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Poc ky hudng dan siv dung trieée khi ding. '
Néu cin thém thing tin xin hoi y kién thay Hmr’}f_‘.
.- Chi ding thuoc nay theo su ké don cua thay thuoc.
Dé xa tam tay tré em.
TO HUONG DAN SU DUNG
POZIATS
(Vién nén)

THANH PHAN
% Vién nén POZIATS 15 mg
ArTHIDragol ..o sossamasswald G
% Vién nén POZIATS 10 mg
Aripiprazol ...................c.....10 mg
< Vién nén POZIATS 5 mg
Aripiprazol ... ................c...... mg
Tda duoc: Lactose, Tinh bot mi, Natri Crosscarmellose, Povidon (PVP) K 30, Tale, Magnesi
stearat vira du | vién nén. Vién nén POZIATS 10 mg va 15 mg c6 thém Mau xanh Brilliant
FCF

DAC TiNH DUQC LUC HOC
Aripiprazol ¢6 ai luc cao voi cic thy thé dopamin D2 va D3, serotonin S-HT1A va 5-HT2A
(gid tri Ki twong tmg 12 0,34; 0,8; 1,7 va 3,4 nM), 6 4i lyc trung binh véi cac thy thé dopamin
D4, serotonin 5-HT2C va 5-HT7, aj-adrenergric va histamin H1 (gia tri Ki twong tng 14 44;
15;9; 57 va 61), déng thoi ¢6 ai luc vira phai di v6i kénh tai hz‘ip thu serotonin (Ki la 98 nM).
Bén canh do, Aripiprazol ¢6 4i luc khéng déng ké déi véi thu thé cholinergic muscarinic (IC
50 >1000 nM). Ciing nhu nhiéu thube diéu tri tim than phan ligt khac, co ché tic dung cia
Aripiprazol chua duge lam rd. Tuy nhién, tic dung ndy o thé dugc giai thich thén qua sur
két hop cua 2 tinh chat: doi khang mét phin tai thu thé dopamin D2 va serotonin SAITIA, va
d6i khang véi thy thé 5-HT2A.
Céc hoat dong tai cc thy the khac (ngoai D2, SHT1 va SHT2A) c6 thé \INO-46 dé giai thich
céc tac dung phu thuong thiy, vi dy: tac dong tai thu thé al-adrenergric giy ra ching ha
huyét ap thé dimng.

PAC TINH DUQC BDONG HOC
Téc dung cua thude 1a do Aripiprazol va Dehydro-Aripiprazol, chat chuyén héa chinh cua
Aripiprazol, duoc chirmg minh ¢6 ai lyc véi thu thé D2 tuong tu hoat chit gbc va chiém 40%
nong do thude trong huyét trong. Thoi gian ban huy cua Aripiprazol la khoang 75 gid, cua
Dehydro-Aripiprazol la khoang 94 gio, va thude dat néng do én dinh trong mau sau khodng
14 ngay st dung. O trang thai 6n dinh, dugc dong hoc ctia Aripiprazol la ti 1& thudn vai lieu
dung. Dao thai Aripiprazol chi yéu la théng qua qué trinh chuyén héa & gan lién quan dén hai
isozyme P450: CYP2D6 va CYP3A4.

Hap thu
Aripiprazol duge hap thu t6t, ndng do dinh trong huyét trong dat trong vong 3-5 gi0; sinh kha
dung tuyét déi cua dang vién udng 1a 87%. Thoi diém ding Aripiprazol khéng phy thude vao
bira an. Viéc dung thude vai mat bira dn cd nhiéu chit béo, tuy khéng anh hudng dang ké tai
Cmax hay AUC, nhung s¢ lim tri hodn Tmax thém 3 gi¢r ddi v6i Aripiprazol va 12 givr dbi
vai Dehydro-Aripiprazol.
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Phdn bo
Thé tich phan bd cta Aripiprazol cao, sau khi tiém tinh mach 1a 404 L hoic 4,9 L/kg. O ndng
dd diéu tri, Aripiprazol va chit chuyén hoa chinh gin két vé6i protein huyét thanh hon 99%,
chii yéu vai albumin. Nghién ctru trén nguoi tinh nguyén khoe manh dung 0,5-30 mg/ngay
trong 14 ngay cho thay su phu thudc vao lidu cta Aripiprazol thdng qua tac dong tai thu thé
D2.

Chuyén hoa va thai trir
Aripiprazol duge chuyén hoa chii yéu bai 3 qué trinh bién dobi sinh hoc: khir hydro, hydroxyl
hoé va khir N-alkyl. Dya trén cac nghién ciru invitro, cac enzym CYP3A4 va CYP2D6 chiu
trach nhidm vé su khir hydro va hydroxyl hoa Aripiprazol, va su khir N-alkyl duge xic tac boi
CYP3A4. Aripiprazol 1a phan thude chiém wu thé trong tuin hoan chung. O trang thai on
dinh, dehydro-Aripiprazol, chét chuyén hoa ¢6 hoat tinh, dat vao khoiang 40% AUC cua
aripiprazol trong huyét nrong.
Khodng 8% s6 nguoi da tring khéng c6 kha ning chuyén hoa cic co chat cuia CYP2D6 vi
dugce xép loai la nhiing nguoi chuyén hod kém (PM), trong khi nhimg ngudi con lai la nhimg
ngudi chuyén hod manh (EM). Nhiing ngudi chuyén hod yéu ¢ lwong Aripiprazol ting
khodng 80% va lugng chét chuyén hoa cé hoat tinh giam khodng 30% so véi nhiing ngudi
chuyén hoa manh, dan t6i tang khoang 60% sur tiép xtic v&i toan bd cac phan co hoat tinh tir
mot liéu Aripiprazol so v nhimg ngudi chuyén hod manh. Viée ding dong thoi aripiprazol
vGi cac chat e ché CYP2D6 d biét, nhu quinidin ¢ nguoi chuyén hod manh, din dén ting
112% su tiép xuc vo1 aripiprazol trong huyél twong, va cin diéu chinh liéu ding thuoe (xem
Tuong tic thudc). Ngudi chuyén hoa manh va nguoi chuyén hoa kém cé thoi gian ban thai
trung binh déi véi aripiprazol twong tng 13 75 gity va 146 gid. Aripiprazol khong irc ché hoac
gdy cam ing CYP2D6.
Sau khi cho uéng mét liéu aripiprazol ¢6 dénh diu ['C], ghi nhédn ¢6 khoang 25% va 55%
lidu ¢6 danh diu phong xa duoc tim thiy trong nude tiéu va phan. Duéi 1% cia aripiprazol
khéng doi duoc bai tiét trong nude tidu va khoang 18% liéu udng duoc bai tiét qu phan dudi
dang hoat chét khéng bi bién doi.

Cic quin thé dic biét:
Noi chung khéng cin phai chinh lidu theo tudi, gidi tinh, chung toc, tin
ndng gan hoac chire nang thin cua bénh nhan.

CHI DINH
Aripiprazol 1a thude chdng loan thin khéng dién hinh, duoc chi dinh dé:

rang hit thude, chirc

- Diéu tri tam thin phan liét;
- Diéu tri i loan ludng cuc cﬁp tinh;
- Hd tro diéu tri roi loan tram cam:
- Diéu tri uiéu ching dé kich dong, thay déi tam trang do rdi loan tu ky;
- Diéu tri hoi chimg Tourette (khong kiém sodt ngon ngir).
LIEU DUNG - CACH DUNG:

Cdch dung:
Aripiprazol dugc udng mot lin mi ngay va théi diém udng khéng phu thudc vao biva an.
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Liéu ding:

Tam than phan ligt

quif lon
Liéu khai ddu va lidu dich duoc khuyén céo 14 tir 10 - 15 mg/ngay, dung mot lan. Aripiprazol
6 hiéu qua véi khodng liéu tir 10 - 30 mg/ngay, tuy nhién lidu cao hon lidu 10 - 15 mg/ngay
khong cho thiy hiéu qua hon. Khéng ting lidu trude 2 tuan vi déy la thoi gian cén dé dat trang
thai on dinh.

Diéu tri duy tri
Chua c6 s6 liéu chinh xdc vé viée sir dung Aripiprazol dai ngay, viéc danh gid mot cich hé
thong bénh nhan tam thin phan liét da on dinh vé triéu chimg véi cic thude chéng loan than
khéc trong thoi gian >3 thang va da ngimg cac thuoc do, sau dé ding Aripiprazol 15 mg/ngay
va duge theo doi tai phat trong thoi gian 26 tmn cho thdy diéu tri duy tri lidu 15 mg/ngay la
¢6 loi. Can dinh ky danh g gia lai dé xac dinh liéu didu tri duy tri.

Thanh thiéu nién
Liéu dich duoc khuyen cdo cua Aripiprazol 1a 10 mg/ngay. Aripiprazol da duge nghién ciu ¢
bénh nhin tim than phan liét vi thanh nién tir 13 dén 17 tudi trong khoang liéu tir 10 mg/ngay
toi 30 mg/ngay. Lidu khoi dau 2 mg/ngay, tang 1én dén 5 mg/ngdy sau 2 ngay va dung lidu
dich 10 mg/ngdy sau 2 ngay tiép theo. Liéu 30 mg/ngdy chua duoc chimg minh higu qua hon
liéu 10 mg/ngay. Bénh nhin nén duge dinh ky dénh gia lai dé xac dinh liéu diéu tri duy tri.

Chuyén doi tir cae thuoc chong loan thin khac
Chua thu thap dugc dir liéu chinh xac ¢ bénh nhan tdm than phan liét dd ding thude tam thin
khéc va chuyén sang dung Aripiprazol hodc dung phdi hop Aripiprazol véi céc thudc tam than
khac. Viée ngimg dot ngét thudc tam thin ding trude do mic du ¢é thé chap nhin duoe & mot
s6 bénh nhan tam than phan liét, tuy nhién véi cde bénh nhan khac thi ngung tir tr c6 the thich
hop hon. Trong moi truong hop, théi ky giao nhau giira cdc thude nén duoc giam xunng toi
thiéu.

Roi loan ludng cuyc

Nguoi lon
Liéu khai dau khuycn cdo ¢ nguoi lén 13 15 mg/ngay khi dung don trj ligu va
mg/ngdy khi diéu tri phdi hop véi lithium hodc valproat. Lieu dichpquoc ki vén céo la 15
mg/ngdy, khi ding don trj liéu hodc liéu phip bo tro véi lithium hodc oat. Liéu ¢6 thé
ting 1én 30 mm’ngay dwa trén dap img lam sang. D an toan cua liéu Yrén 30 mg/ngay chua
dugc dinh gia trong cac thir nghiém 1am sang.

Thanh thiéu nién

Liéu khoi dau khuyen ¢do & bénh nhan thanh thiéu nién (tLr 10 dén 17 tudi) véi don tr1 ligu la
2 mg/ngay, ting lidu 1én 5 mg/ngay sau 2 ngdy, vi ting tiép lén liéu 10 mg/ngay sau 2 ngay
tiép theo. Lleu khuyen cao khong thay déi khi dung liéu phap bd tro diéu tri v6i lithium hay
valproat. Néu cin co thé diéu chinh lleu tang thém 5 mg/ngdy, tuy nhién can ting lleu tr t,
trong khoang thoi gian t6i thidu | twin méi thuc hién ting liéu mot lan. Bénh nhén cin duge
danh gia dinh ]\y dé xac dinh liéu duy tri diéu tri.

Diéu tri hd tro rdi loan tram cim — phéi hop véi cde thude didu tri trdm cim khsc

Ngwoi lon
Liéu khoi dau khuyen cao ding diéu tri bo trg cho bénh nhan réi loan tram cam dang dung
thude Lhong trdm cam 1a tir 2 dén 5 mg/ngay. Khoang liéu khuyén cao tur 2 dén 15 mg/ngay.
Néu cin co thé dleu chinh heu ting thém 5 mg/ngay, tuy nhién can tang lleu tr fr, trong
khoang thoi gian toi thiéu | tuan mai thuce hién ting liéu mot 1an. Bénh nhan cin duoc danh
gia dinh ky dé xac dinh liéu duy tri diéu tri.

mg dén 15
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Réi loan tu ky

Tré em va thanh thiéu nién (tic 6 dén 17 1161

- - Pham vi liéu dung dugc khuyén céo tir 5 dén 15 mg/ngdy. Lleu khoi d'lu 2 mg/ngdy. Tang lidu
Ién 5 mg/ngdy, sau do6 tang Ién 10 hodic 15 mg/ngdy néu cin. Néu can c6 thé dleu chinh heu
ting thém 5 mg/ngay, tuy nhién can ting llCU tir tir, trong khoang thoi glan t6i thiéu 1 tuan
méi thue hién tang liéu mot lin. Bénh nhan cin duge dénh gia dinh ky dé xac dinh lidu duy tri
diéu tri.

H{i ching Tourette

Tré em va thanh thiéu nién (tiv 6 dén 18 16i)
Khoéng liéu khuyén céo diéu trj hoi chiing Tourette tir 5 dén 20 mg/ngay. Déi voi bénh nhén
c6 trong lugng dudi 50 kg, nén khoi dau liéu 2 mg/ngay, ting lén lidu 5 mg/ngdy sau 2 ngay.
Co thé ting lén dén liéu 10 mg/ngdy & nhiing bénh nhén khéng dat duoc su kiém soat tdi wu.
Tuy nhién cin ting liéu tir tir, trong khoang thoi gian toi thiéu 1 tuan mgi thue hién ting lidu
mot 1an. Ddi voi bénh nhin ¢6 trong luong tir 50 kg tro 1én, lieu khoi dau 2 nu,a’nuay trong 2
ngdy, va sau do tang lén 5 myngdy trong S ngay, ngay tha 8 dung liéu 10 mg/nga ay. Lidu co
the ting lén dén 20 mg/ngay dbi v6i nhirng bénh nhan khong dat duoc kiém soat toi uu. Néu
cin co thé dleu chinh ]:eu ting thém 5 mg/ngdy, tuy nhién can tang llcu lr 1, trong khoang
thoi gian tdi thidu | tuan moi thuc hién ting liéu mdt 1in. Bénh nhan cin dugc dénh gia dinh
ky dé xac dinh lidu duy tri diéu tri.

Bang tom tit liéu didu tri ciia Aripiprazol

Lieu khoi dau

Licu khuyén cdo

Liéu to1 da

Dicu tri tam than phan liét o
nguot 1on

— 15 mg/ngay

10 - 15 mg/ngay

30 mg/ngay

Diéu tri tim than phan liét &

j!hanh thiéu nién (13 - 17
' tudi)

2 mg/ngiy

10 mg/ngay

30 mg/ngay

Diéu tri rdi loan ludng cuc
o] nEu’Ul lon — Don tri liu

[5 mg/ngay

15 mg/ngay

30 mg/ngay

Diéu ln roi loan luontr cue
& ngudi 1én — Phdi hop véi
lithium hodac valproat

— 15 mg/ngay

15 mg/ngay \

30 mg/ngay

Diéu tri roi loan ludng cuc
& tré em (10-17 tudi) — Pon
tri liéu hodc phéi hop voéi
lithium hoac valproat

2 mg/ngay

10 mg/ngay

\

30 mg/ngay

Piéu tr1 o1 loan tram cam ¢
ngudi lon — Phot hgp vl
céc thude didu tri trim cam

khac

2 — 5 mg/ngay

5 — 10 mg/ngay

15 mg/ngay

Diéu tri rol loan tu ky o tre
em (6-17 wbi)

2 mg/ngay

5 - 10 mg/ngay

15 mg/ngay

3 . . .. | Bénh nhan <
Piéu tri hoi :
2 50 kg
chimg -
Bénh nhéan >
Tourette
50 kg

2 mg/ngay

5 mg/ngay

10 mg/ngay

2 mg/ngay

10 mg/ngay

20 mg/ngay
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2 Khi diing chung véi cdc thube khdc ¢é gay tuong tic, Aripiprazol dugc kh uyén cdo diéu chinh
liéu lwong nhw sau:

- - Phoi hop Aripiprazol véi thuoc e ché CYP3A4:
Khi phdi hop ketoconazol vii Aripiprazol cin phai giam liéu Aripiprazol xudng con nira lieu
thuong dung va tang liéu Aripiprazol tr¢ lai khi ngung chit e ché CYP3A4.
Phoi hop Aripiprazol véi cht it ché CYP2D6:
Khi phdi hop Aripiprazol vdi chét e ché CYP2D6 vi du khi phéi hop véi quinidin, fluoxetin
hodc paroxetin, phdi giam lidu Aripiprazol it nhét xuéng con nira lidu thuomg ding va ting lidu
Aripiprazol tro lai khi ngung chat ic ché CYP2D6.
Phéi hop voi chat cam teng CYP344:
Khi phéi hop vai chat cam img CYP3A4 vi du nhu phdi hop véi carbamazepin thi can dung liéu
Aripiprazol gép déi (161 20-30 mg). Viéc tang lidu nén dua theo danh gia lam sang. Khi ngung
carbamazepin thi nén giam liéu Aripiprazol xudng con 10-15 mg/ngay.

Béng tom tit liéu diing ciia Aripiprazol khi dung phdi hop véi cde thudce giy tuong tic

Thuée dung déng thoi

Liéu Aripiprazol khuyén cdo

Cac chit chuyén hoa yéu qua CYP2D6

Dung nita liéu thong thudng

Dung dong thai cac chat chuyén hoa yéu qua
CYP2D6 vi cic chét rc ché manh CYP3A4
(nhur itraconazol, clarithromycin)

Dung % lidu théng thudng

Cac chat e ché manh CYP2D6 (nhu quinidin,
fluoxetin, paroxetin) hodc c ché manh
CYP3A4 (nhu itraconazol, clarithromycin)

Dung nira liéu théng thuong

Céc chét trc ché manh CYP2D6 va CYP3A4

Ding ' liéu thong thuong

Céc chdt cam (ng manh CYP3A4 (nhu
carbamazepin, ritampin)

Gap doi lidu thong thuong trong 1-2 W

CHONG CHI PINH
Qué mén véi Aripiprazol hodc bat ky thanh phén nao cua thuée.
TAC DUNG KHONG MONG MUON
Trong cic thir nghiém 1am sang, tic dung phu chi yéu déi vai ngudi 16Y tudi (210%) 1a chong
mat, budn nén, tio bon, nhire dau, lo du, mat ngu.

D61 véi cac bénh nhan nho tudi, cac tac dung phu chi yéu (=10%) la ngu li bi, nhuc dau, rdi
loan ngoai thap, mét moi, ting su thém an, mét ngu, non, budn nén, viém mii hong, va tang
can.

Can luu y 14 mdc di eac hién twong duoc bao cao trong khi didu tri vdi Aripiprazol khong
nhat thiét 1a do thudc nay gy nén. Cac tac dung phu dwoc liét ké dwdi day véi tan s6 quy woc
sau: rat hay gap (= 1/10); hay gap (> 1/100 dén <1/10); it gip (= 1/1000 dén < 1/100); hiém
gip (> 1/10.000 dén < 1/1.000); rit hiém gip (< 1/10.000); khéng r6 (khong wéce tinh duge tir
dir liéu co sin). Trong moi nhém tin sb, phén (rng phu dwgc thé hién theo thtr tu mirc do giam
dan.

Toan co thé.

- Hay giip: héi ching giong cim, dau nguc, cimg cd, cing dau chi, dau ¢d, dau viing chéu.
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it gap: phu mit, y nghi van, dau nua dau, on lanh, nhay cdm anh sang, cam giéc cang
cing (6 bung, nguc, lung, diu chi, diu, ham, cd, ludi), dau ham, ddy bung, cang bung,
cang nguc, dau hong.

Hiém: moniliase, ning dau, sung hong, héi chimg Mendelson, dot quy.

Heé tim mach:

Hay gip: nhip tim nhanh (bao gém nhip nhanh that va trén Illﬁt), ha huyét ap, nhip tim
cham.

it gip: danh tréng ngyc, chay mau, suy tim, nhdi mau co tim, ngimg tim, rung nhi, block
nhi thit, kéo dai doan QT, ngoai tam thu, thidu mau cuc bd co tim, huyct khéi tinh mach
sau, dau that nguc, xanh xao, ngung tim ngung tho, viém tinh mach.

Hiém: cudng dong nhi, tim to, viém tinh mach huyét khéi, suy tim.

Hé tiéu hoa:

Hay gap: budn ndn, ndn.

it gap: ting them an, nuodt kho, viém da day - rudt, ddy bung, sdu ring, viém da day, viém
loi, xudt huyét tiéu hoa, uf, trdo nguge da day - thuc quan, ap xe quanh rdng, dai tién
khéng kiém ché dugc, chay mau truc trang, viém miéng, viém rudt két, phu ludi, viém tii
mit, loét miéng, moniliase migng, ¢ hot.

Hiém: viém thuc qudn, ndén ra mau, tic rudt, chiay méu loi, viém gan, loét duong ti€u hoa,
viém ludi, tidu ra mau, loét ta trang, gan to, viém tyy.

H¢ noi tiéi:

it gap: suy gidp.
Hiém: budu giap, cuong giap.

Hé mau/Bach huyét:

Hay gap: thiéu mau.
it gap: thiéu mau nhuoc sic, tang bach cau, giam bach cdu (ké cd giam bach cau trung
tinh), bénh hach bach huyét, tang bach cau ua acid, thidu mau hong cau dai.

Hiém: giam tiéu cau, tang tao tiéu cau, dom xuat huyét.

Roi loan chuyén hod/dinh dwing:

Hay gdp: giam cén, tdng creatin - phosphokinase, mét nudc.

it gip: phu, ting duong huyét, ting cholesterol mau, giam kali mau, ddi thao duong, ha
dudmg huyét, ting lipid méu, ting SGPT, khat, ting BUN, ha natri mau, ting SGOT, ting
creatinin, tim xanh, ting phosphatase kiém, bilirubin méu, thiéu mau thiéu sit, ting kali
mau, tang acid uric mau, béo phi.

Hiém: ting lactic-delydrogenase, tang natri mau, gut, phan ung ha dgong hdyet.

Hé co xuwong:

Hay gap: Chuét rat.
it gap: dau khép, nhugce co, bénh khép, dau xuong, viém khdp, yéu ¢o, co thit co, viém thi
thanh mac, bénh co.

Hiem: viém khdp dang thip, tidu co van, viém gin, viém bao hoat dich.

Hé thén kinh:

Hay gap: tram cam, kich dong, phin (ng tam thin phan liét, do gidc, chong déi, 1an lon,
phan ing hoang tudng, ¥ tuong ty van, dang di bat thuong, phan ting hung cam.

6/11

Y




https://ftrungtamthuoc.com/

- - [t gap: cam xac thit thuong, co gidl, co cimg cac chi, mat tap trung, roi loan truong luc,

gian mach, di cam, bét luc, run chan tay, giam cam giac, chong mat, trang théi ngén ngo,

. van ddng cham, lanh dam, tan ¢Ong hoang loan, giam duc ndng, ngu nhiéu, roi loan véin

dong, phan ing hung cam-tram cam, do giac vé thi giac, tai bién mach ndo, van dong chim

- chap, mat nhan cach, mat tri nhd, mé sang, loan vin ngdn, roi loan van dong, hay quén,

) bon chon khong yén, bénh than kinh, cam gidc khé chiu, ting dong, thiéu mau ndo cuc bd,
tang phan xa, mat vén dong, giam nhén thire, suy nghi cham chap.

- Hiém: mit diéu hoa dong tac, con ting van nhan, bi am anh, giam truong luc, hoi ching
miéng-hau, giam phan xa, mat y thie, xudt huyét trong so.

He ho hcfp.'

- Hay gép: viém xoang, kho tho, viém phéi, hen.

- [t gap: chay mau cam, nic, viém thanh quan, viém phoi.

- Hiém: phu phoi, tang tiét dom, tac mach phéi, thiéu oxy, suy hé hap, ngimg thd, khé mii,
ho ra mau.

Da va phan phu da:

- Hay gip: loét da, chay md hdi, da kho.

= 1 gip: ngua, phat ban, trung c4, cham, mat mau da, rung toc, ting tiét ba nhon, vay nén.

- Hiém: ban sin, viém da troc vay, may day.

Gidc quan:

- Hay gip: viém két mac.

- Tt gap: dau tai, kho mit, dau mat, U tai, cudm mit, viém tai gifra, giam vi giac, viém mi
mit, diéc.

- Hiém: nhin doi, hay nhay mdt, sa mi mat, viém tai ngoai, giam thi lyc, s¢ anh sang.

Hé tiét niéu.

- Hay gép: tiéu tién khong ty chu.

- [t gap: hay tiéu tién, khi hu, bi tiéu, viém bang quang, tiéu ra méu, tiéu kho, mat kinh, chay
mau am dao, xudt tinh bt thudmng, suy thin, moniliase am dao, bénh thin, v to & dan ong,
soi than, albumin niéu, dau vi, tiéu dau.

- Hiém: tiéu dém, tiéu nhicu, rong kinh, khong dat cuc khoai khi hoat ddng tinh duc, viém o
tir cung, xudt huyét tir cung, chay sira & nir, s6i ni¢u, cuong dau duong vét.

Théng bdo cho bdc st nhitng tic dung khong mong m uon gap phai khi si dung thuic
QUA LIEU VA XU TRI

Phan Ung phu thuong gz‘lp khi str dyung qua lidu Aripiprazol (mot minh hodc vai cac cht khéc)

trong it nhét 5% cla tat ca cdce trudng hop qua lidu bao gom nén, budn ngu, va run ray; Irong

mét hodc nhidu bénh nhan qua lidu Aripiprazol bao gom nhiém toan, hupg hang, tan
fat, ting
0 dai, nhidm

aspartal aminotransferase, rung nhi, nhip tim chim, hon mé, trang thai |
huye"t ap, ha kali mau, ha huyét ap, hon mé, mat y thirc, QRS kéo dai,
tring phéi, ngimg ho hap, dong kinh va nhip tim nhanh.

Khi gip truong hop qua lidu, sit dung sém than hoat hodc chay than nhan tao c6 thé giam bét
sw hdp thu ctia Aripiprazol. Bén canh d6, nén tién hanh do dién tim, cic bién phap can thiép
duy tri chirc ning hé hép va diéu tri triéu chimeg.
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d LUU Y PAC BIET VA THAN TRONG KHI SU DUNG
Chu y dé phong:

- - Hoi chimg an than dc tink:
Di c6 bao cdo vé mdt hdi chimg c6 kha nang gdy tir vong doi khi duge quy 1a hdi chimg an
than dc tinh khi ding céc thude chéng loan than, ké ca Aripiprazol. Céc biéu hién lam sing
gom st cao, cimg do co. trang thii tam thin thay d6i, va biéu hién l(hong on dinh vé thin
kinh tu chu (mach hodc Iluyu ap khong déu, nhip tim nhanh, toat md hoi va loan nhlp tim).
Cac dau hiéu phu c6 thé g gom: tang creatin phosphokinase, myoglobin nigu, suy than cap.
Viéc chan dodn hdi chimg nay phirc tap. Pé chin dodn, can logi ra nhiing trudng hop co biéu
hién 1am sang gdm bénh niing (nhu viém phdi, nhiém khuan toan than...) va cac déu hiéu,
triéu chimg ngoai thap khong dugc diéu tri hodc diéu tri khonb diy di. Nhiing diéu can quan
tam khac trong chan dodn phén biét gom doc tinh e ché thén kinh phé giao cam trung tam,
cam nhiét, sét do thude, va bénh hé than kinh trung wong nguyén phat. Viée diéu tri hoi chimg
an thén ac tinh ¢6 thé gém:

- Ngung ldp tic thude chéng loan thin va cée thube khac khong cn cho ligu phap phoi

hop.

- Diéu tri triéu chimg va theo ddi tinh hinh bénh.

- Diéu tri moi vin dé y khoa nghiém trong dong thoi voi nhitng liéu phap dac higu.
Khong co su théng nhat chung vé cac ché do dieu tri ding thudc dic hiéu déi véi hoi chimg
an than ac tinh khong phire tap.

Néu mot bénh nhan can diéu tri voi thude chéng loan than sau khi phuc héi khoi hoi chimg an
than ac tinh, can cin nhic viéc dung thudc trd lai. Can theo dai bénh nhén, vi da ¢6 bao cao ve
nhirng tai phat cua hdi chimg an thin ac tinh.

Réi loan vdn dong.

Mot hoi chimg i loan vin déng khong phuc hdi ¢6 thé xdy ra ¢ bénh nhin diéu tri véi cac
thude chnng loan thin. Ty 1é gap phai hoi chimg nay co thé cao nhit & nhing nguoi cao tudi,
dac biét ¢ phu nir cao tudi,

Neuy co xdy ra roi loan vin déng ting khi thoi gian diéu trj va tong lidu tich Iy cua thude
chéng loan than dung cho bénh nhén ting lén.

Chua ¢o tri liéu chuyén bigt doi voi cac trudong hop roi loan vin dong da dugce xdc dinh, tuy
nhién hoi chimg co thé tr thuyén giam, mot phan hodc hoan toan, néu ngimg tri liéu chéng
loan than. Dua trén nhimg cén nhéic nay, c6 thé chi dinh st dung Aripiprazol mét cach phu
hop dé gidm thiéu xdy ra roi loan vén ddng. Nén danh tri lidu chéng loan thin lau dai cho cac
bénh nhin bi bénh man tinh duge biét 1a ¢6 dap img voi thude. Dbi voi cac bénh nhin can
diéu tri 1au dai, nén tim ra liéu nho nhét va thoi gian diéu tri ngin nhét va ¢
sang tot. Nhu céu didu tri can duge dinh ky dénh gié lai. Néu cac dau hiéu vali
loan vin dong mudn xuét hién & mot bénh nhin dang diéu tri voi Aripipraz¢l, nén xem xét

viée ngimg thude.
Thén trong lic ding:
Ha huyét dp t thé:
Aripiprazol ¢6 thé giy ha huyét ap tu thé, co thé do sur déi khang cua thude voi thy thé giao
cam alpha,. Ding Aripiprazol mot cach than trong ¢ bénh nhan da dugc biét ca bénh tim
mach (tién s nhdi mau co tim, thiéu mau cuc bd tim, suy tim va nhing bit thuong ve dan
truyén), bénh mach mau ndo hodc cac didu kién dan toi giam huyét ap (nhu mét nude, mit
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méu va diéu trj véi cac thude chdng tang huyét ap).

Con dong kinh:

oo Pong kinh gdp ¢ 0,1% bénh nhan tam than phén liét ding Aripiprazol ngin ngay. Ciing nhu
véi céc thude tam thin khac, cin dung thén trong Aripiprazol & ngudi co tién st déng kinh
hodc co6 cac dieu kién lam giam ngudng dong kinh, vi du sa st tri twé kiéu Alzheimer. Cac
dicu kién lam giam ngudng con dong kinh ¢6 thé trdi & nguoi cao tudi 265 tudi.

Suy giam nhdn thire va van dong:

Aripiprazol ciing nhu cac thude chdng loan thin khac cfing ¢6 thé lam suy giam nhén thirc
hodic su khéo 1éo vé van dong. Bénh nhan cén than trong khi thao tic cac miy méc dé bi rui
ro, nhu 1ai xe, cho dén khi chic chin ring ding Aripiprazol khong gy tac hai.

Piéu hoa thin nhiét:

Thude tam thin co thé anh hurong xdu tdi kha ning didu hoa than nhiét cua co thé. Can than
trong khi ké don Aripiprazol cho nhimg bénh nhan dang trong diéu kién dé dan toi tang than
nhiét, vi du lao dong qua cing thang, nhiét d6 mdi truong qua cao, hay khi phdi hop véi cac
thude khang cholinergic hodc ¢6 nguy co mal nudc.

Khé nuot:

Roi loan co bop thue quan va sic hay gap khi ding thude chéng loan thin. Viém phoi do sic
ld nguyén nhan hay gap din t&i nr vong & ngudi cao tudi, dic biét & ngudi sa st tri wé
Alzheimer. Cin ding than trong Aripiprazol va cac thude chong loan than khac & ngudi c6
nguy co viém phoi do sic,

T van:

Y nghi t viin vén d& ¢6 & nguoi bénh tim thin, cin luu ¥ chit ché dén bénh nhan, ddc biét
nhirng bénh nhan ¢d nguy co cao trong khi dung thude. Can nhic liéu lugng phii hop voi
nguyén tic diéu tri dé giam nguy co qua lieu.

S dung o bénh nhin cé kém bénh khdc:

B an toan & bénh nhin cao tudi ¢é hénh loan than kém bénh Alzheimer:

Trong mét nghién ciru nho vai liéu tang dan & nguoi gia sa sat tri tué, thay Aripiprazol gy
budn ngu phu thugc liéu ding.Chua danh gia dugce hiéu luc va dé an toan cua Aripiprazol
ding diéu tri nguai loan than kém sa sut tri tug. Khi ké don Aripiprazol cho nhimg ddi twong
nay, can dac biét canh gidc néu bénh nhin co kho khin vé nudt hodc qua budn ngu. Kinh
nghiém lam sang voi Aripiprazol ¢ bénh nhan ¢6 kém theo bénh toan thin con han ché.
Chua ¢6 nghién ciru danh gia sir dung Aripiprazol ¢ bénh nhan vira ¢6 tién str nhoi méu co
tim hodc bénh tim khong 6n dinh.
Pé xa tim tay tré em.

TU'O'NC 'MC THUOC

chf}ng ting huyél‘ ap.

Anh huéng cua cic thude khic ddi vai Aripiprazol:
CYP3A4 va CYP2D6 c6 vai trd chuyén hod Aripiprazol. Nhiing chat cam tmg CYP3A4 (nhu
carbamazepin) co thé lam ting thai trir Aripiprazol va lam giam ham lugng cua thude nay
trong mau. Thude trc ché CYP3A4 (nhu ketoconazol) hojc e ché CYP2D6 (nhu quinidin,
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1 fluoxetin hodc paroxetin) ¢o thé (e ché su dao thai cua Aripiprazol va gdy ting néng do
Aripiprazol trong mau.

.- . Ketoconazol:
Diing ketoconazol (200 mg/ngay, dung trong 14 ngay) phdi hop véi Anplprazoi liéu don 15
mg/ngay lam ting 63% AUC cua Aripiprazol va tang 77% AUC ciia chiit chuyén hoa c6 hoat
tinh. Chm ¢6 nghién ciru voi lidu ketoconazol cao hon 400 mg/ngdy. Khi co phdi hop nhu
trén, cin giam nua liéu thuong dung cia Aripiprazol. Cdc chit e ¢ché manh CYP3A4 (nhu
itraconazol) cling ¢é tac dung nhu trén, do do cén giam liéu Aripiprazol khi dang chung. Chua
c6 nghién ciru cic chit trc ché yéu CYP3A4 (nhu erythromycin, nude buci). Khi ngung dung
thube tic ché CYP3A4, ¢6 thé ting lai lidu aripiprazol t&i liéu thuong dung.

Quinidin:
Phéi hop Aripiprazol lidu don 10 mg/ngdy véi quinidin, chit G ché manh CYP2D6 (166
mg/ngay, dung trong 13 ngdy) s& lam ting 112% AUC cua Aripiprazol, nhung lam giam 35%
AUC cua chit chuyén hoa ¢6 hoat tinh (dehydro-Aripiprazol). Can gidm nira lidu thuong dung
cua Aripiprazol khi phdi hop véi quinidin.
Céc chit e ché CYP2D6b khéc, nhu (luoxetin, paroxetin ¢o thé cling dnh hudng nhu trén va
do dé ciing nén giam liéu Aripiprazol. Khi ngung dung chit re ché CYP2D6 trong phdi hop
thude, co thé ting lai liéu Aripiprazol.

Carbamazepin:
Phéi hop carbamazepine, chat cam tng manh CYP3A4 (200 mg, hai lin mdi ngdy) voi
Aripiprazol (30 mg/ngay) sé lam giam 70% Cmax va 511 tri AU( clia cd Aripiprazol va chat
chuyén hoa cé hoat tinh (dehydro-Aripiprazol) do dé cdn tang gap doi lidu Ar |p1p:azol Liéu
lLrorm__, thém vao can dua vido d4nh gid lam séng. Khi rat carbamazepin ra khoi phdi hop trén,
cdn dung liéu Aripiprazol nhu binh thuéng.
Khong thay anh hudng rd rét cia famotidin, valproat hoéc cua lithium trén dugc dong hoc cua
Aripiprazol.

Anc=h huing ciia Aripiprazol téi cic thude khdc:
Chura thay cac tuong tac duge dong hoc ¢6 ¥ nghia lam sing cua Arlplpmzol vGi céc thude
chuyén hod qua enzym cytochrom P450. Nghlen clru invivo, voi lidu 10 - 30 mg/ngdy, thy
Aripiprazol khong anh huodng (61 chuyén hoa boi cic co chat cia CYP2D6
(dextromethorphan), CYP2C9 (warfarin), CYP2CI19 (omeprazol, warfarin) va CYP3A4
(dextromethorphan). Ngoai ra, Aripiprazol va dehydro-Aripiprazol trong
invitro khong lam thay doi chuyén hoa cua thude khic qua CYP1A2.

nghién ciru

Ruwou: Nhu véi nhiéu thude tam thin khac, bénh nhan can duoc canh bao kh
khi dang dung Aripiprazol.
SU DUNG TREN PHU NU CO THAI VA CHO CON BU
Thoi ky mang thai:
Aripiprazol thude nhom C dbi vi thai ki
Chua c6 nghién ciru ddy du va c6 kiém soét vé tic dung phu cua Aripiprazol 6 phy nir mang
thai. Tuy nhién, trong cic nghién ctru trén ddng vit, Aripiprazol cho thay c6 dgc tinh gdy quéi
thai o chudt va tho. Bén canh do, tré so sinh tiép xuc voi cac loai thude chf}ng loan thén, bao
gdm Aripiprazol, trong 3 thang cudi thai ki ¢6 nguy co bi céc triéu chirng ngoai thap va / hoic
triéu chirng cai thude sau sinh bao gém: kich déng, ting hodc giam truong luc co, run, budn
ngti, suy hd hap va réi loan an uéng. Cac bdo cao cho biét co truong hop tu khoi, ¢6 truong |
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hop can duoc can thiép chuyén sdu v ndm vién kéo dai.
Vi thé, Aripiprazol khong nén duge sir dung trong khi mang thai trir khi loi ich mong doi cho
s . me 1o rét hon nhing rii ro tiém dn cho thai nhi.
Thoi ky cho con bu:
T Aripiprazol bai tiét qua stra, vi thé khong nén str dung cho ngudi me dang cho con bu.
ANH HUONG TOI KHA NANG LAl XE VA VAN HANH MAY MOC
Aripiprazol ¢6 thé gdy chong mat, budn ngu. Vi thé khong nén ding thude khi l4i xe va van
hanh may moc.
DONG GOI: Hop 3 vi x 10 vién nén
BAO QUAN: Noi khé rdo, tranh anh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuin USP 39
HAN DUNG: 36 thang ké tir ngay san XUAL.

Tén co 56 diing ky: CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Dia chi: Phong 09, Lau 10, Toa nha The EverRich 1, S6 968 Puong 3/2, Phdhg 15, Quéan 11,
Thanh Phd H& Chi Minh.

S6 dién thoai: 028.62.622.255 Fax: 028.62.642.568

Tén co sé sin xuit: CONG TY CO PHAN DUQC PHAM ME DI SUN

Dién thoai ¢d dinh : 0650. 3589 036

Bia chi: 521 An Lgi, Hoa Loi, Bén Cat, Binh Duong, Viét Nam

, Pié L/f(mé Chonk
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TO THONG TIN CHO BENH NHAN

(PIL)

. Tén san phim: POZIATS 10 MG

. Cac ciu khuyen cao:

a) “Doc ky huong dan trudc khi ding”, “Dé xa tam tay tré em", “Thong béo cho bac sy
hodic drpe sy nhitng tac dung khong mong muadn gap phai khi sie dung thuoc'';
b) ‘Thuoc nay chi dimg theo don ctia bac sy

. Thanh phén cua thude:
Aripiprazol
Ta duoc

vira du

10 mg

| vién nén.

Lactose, Tinh bdt mi, Natri crosscarmellose, Povidon (PVP) K 30,
Mau xanh brilliant FCF, Magnesi stearal, Talc vira du 1 vién nén

. Mo ta san |1I1§111: Vién nén tron mau xanh, hai mat tron, canh va thanh vién lanh lin

. Quy cach dong goi: Hop 3 vi x 10 vién

. Thuéc dung cho bénh gi?

Aripiprazol la thube chf}ng loan thin khéng dién hinh, duoc chi dinh dé;

- Diéu tri tam than phan li¢t;

- Piéu tri 16 loan ludng cuc cﬁp tinh;

- Ho tro diéu tri roi loan tram cam;

- Diéu trj triéu ching dé kich dong, thay doi tam trang do rdi loa

—  Diéu tri hoi chimg Tourette (khdng kiém soat ngdn ngi).

7. Nén dung thudc nay nhu thé nao va liéu luong?

Theo hreong ddn cua bac st

Licu khoi dau

' A A .
Liéu khuyén cdo

Liéu toi da

Diéu tri tdm thin phan
[iét & nguoi lon

10 — 15 mg/ngdy

10 — 15 mg/ngay

30 mg/ngay

Diéu tri tam than phan
liét & thanh thiéu nién (13
— 17 tuoi)

2 mg/ngay

10 mg/ngay

30 mg/ngay

Diéu tri r61 loan ludng
cuc 0 nguol lon — Pon
liéu

1S mg/ngay

15 mg/ngay

30 mg/ngay

Diéu tri roi loan ludng
cuc ¢ nguol lon - Phoi
hop voi  lithium  hodc
valproat

10 — 15 mg/ngay

15 mg/ngay

30 mg/ngay

Diéu tri réi loan ludng
cuc ¢ tré em (10-17 tudi)
— Bon tr1 liéu hoac phéi
hop vai  lithium  hoic
valproat

2 mg/ngay

10 mg/ngay

30 mg/ngay
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Pidu i rdi loan trdm
cam o:“ng‘u-m ]Cin N .,Ph"? 2 — 5 mg/ngay 5 =10 mg/ngay 15 mg/ngay
hop voi cac thuoce diéu tn
tram cam khac
Pidu tri roi loan tu ky o . . .
' e 2 mg/nga 5~ 10 mg/nga 15 mg/nga
tré em (617 tuoi) sy Ehesy g/ngay
Bénh nhén :
iéu tri hoi ' 2 mg/nga 5 mg/nga 10 mg/nga
biéu tri hoi <50 ke g/ngay g/ngay g/ngay
chimg "
Tourette i 2 mg/ngay 10 mg/ngay 20 mg/ngay
> 50 kg

Aripiprazol dugc udng mét lan mdi ngdy va thai diém udng khdng phu thuge vao bira an.
Khi ding chung véi cée thude khac co gay tuong téc, Aripiprazol duoc khuyén cédo diéu
chinh liéu luong nhu sau:

Thudc dung ddng thoi Liéu Aripiprazol khuyén cio
Céc chit chuyén hoa yéu qua CYP2D6 Diing nira liéu thong thuong

Ding déng thai céc chét chuyén hoa yéu | Ding % liéu thng thuong
qua CYP2D6 va cac chat (e ché manh
CYP3A4 (nhu itraconazol,
clarithromycin)

Cac chat (e ché manh CYP2D6 (nhu | Ding nira licu thén Wrg
quinidin, fluoxetin, paroxetin) hoac ¢

ché manh CYP3A4 (nhu itraconazol,
clarithromycin)

Céc chit tc ché manh CYP2D6 vi Df111g%liét1 thang thudong
CYP3A4

Cac chat cam Ung manh CYP3A4 (nhu | Gap d6i lieu thong thudng trong 1-2 tuan
carbamazepin, ritampin)

8. Khi nao khéng nén ding thude nay?

Qua man vai Aripiprazol hodc bat ky thanh phan nao cta thuoe

9. Téc dung khéng mong mudn

10.

Trong cac thir nghiém ldm sang, tac dung phu chu yéu ddi vai ngudi 1on tudi (210%) 1a
chong mat, budn nén, tao bon, nhire diu, lo au, mét ngu.

Do: v6i cac bénh nhan nho tudi, cic tac dung phu chu yéu (>1 0%) 1a ngi 1i bi, nhirc dau,
roi loan ngoai thap, mét moi, tang sy thém an, mat ngl, non, budn non, viém mii hong,
va tang can.

Thaong bdo cho bdc st nhitng tic dung khéng mong mubn gdap phai khi sie dung thuic.

Nén tranh dung nhimg thude hodc thuc pham gi khi dang sir dung thude nay?

Twong tac cua cac thude khac dbi véi Aripiprazol

Qua trinh c!wyén hoa cua Aripiprazol chiu su anh hudng cia CYP3A4 va CYP2D6. Vi
thé, cac chat cam ung CYP3A4, nhu carbamazepin, ¢ thé lam ting dao thai va giam
nong dd trong mau cua Aripiprazol. Ngugc lai, céc chat ¢ ché CYP3A4, nhu
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11.

12.

13.

14.

15.

16.

17.

18.

ketoconazol, (e ché CYP2D6, nhu quinidin, fluoxetin, paroxetin cé thé 1am giam sy dao
thai v ting nong do trong mau cua Aripiprazol.

Twong tac cua Aripiprazol véi cac thude khac

Aripiprazol khong gy ra cac tuong tac dugc 1dm sang voi cic thuoc chuyén héa boi
enzym cytochrom P450. Trong cac nghién ctru in vivo, lidu tir 10 dén 30 mg/ngdy khong
¢6 dnh huong ding ké dén su chuyén hoa cua cic thudc lién quan dén CYP2DG6
(dextromethorphan), CYP2C9 (warfarin), CYP2C19 (omeprazol, warfarin), vai CYP3A4
(dextromethorphan). Ngoai ra, Aripiprazol khong anh hudng dén céc chat chuyen hoa

qua CYPLA2

Cin lam gi khi mot lan quén khong ding thudic?
Tham khao y kién bac sy

Anh huong 1én kha nang lai xe va van hanh may moc

Aripiprazol ¢6 thé gay chong mit, budn ngu. Vi thé ban khong nén ding thude khi lai xe
va van hanh may moc.

Anh huéng dén phu nir ¢6 thai va cho con bi

Thaoi ky mang thai: Tham khao y kién béc sy

Thoi ky cho con bu:Aripiprazol bai tiét qua sira, vi thé khong nén sir dung cho ngudi me
dang cho con bu.

Cén bdo quan thude nay nhu thé nao?

Noi khé rao, tranh d4nh sang, nhiét dd khong qua 30°C.
Nhing déu hiéu va triéu chimg khi dung thude qué licu

Phan mg phu thuong gip khi sir dung qua lidu Aripiprazol (motminh hodc vdi céc chat
khac) trong it nhét 5% ciia tit ca cac trucng hop qua lidu bao go non, budn ngu, va run
réy; trong mot hodc nhiéu bénh nhin quéd lifu Aripiprazol bao gém nhiém toan, hung
hing, ting men aspartat aminotransferase, rung nhi, nhip tim cham, hon me, trang thai la
lan, co giat, ting huyét 4p, ha kali mau, ha huyét ap, hon mé, mét v thirc, QRS kéo dai,
QT kéo dai, nhiém triing phdi, ngiing ho hap. dong kinh va nhip tim nhanh.

Can phai lam gi khi dung thude qua liéu khuyén cao
Khi gap truong hop qua liéu, sur dung som than hoat hodc chay thdn nhan tao ¢6 thé giam

bot sur hap thu cua Aripiprazol. Bén canh do, nén tién hanh do dién tim, cac bién phap
can thi€p duy tri chire ndng ho hap va diéu tri tridu chimg.

Tén/biéu tugng clia nha san xuat/nha nhip khau/chti 86 hitu gidy phép dang ky san pham
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Nhing diéu cin than trong khi diing thude nay

Aripiprazol nén duoc st dung thin trong ¢ nhing bénh nhan cé bénh tim mach (tién su
nhoi mdu co tim hodc bénh tim thieu méu cuc bd, suy tim hodc cdc bat thudng dan
lruyen) bénh mach mau ndo, hodc cac didu kién do sé khién bénh nhén ha huyet ap (mit
nuae, thé tich tudn hoan, va diéu tri voi cac thude chéng mng huvtl ap).

Sur an toan va hiéu qua cta Aripiprazol trong viée diéu tri réi loan tim than lién quan téi
chirng mat tri nhd chua duoce xdc minh cu theé, vi thé cin than trong khi sir dung, dic biét
khi ¢o cac trigu chimg kho nudt hoac budn ngu qua mie, ¢6 thé dan dén cac chan thuong
do tai nan.

D¢ xa tam tay tré em
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. 19. Khi nao can tham van bac sy
—  Théng bdo cho bac sy nhung tac dung khong mudn khi sftdifig thude

T 20. Ngdy xem xét stra doi lai 1o thang tin cho bénh nhan.

TUQ.CUC TRUONG Jéfmﬁ Ghink
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