Kii DUNG. ekl Sl (N

[

GMP - WHO GMP - WHOD GMP - WHD
& Thinh Phin:
I B
THUOC BN THED BOM A ————
Chi dinh - Chéng chi dinh - Liéu diing
v cach diing - Than trong - Tac dung
ATOLANZAPINE P b clc thivg e chi Bt Mhic:
- ) Xem trén t& HDSD kém theo.
Olanzapin Bio quén: Noi kho rdo, nhiét 45 khing
Théw chasin: TCCS
SDK:
DE XA TAM TAY CUA TRE EM.
DQC K¥ HUONG DAN SUF DUNG
\ HOP 1 CHAI 100 VIEN NEN TRUGC KHI DUNG.
e phén tén trong miéng
. - . Shn&hun.
ar) A A1 Mg
g . L e A
(:_ [ Ngay SX: t\ H r-?.aaa.wmu
AN THIEN PR AR & |_|aﬂ dong. AN THEEN P=aiiA
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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
Vién nén phén tan trong miéng A.T OLANZAPINE ODT 5 mg

A.T OLANZAPINE ODT 5 mg

THANH PHAN: M&i vién chira:
DIBBEPNE v asieising . 3mg
Ta duge... s .vira du | vién
(Lactose monohydrat, mlcrocrystal!me cellulose hydroxypropyl cellulose, sucralose, methol, magnesi stearat)

DANG BAO CHE: Vién nén phin tan trong miéng

CAC PAC TiNH DUQC LY

Duwge lue hoe:

- Olanzapine 1a thubc an than kinh (thudc chéng loan thin) khéng dién hinh (thé hé thir ha:) va 1a dan chit cia
dibenzodiazepin. Thubc c6 nhiéu d4c tinh duge 1y khac véi cac thube chong loan thén dién hinh 12 din chét cia
phenothiazin hay butyrophenon nhur it gdy héi chimg ngoai thép. it lam ting tiét prolactin, it giy loan van dong
mudn khi diéu trj kéo dai ddng thoi c6 hiéu qua trén ca cac biéu hién duong tinh, am tinh va (rc ché cia tim
thén phan liét.

- Téc dung chéng loan than cta olanzapine cé co ché phic tap va con chua duge 1am séng to hoan toan. Co ché
ndy c6 lién quan dén tinh déi khang cua thudc & cac thu thé serotonin tuyp 2 (5-HTaa, 5-HTae), tuyp 3 (5-HT3),
tuyp 6 (5-HTs) va d0pamm & hé than kinh trung wong. Olanzapme c6 tac dung (rc ché va lam giam dép ung
(diéu hoa am tinh) don véi thy thé 5- HT2a, lién quan dén tac dung chéng hung cam cua thuée. Ngoai ra,
olanzapine con lam 6n dinh tinh khi do (rc ché mot phan thu thé D, ctia dopamin.

- Olanzapine con c6 tac dung dbi khéng v6i céc thu thé muscarin (M1, M2, M3, M4 va M5). Téc dung khéng
cholinergic cia thuoc mot mit giai thich viéc giam nguy co xufit hién hoi chimg ngoai thap, mit khac lat lién
quan dén mot sb tac dung khéng mong mudn khac ciia olanzapine. Olanzapine cling ¢6 dbi khang thy thé H1
ctia hiatamin va thu thé alpha-1 adrenergic. Tac dung nay lién quan dén nguy co gy ngi ga, ha huyét ap tu thé
khi sir dung olanzapine. p,/

Dwgc ddng hoc:

Hap thu: )

Sau khi uong, olanzapine hép thu nhanh va gan nhir hoan toan qua éng tiéu héa, tuy nhién do bj chuyén héa lan
dau & gan nén sinh kha dung dwdng udng chi dat 60%. Thirc dn khéng anh hmmg dén su hap thu thuéc. Nong
d§ thuoc trong mau dat cyc dai khoan 6 gio (dao dong tir 5-8 giod) sau khi uéng thubc. Néng do thude trong
huyét tuong dat trang thai én dinh sau 7- 10 ngay dung liéu nhéc lai. Nong do trong huyél tuong cla olanzapine
thay doi giira cac ca thé, phu thude vao tudi, gidi tinh va viéc co ht thudc hay khong. Nong dé thude trong mau
& phu nir cao hon khoang 30-40% so v&i nam gidi. Khoﬁng nong d¢ diéu tri cua olanzapine trong huyét twong
chua dugc xéc dinh rd. Mbi twong quan giira nong d thude trong mau voi hiéu qua va doc tinh ciia olanzapine
chua dugng xdc lap.

Phan bé:

Olanzapine phan bé nhanh va nhiéu vao cac mé, trong d6 c6 than kinh trung wong. Thé tich phin bé khoang
1000 lit. Ti I¢ lién két v6i protein huyét twong khoang 93%, chi yéu lién két véi albumin va acid alpha-1
glycoprotein. Olanzapine va din chét chuyén hoa lién hop glucuronid qua dwoc nhau thai va dwoc bai xuét vao
sira me. Luong thube dn dinh & tré ba bang khoang 1,8% liu ciia me. Ngoai ra, ndng d6 dinh trong sira me dat
dwgc chdm hon khoang 5,2 gior sau khi dat néng d dinh trong huyét trong ngudi me.

Chuyén héa:

Olanzapine dugc chuyén hoéa & gan trude khi thai trir chu yéu théng qua CYP1A2, mét phdn nho théng qua
CYP2D6, sau dé dugc lién hop véi acid glucyronic. Hai dan chat chuyén héa chinh la 4’-N-demethyl olazapin
va 10-N-glucuronid khéng con hoat tinh.

Thai trir:

Sau khi u6ng, thoi gian ban thai trong huyét twong cia olanzapine khoang 30 gior (dao dong tir 21-54 gid). Thoi
gian ban thai ting 1én khoang 1,5 14n & ngudi cao tudi. Thanh thai cia olanzapine ting khoang 40% & ngudi hat
thudc so véi ngudi khong hut thude va giam khoang 30% & phu nit so véi nam giéi. Khoang 57% lugng thude
dugc dao thii vao nuéc tiéu va 30% vao phan, chi yéu dudi dang céc dan chat chuyén héa, mdt phan nhé (7%)
duéi dang nguyén ven. Dugc dong hoc cia thube khéng thay doi nhiéu & bénh nhan suy than.

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

CHI PINH

- Bénh tam thén phan liét, bénh ludng cyc: Pot cép hung cam hay hén hop, bénh ludng cuc chu ky nhanh, kich
dong cép do tam than phan liét hogc do bénh ludng cyc.

- Pon trj liéu tAm thén hung cam & ngudi Iém va tré em tir 12-18 i (dudi s gidm sat chit ch& cua bac si
chuyén khoa).
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LIEU DUNG VA CACH DUNG
Liéu diing:
« Nguoi 16n trén 18 tuoi:

Tam than phan liét:

e Liéu khai diu 5-10 mg, thudng ubng 1 lén/{lgay. C6 thé tang liéu khodng 5 mg/ngay trong vong 5-7 ngay
cho t&i lieu dich 10 mg/ngay. Hiéu chinh liéu & giai doan sau thudng phai cdch nhau khéng dudi 7 ngay,
tang hofic giam 5 mg mdi ngay cho toi liéu téi da khuyén cao 20 mg/ngay.

*  Liéu duy tri: 10-20 mg/ngay, ubng 1 l4n. .

Ghi chu: Liéu 30-50 mg/ngay dd duge sir dung, tuy nhién liéu trén 10 mg/ngdy khéng chimg té hiéu qua lén

hon. B¢ an toan va hiéu qua cua lidu trén 20 mg/ngay chua dugce xéac dinh.

Thoi gian diéu trj t6i uu chua x4c dinh dugc. Bénh nhén dép img véi olanzapine cin phai tiép tuc diéu tri (néu

can thiét va dung nap dugc thudc) nhung véi liéu thap nhét ¢6 hiéu qua.

Déi véi nhitng bénh nhén suy nhugc, dé ha huyét dp rat nhay cam véi tac dung cua olanzapine hodc nhimg bénh

nhén chuyén héa olanzapine cham (phu nir khéng hit thubc hodic bénh nhan trén 65 tubi), liéu khai diu khuyén

cdo la 5 mg/ngay.

Bénh luomg cuc, dot hung cam cdp hodc hon hop:

e Don trj liéu: Khéi dau 10-15 mg/ngay, udng 1 1an. C6 thé tang lidu 5 mg/ngay cach nhau khong dudi 24
gior. Lidu duy tri: 5-20 mg/ngay. Liéu ti da khuyén céo la 20 mg/ngay.

e Liéu phap phéi hop (véi lithi hoac valproat): Khéi du 10 mg/ngay, ubng 1 Ian. Liéu dung c6 thé dao dong
trong pham vi 5-20 mg/ngay.

Ghi chi: Olanzapine c6 thé sir dung phdi hop véi fluoxetin @é diéu tri dot cdp hung cam véi lidu khoi dau la

olanzapine 6 mg, fluoxetin 25 mg. Trong tréng hop ndy cin chuyén sang sir dung dang vién phéi hop liéu cb
dinh olanzapine va fluoxetin. / } sl
% Tréem 13-17 tudi: c

Tédm thdn phdn liét: Liéu khéi dau 2,5-5 mg/ngay, ubng 1 1in. Liéu dich 10 mg/ngay. C6 thé didu chinh ting
hoc giam liéu 2,5 mg ho¥ic 5 mg. Liéu t6i da 20 mg/ngay.

Bénh luing cuc: Lidu khéi ddu 2,5-5 mg/ngay, udng 1 lan. Liéu dich 10 mg/ngay. Cé thé diéu chinh ting hodc
giam liu 2,5 mg hogc 5 mg. Liéu t6i da 20 mg/ngay.

+% Suy than: Khéng can hiéu chinh liéu cho bénh nhan suy thén.

+% Suy gan: Cén hiéu chinh liéu cho bénh nhan suy gan, tuy nhién chua c6 khuyén cdo hiéu chinh liéu dic hiéu nao
duoc dua ra. Cén theo dai chat bénh nhéan.

Céach dung:

- Olanzapine dugc ding dudng ubng, c6 thé udng trong bira an hodc cich xa bira an.

- Chi nén tach vién khoi vi ngay trude khi sir dung, dat ngay vao miéng dé dige hoa tan véi nude bot sau d6 nubt
véi nude hoac_khéng cin dung nude. Trong trudmg hop chi ding nira vién, phin con lai phai duoc bo di, khéng
dugc gitt lai dé sir dung sau do.

- Céc bénh nhan c6 biéu hién budn ngu kéo dai co6 thé sir dung liéu hiang ngay vao budi téi trude khi di ngu.

- Liéu dung cta olanzapine phai dugc hiéu chinh than trong trén timg bénh nhén va sir dung liéu thdp nhit co
hiéu qua. Liéu ding nén dugc ting din va chia thanh nhiéu lidu trong ngay khi khéi dau diéu tri ¢é giam thiéu
tac dung khéng mong mubn.

CHONG CHI PINH

- Phu nir cho con bu.

Qué4 mén véi olanzapine.

THAN TRONG

- Trén bénh nhi, mic du hiu qua va dé an toan cla olanzapme & tré em dudi 18 tudi con chua dugc thiét lap
nhung olanzapine d& dugc sir dung c6 hiéu qua trong kiém sodt tdm than phan liét & lta tu01 nay. Thudc dugc
chi dinh diéu trj tim thin phan liét, phdi hop diéu tri hung cam cho bénh nhan tir 12-18 tudi dudi sy gidm sét
chit ché cua bac si chuyén khoa.

- Than trong véi cac bénh nhén cao tudi c6 réi loan tim thin lién quan ¢ dén sa st tri tué do nguy co lam ting ti 1¢
tir vong, chu yeu do nguyén nhén tim mach (suy tim, d6t tir) hoic nhiém khuén (viém phéi).

- Tré tir 13-17 tudi c6 xu hué*ng ting cén va nguy co tang lipid mau nhiéu hon so v6i ngudi lon. Vi vy cin danh
gia nguy co ldu dai va ké hoach diéu trj chi tiét trudc khi su dung olanzapine.

- Thén trong khi sir dung olanzapine cho ngudi phi dai tuyén tién liét lanh tinh, gldcém goc hep hodc co tién sir
liét rudt do tac dung khéng cholinergic cua thudc.

- Cén danh gié thén nhiét, than trgng cho cac bénh nhan lam viéc thé luc nang, mét nurée, dang dugc diéu tri bing
céc thude khang cholinergic khac do nguy co 1am ting than nhiét cia thuc.

- Thén trong khi sir ch,mg olanzapine cho ngutn c6 bénh tim, bénh mach mau ndo ho#c cac bénh ly cé kha nang
gdy ha huyét ap (mét nude, giam thé tich tuin hoan, dang dugc dléu tri bing cic thubc chéng tang huyét 4p) do
kha néng ting nguy co ha huyét ap tir thé kem theo nhip chdm, ngét va ngimg nit xoang.

- Thén trong khi sir dung olanzapine cho bénh nhén dai thao dufmg, bénh nhéin cé dutmg huyét cao (dudng huyét
lic déi tir 100-126 mg/decilit) do nguy co gy ting duong huyét, thdm chi khong kiém soét dugc ké ca khi da
dimg thudc. Cén theo ddi dudng huyét trong qua trinh diéu tri.

- _Thén trong v6i ng}xb‘l cao tudi, dic biét 12 nir gidi do nguy co tang rbi loan van dong mugn. Trong trudong hop
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xay ra rbi loan ndy can cén nhic kha ning dimg thubc.

- Thén trong v6i bénh nhédn c6 cac triéu ching suy giam chirc ndng gan, nhimg bénh nhén cé cac bénh dnh huéng
dén chirc nang gan hoic dang diéu tri bing cac thudc gdy doc voi gan. Cin dinh ky dinh lugng ndng do
transaminase trong qua trinh sir dung olanzapine cho céc déi twong nay.

- Than trong khi ding olanzapine cho ngudi c6 tién sir dong kinh, chén thuong viing dau hodc dang diéu trj bing
céc thube c6 kha ning lam giam ngudmng dong kinh do tac dung co gidt phu thuge vao liéu c6 thé xay ra trong
qué trinh sir dung olanzapine.

- San phdm thudc nay cé chira lactose. Nhimg bénh nhén méc cac bénh di truyén hiém gap nhu khéong dung nap
galactose, thiéu Lapp lactase, hodic roi loan hap thu glucose - galactose khong nén sir dung thudc nay.

PHU NU CO THAI VA CHO CON BU

Phu nir mang thai:

Tuy trén d6ng vat khéng cho thﬁy anh huéng cia olanzapine trén thai nhung do thiéu céc dir liéu trén ngudi nén
cén thén trong khi sir dung cho phu nir mang thai va cin nhic nguy co — loi ich truéc khi bit ddu diéu tri cho
dbi twong nay.

Phuy nir cho con bu:

Olanzapine dugc bai xuét vao sira c6 thé gay ra cac tac dung (rc ché thén kinh trung wong & tré bt me. Do viy,
cén tranh sir dung olanzapine cho phu nit dang cho con bui hogc khéng cho con bu khi bat bude phai diéu trj cho,
ngudi me.

ANH HUONG KHA NANG LAI XE VA VAN HANH MAY MOC }’
Olanzapine c6 thé lam giam tép trung do tac dung an thdn cia thude, tranh sir dung cho ngudi dang i xe hay
vén hanh may méc.

TUONG TAC THUOC

Trénh khong nén phdi hgp: Khong nén phéi hop olanzapine voi:

- Levomethady! do ting nguy co ddc tinh trén tim (kéo dai khoang QT, xoan dinh, ngimg tim);

- Metoclopramid do tang nguy co xuét hién hdi chimg ngoai thap, hoi chimg an thin kinh 4c tinh.

Lam ting tic dung va ddc tinh cia olanzapine:

- Duing dong thoi olanzapine voi cac chit irc ché thén kinh trung wong nhu rgu, cac din chét benzodiazepin lam
tAng tac dung ha puyét ap tur thé ctia olanzapine.

- Céc thube (rc ché CYP450 (cafejn, cimetidin, erythromycin, ci_proﬂoxacin. quinidin, m§t s6 thude chéng tram
cam nhu fluvoxamin) lam tang néng d§ trong mau co6 thé dan dén ting tadc dung va ddc tinh cla olanzapine.

- Khéng ding dopamin, adrenalin hogc c4c thudc téc dong gibng giao cam trén thy thé beta & bénh nhan dang
diéu trj bing olanzapine do c6 thé 1am trdm trong thém tac dung ha huyét 4p cua olanzapine.

Lam gidm tdc dung ciia olanzapine:

Cac thuéc cam ing CYP450 (phenobarbital, carbamazepin, phenytoin, rifampicin, omeprazol, nicotin) lam
giam nbng d¢ olanzapine trong mau.

Lam tiing tic dung va djc tinh cia m{t s6 thude khic:

Olanzapine lam ting tic dung cua céc thuéc khang cholmerglc (téo boén, kho miéng, bi tiéu, an than, réi loan thi
gi4c), 1am tang tac dung ha huyét dp cla céc thubc chéng ting huyét ap.

Lam gidam tic dung va dﬁc tinh ciia mjt s6 thube khdc:

‘Olanzapine c6 the 1am giam tac dung cia cdc thudc diéu trj Parkinson.

TAC DUNG KHONG MONG MUON (ADR)

Thuong gap, ADR > 1/100

- Thén kinh trung wong: Ngi ga, hdi chimg ngoai thap, mét ngi, chéng mit, rdi loan phat am, sot, 4 méng, sing
khodi, quén, hung cam.

- Tiéu héa: Khé tiéu, to bén, ting can, khd miéng, budn nén, nén, ting cam gidc thém an.

- Gan: Tang ALT. )

- Co—xuong: Yéu co, run, nga (dic biét & nguai cao tudi).

- Tim mach: Ha huyét ap. nhip nhanh, phi ngoai vi, dau ngye.

- Da: Bong rat.

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

Mit: Giam thi lie, viém két mac.

Ir gdp, 1/1000 < ADR < 1/100
Giam bach cAu, giam bach céu trung tinh, nhip chim, kéo dai khoang QT trén dién tim d6, ting nhay cam véi
anh sang, dng kinh.

Hiém gap, ADR < 1/1000
Viém tuy, héi chimg an than kinh 4c tinh (ting thén nhiét, co cimg co, thay dbi trang thai tm tri kem theo ri
loan hé thn kinh ty tri: nhip tim va huyét dp khéng én dinh).

Cach xir tri ADR:

- Ngimg thude trong truong hgp xudt hién cdc biéu hién cua héi chimg an than kinh 4c tinh. Diéu tri ho trg tich
cuc va theo ddi chat bénh nhan. Cén thén trong khi sir dung lai olanzapine cho bénh nhén sau khi xuét hién hoi
chimg an than kinh 4c tinh, nén lya chon cac thudc it gy hoi chimg nay hon va cin tang liéu tir tir cho bénh
nhén.

- Nging thubc hogc giam liéu olanzapine néu xuét hién rﬁl loan vin dong muén trong qua trinh sir dung thude.

- Giam liéu hogc dung thuée 1 lan/ngay lic di ngu néu xuét hién budn ngu trong qua trinh sir dung olanzapine.

Rwa =
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Sir dung céc bién phap diéu tri dung thudc hoac khéng dung thudc dé diéu chinh réi loan lipid méu néu xuat
hién trong qua trinh diéu trj bang olanzapine. C6 thé cin nhic sir dung thay thé bang cac thudc an thin kinh
khéc it gdy anh huong trén chuyén héa lipid nhu risperidon, ziprasidon hay aripiprazol.

THONG BAO CHO BAC SI CAC TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC
QUA LIEU VA XU TRI
Tri¢u chirng:

Qua liéu gay tir vong thudng duge quan sat véi mirc lidu trén 200 mg. Céc triéu chimg thudng xuét hién trong
vong 1-2 gid, tac dung dat toi da 4-6 gidr sau khi dung thude: kich dong, nhip tim nhanh, khang cholinergic, gidn
dong tir, cac triéu chimg ngoai thap, co cimg co, tang tiét nudce bot, suy giam y thirc tir mirc d6 an than dén hén
mé; dbi khi c6 xuét hién ngirng tim va hé hép, loan nhip nhanh (nhip nhanh trén thét), hdi chimg an thén kinh ac
tinh, (rc ché ho hép, dong kinh, ting hodc ha huyét ap (bao gdm ca ha huyét ap tir thé).

Xir tri:
Chua c6 thudc giai doc dic hiéu, chi yéu 12 diéu tri triéu chimg, cham soc hd tro, duy tri duong truyén tinh mach
kém theo ddi chit chirc nang tim mach va cac dau hiéu sinh ton:

Rira da day ciing v6i udng than hoat tinh kém theo sorbitol dé loai bo va ngin can hip thu phén thuéc con hru
lai trong dudmg tiéu héa.

Duy tri théng khi h3 trg va liéu phép oxygen. J
Piéu tri ha huyét ap va suy tudn hoan bing cic dung dich truyén tinh mach va cac thuéc vdn mach
(noradrenalm phenylephrin) nhung trinh ding dopamin va adrenalin.
Kiém soét loan nhlp béing céc bién phép diéu tri thich hop, kéo dai khoang QRS trén dién tim d co thé diéu
chinh bing truyén dich bicarbonat. P

Héi chimg ngoai thap cip c6 thé diéu tri biing c4c thudc khang cholinergic (dlph" ahydramin, atropin). C6 thé sir
dung physostigmin hoic benzodiazepin néu cé biéu hién kich déng ndng va 1d 1511 CB\ h nhén ng$ déc khang
cholinergic nang kém theo phirc hop QRS ngan lai trén dién tam db. N

- Loc méu va thAm phan phiic mac c6 vai trd rit han ché trong diéu tri ngd doc cﬁpﬂélanz;, ine,

TIEU CHUAN: TCCS. EN /..,
HAN DUNG: 24 thang ké tir ngay san XuAt, :&/
BAO QUAN: Noi kho réo, nhiét 4 khéng qué 30°C, tranh énh séng, o

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI HOAC DUQC SI
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN
THUOC NAY CHI DUNG THEO PON CUA BAC ST

San xudt tai:
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Puong S6 9, KCN Hiép Phuée, Huyén Nha Be, TP. Hd 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 5 mg

Vién nén phén tan trong miéng A.T OLANZAPINE ODT 5 mg

POC KY HUGNG 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 SI

THANH PHAN: M&i vién chira:
OIBNZAPINE ciovvinavsaiivmsivisissiiisisimisiiingg .Smg
Téa duge.... v .. vira du 1 vién
(Lactose monohydrat. mlcrocrysla]]me cellulose hydroxypropy! cellulose, sucralose, methol, magnesi stearat)
MO TA SAN PHAM
Vién nén phén tan trong miéng A.T OLANZAPINE ODT 5 mg c6 dang bao ché la vién nén tron mau vang, mot
mit tron, mgt mét cé vach chia, mui thom bac ha, canh va thanh vién lanh lan.
QUY CACH PONG GOI
Hop 2,3, 5, 10 vi x 10 vién
Hop | chai x 30, 60, 100 vién
THUOC DUNG CHO BENH Gi?
Vién nén phén tan trong miéng A.T OLANZAPINE ODT 5 mg chira hoat chét la olanzapine, thugc nhém thude Jf

chf)ng loan thin va dwgc dung dé diéu trj cac chimg bénh sau: /k“/

. Bcnh tam than phan liét: bénh c¢6 céc trigu chimg nhu nghe, nhin hodic cam nhén nhimg thir khéng c6, nghi ngds
bt thuong, va tach khéi thyc tai. Nhimg ngudi bj bénh ndy ciing c6 thé cam thdy chan nan, lo ling hay cing
thing.

e Cac con hung cam tir trung binh dén nghiém trong, mét tinh trang c6 triéu chimg kich déng hogc phén khdi.

Olanzapine dd dugc ching minh la ngin ngira tai phat cac triéu chimg nay & nhimg bénh nhan réi loan ludng cuc/'
co chlmg hung cam da dép (mg vdi dieu tri olanzapme 19/

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG?

- Ludn ding thude theo dung liéu lugng béc s hudéng din. Kiém tra lai thong tin néu c6 diéu gi ban khéng chic chin. |
- Béc s s& cho ban biét cin dung liéu lugng bao nhiéu va trong théi gian bao 1du. Liéu hang ngay cua olanzapine §\

nim trong khoang tir 5 mg dén 20 mg. Tham khao y kién béc s7 néu triéu chimg ciia ban xuit hién tré lai nhung
kht‘mg dugce ngung ding thubce trir khi c6 chi dinh cua béc si.

- C6 ging dung thude vao cling mét thoi diém mbi ngay. Co thé dung thudc ciing véi thirc an hoc khong.

- Khéng dung tay uét dé cim vién thudc vi c6 thé 1am vién bj vo. BAm ma vi va dat vién thude vao mleng dé vién
hoa tan tryc tiép trong miéng, sau d6 nubt véi mot it nurée hodc khong. Ban ciing ¢ thé cho vién thudc vao ly nudc
loc hodc nurde cam, nude tdo, sira hodc ca phé va khuﬁy déu rdi udng Vi mot sé dé uﬁng hén hop c6 thé thay ddi
mau sdc va c6 thé tré nén duc.

- Khéng ty ¥ ngimg ding thuéc chi vi ban cam thiy tinh trang dd duoc cai thién. Néu dot ngdt ngimg dung
olanzapine, cac trléu chimg nhu @6 md hoi, kho nga, run, lo 4u hodc budn nén va nén co thé xay ra. Bac si co thé dé
nghi ban giam liéu dén dén trudc khi dimg diéu tri.

KHI NAO KHONG NEN DUNG THUOC NAY?

- Néu ban bi di img (qué mén) véi olanzapine hodc bét ky thanh phén nao khéc cia thudc. Phan img dj img c6 thé
dwoc nhén ra 1a phat ban, ngira, sung mit, sung méi, thd nhanh va ngén. Néu diéu nay xay ra véi ban, hiy néi véi
béc si cua ban.

- Néu ban c6 vin dé vé mét nhu bénh tiang nhén 4p.

TAC DUNG KHONG MONG MUON

Gibng nhu tat ca cac loai thudc, thudc nay c6 thé gay ra tic dung phu, mac di khong phai véi tit ca moi ngudi.

- Ngung sir dung va bao ngay v&i bac si, néu ban cé:

e Cir dong bét thuong, chi yéu & mat va ludi (ti 1é anh hudng < 1/10 ngudi)

e Cuc mau déng trong tinh mach (ti 1é anh hudng < 1/100 ngudi), dic biét & chan, cé thé di qua mach méu dén
phdi gay dau ngyc va kho the

e S6t két hop vdi thd nhanh, dé md héi, co cimg co va budn ngu

- Céc phan tmg sau day ciing c6 thé xay ra:

e Thuong gip (ti 1€ anh hudng < 1/10 ngudi) )

o Thén kinh trung vong: Ngi ga, hdi chimg ngoai thap, mét ngi, chéng mat, réi loan phat 4m, sot, 4c mong,
sang khodi, quén, hung cam.
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Tiéu héa: Kho tiéu, t4o bén, ting cin, khé miéng, buon nén, nén, ting cam giac thém én.
Gan: Ting ALT.
Co — xuong: Yéu co, run, ngi (déc biét & ngudi cao tudi).
Tim mach: Ha huyét dp, nhip nhanh, phii ngoai vi, dau nguc.
Da: Béng rat.
Noi tiét, chuyén héa: Tang cholesterol mau, tang prolactin mau, ting dudng huyét, xuat huyét duodng niéu.
o Mat: Giam thi luc, viém két mac.
e itgp (ti1¢ anh hl.r(fmg < 1/100 ngudi): Giam bach cdu, giam bach céu trung tinh, nhip tim chim, kéo dai khoang
QT trén dién tdm d9, tang nhay cam véi anh séng, dong kinh.
e Hiém gap (ti 1€ anh huong < 1/1000 ngudi): Viém tuy, hdi chimg an thin kinh 4c tinh (ting thén nhiét, co cimg
co, thay ddi trang thai tim trf kém theo rdi loan hé than kinh t tri: nhip tim va huyét ap khéng én dinh)
Théng béo cho bac st hodc duge si ciia ban néu ban gap phai bat ky tac dung phu ndo, bao gdm céc tic dung phu khéng
duge liét ké trong to thong tin nay.
NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU DUNG THUOC NAY?
- Chi dugc ubng thube khac trong khi dang ding olanzapine néu béc si cho phép. Ban c6 thé cam thay budn ngi néu
olanzapine dugc diing phon hop véi thube chéng trdm cam, thu6c diéu tri lo 4u hodc thudc an thén.
- Thong bao cho bac si néu ban dang dung, gin ddy da dung hoic c6 thé ding bét ky loai thuéc nao khéc, dic biét 2"

00000

céc loai thubce sau:
e Thudc chira bénh Parkinson o
e Carbamazepin (thube chéng d6ng kinh va 6n dinh tim trang), fluvoxamin (thube chéng trdm cam) hoic
ciprofloxacin (khéng sinh), c6 thé can thay dbi liéu olanzapine.

- Tranh ding d5 uéng c6 chira con cung véi olanzapine.

CAN LAM Gi KHI MOT LAN QUEN DUNG THUOC?
Uébng liéu can dung ngay khi nhé ra. Khéng dung hai liéu trong ciing mot ngay.

BAO QUAN THUOC NAY NHU THE NAO?

- Gilr thubc khoi tim nhin va tim véi ciia tré em.

- Bao quan thudc trong bao bi ban ddu & noi kho réo, nhiét d6 khong qué 30°C, tranh énh sang.

- Khéng sir dung thudc sau ngay hét han dugc in trén bao bi.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Nhimg bénh nhan udng olanzapine qué liéu c6 thé cé nhimg triéu cerng sau: tim dép nhanh, kich dong, roi loan
phét am, cu déng khﬁng binh thudng (dZc biét 1a mat va ludi) va suy giam y thirc. Céc triéu chimg khéc c6 thé la
dong kinh, hén mé, sbt két hop véi thé nhanh, d6 md héi, co cimg co va budn ngu, e ché hd hip, huyét 4p cao
ho#ic huyét ap thép, nhip tim bét thuong.

CAN LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO?
Lién hé ngay v&i bac si hodc bénh vién gin nhét néu ban gap bét ky tri¢u chimng nao ké trén. Mang theo hop thuée
ban da sir dung.

NHUNG DPIEU CAN THAN TRONG KHI DUNG THUOC NAY?

- Thong béo v&i bac s trude khi sir dung olanzapine néu ban cé:
e Tién sir 46t quy hodc thiéu mau no thodng qua

Bénh Parkinson

Céc van dé vé tuyén tién liét

Téc rubt

Ban gan hodc thin

R6i loan mau

Bénh tim
o Bénh tiéu dudmg
s Dong kinh
e Tiéu chay kéo dai va nén mira hoc sir dung thuée lgi tiéu
e Ban than hofic ngudi thén trong gia dinh ¢4 tién st huyét khéi
e Trén 65 tubi

- Khéng sir dung olanzapme & ngudi cao tudi c6 sa sit tri tué vi co thc gdy céc phan u‘ng phu nghiém trong.

- Olanzapine c6 thé gdy ra cac cir d6ng khong binh thudng chi yéu & mét va ludi. Néu diéu nay xay ra, hay thong
béo cho béc sT cua ban. )

- Thubc ciing c6 thé gay st, thor gép, db md héi, cimg co va budn ngi dit hiém gap. Lién hé voi béc sT ngay 1dp tire
néu diéu nay xay ra.

- Tang cén dd xay ra & nhirng benh nhén sir dung olanzapine. Nén theo dbi cdn néng trong thoi gian diéu trj, xem xét
ché @ dinh dudng va an kiéng néu can.

- Mirc duong huyét va lipid méu (triglycerid va cholesterol) cao dé xay ra & nhitng bénh nhan sir dung olanzapine.

Nén lam xét nghiém mau dé kiém tra lugng dudmg va lipid trude khi bét dau sir dung olanzapine ciing nhu trong |
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qué trinh diéu tri.

Thubc nay c6 chira lactose Nhil'ng bénh nhén mic céc bénh di truyén hiém gap nhu khong dung nap galactose,
thiéu Lapp lactase, hodc ri loan hép thu glucose - galactose khéng nén sir dung thuéc nay.

Néu ban dang mang thai hodc dang cho con bi, hay nghi ring ban dang cé thai hoéc dang dinh c6 con, hay hoi y
kién bac s truéc khi diing thude nay.

Khong nén sir dung thuée khi dang cho con bui, vi mét lugng nhé olanzapine c¢6 thé di vao sira me.

Cac trigu chimg sau ddy c6 thé xay ra & tré so sinh cua ngudi me da sir dung olanzapine trong 3 thang cudi cia thai
ky: run rﬁy, cung co v/ hodic suy nhuge, budn ngu, kich déng, kho thé, khé dn. Néu con cua ban cd bét ky trigu
chimg nao ké trén, hay lién hé ngay véi béc si cuia ban.

L4i xe va van hanh may méc: Thudc nay c6 thé gay budn ngu. Khong nén l4i xe hoc vén hanh may méc trude khi
biét rd anh huéng cia thudc.

KHI NAO CAN THAM VAN BAC SI, DUQC Si?

Néu ban khéng cam thdy tét hon hoac néu ban cam thiy tdi té hon sau vai ngay ding thudc.
Néu ban phat hién ho#ic nghi ngd minh dang mang thai khi dang dung thuc nay.

Néu can thém théng tin xin hoi y kién bdc st hode duwge st
HAN DUNG CUA THUOC
NGAY XEM XET SUA POI, CAP NHAT NQI DUNG

Séan xudt tai:
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Puong S6 9, KCN Hiép Phudc, Huyén Nha Be, TP. H3 Chi Minh
Pién thoai: +84 (028) 38734380 Fax: +84 (028) 38734685
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