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Quetiapin STADA
rxAnn pxAru

M6i vien nen bao phim Quetiapin STADA 25 mg chha:
Quetiapin ........25 mg

fumarat 28,78 mg)

Phong ngta tei phet trong 16l lo?n tuorlg cw
DA phdng ngua t6i phat con hung cim, trlm cdm vd h6n hgp trong r6i loEn
luong.cuc, bqnh nhan da dap Ong voi quetiapin trong ttidu tri r6i ban tuong
cl,c cap tinh nen ti6p tuc di6u tri voi li0u tuong tu. Sau d6 n6n dieu chinh tiAu
ta,y theo dep l?ng lam sang va dung nap coa tung benh nhan, rong khoang
300 - 800. mghgay dtng 2 lAn/ngdy. t6t nhAt n€n dirng lidu m6p ntrdt cO frigu
que de diou tri duy tri.
Ngud,l cao tufil
Ciing nhu cic thu6c tri tam thAn phan liet va diau tri trAm cAm kh6c, quetiapin
ndn dtng than treng & ngudi cao tu6i, dAc bi6t trong giai doan b5t d,u diAu
tri._TAn suAt diAu drlnh liAu cua quetiapin cln ch|m hrn va fieu hAng ngdy
thAp hon so voi ngudi trd, ttry theo dep Ong lam sAng vd dung nap cui tUn6
benh nhan.
Hiou qua diau tri va tinh an toan chua duqc danh gia d benh nhen tren 65
tu6i c6 con trAm cim cia r6i b?n luong cuc.
Tft em ve thanh thi6u nl€n
Kh6ng khuy6n cao dtng quetiapin cho tre em va thanh thi6u nGn duoi 18 tu6i
vi thi6u dO lieu ch0ng minh sri dung d nh6m tu6i nay.
Suy gan
Liou khdi dAu B 25 mg/ngay. C6 thA Eng liAu d6n 25 - 50 mghgey tiy theo
dep Ong lam sang vi dung nqp ddn khi dat duqc higu qui ttiAu ki.
Suy thAn
Khong cen chinh liAu.

CHONG cHlolNH
- Qu5 m5n vdi quetiapin fumarat hay bAt cu thanh phAn nao cua ta duqc.
- Dtng <tdng thdi chAt uc chA cytdchrom P45O 3A4, nhu chdt uc chd HIV-

protease, thu6c kheng nAm nh6m azol, erythromycin, clarilhromycin va
nefazodon.

oring vl ctr6ng mit cO lien quan, nhu budn ngr) th'udng b6t oAu irongj ttroi
gian ttidu chinh liAu kh&i dlu. OiAu niy c6 tha Bm tang sq xu6t hiQn cia chdn
thuong do tai nan (nga), dac biCt E d nguoi cao tudi. Vi vay, bCnh nhan nCn

thNn trgng khi vAn dong d6n khi da quen vOi khA ning tAc ttQng crla thu6c.
- Tim mech: Than tQng khi ding quetiapin d bCnh nhan bi bCnh tim m?ch,

benh mach m6u nao, hoAc cec y6u t6 kh6c dnh hudng d6n ha huy6t ap.
- o1ng kinh: Cing nhu c6c thu6c ch6ng loan thAn kh5c, cln thin trqng khi ttiAu

tri cho benh nhan c6 ti6n si dong kinh.
- HOi chvng thAn kinh ec ilnh: HQi chring thAn kinh 5c tinh lien quan voi diau tri

bAng thu6c ch6ng loan thAn, bao gdm quetiapin. BiEu hiOn l6m sdng bao gdm
s6t &o, trang thSi Em thAn thay ddi, cung co blp, su bdt dn dinh tu d0ng va
teng creatin phosphokinase. Trong truong hqp d6, ngung d0ng quetiapin va
diAu tri y khoa thich hgp.

- Giem bach clu ngham lrpng. Nen ngung ding quetiapin O benh nhSn c6 s6
lugng bach ceu trung tinh < I,0 x 'loel]-. Sau d6 benh nhan nen dugc theo ddi
c6c dAu hieu va trieu chun-g cta nhi6m trung va s6 lugng bach ceu tung tinh
(d6n khi vuqt qu6 '1,5 x 10'/L).

- Cen ndng: Tang cen da dugc b6o c5o d nh0ng benh nhan de dugc di6u tri
voi quetiapin vi cln dugc theo doi va g6m set lam sang thich hgp nhu theo
huong dAn sir dqng thu6c ch6ng bgn thAn.

- Teng Athng huy* Benh nhAn tliAu tri vOi brt ki thu6c ch6ng lo?n then nao
bao gdm quetiapin, nCn dugc theo doi cic dAu hieu vd trieu ch0ng cia ting
dudng huy6t (nhu u6ng nhiAu, ti6u nhieu, an nhiAu vi y6u ot) va bQnh nhen
ttAi thAo tttrdng hofc c6 y6u t6 nguy co benh dai thSo dudng cln dugc theo
d6i thudng xui6n vi€c ki6m soat muc glucose. Cln theo d6i cen ning thudng
thuyCn.

- Upd: Tang triglycerid, LDL vi cholesterol toan phAn, giim cholesterol HDL da
ouqc u5o 

-cao 
tiong cac thri nghiem lam sang voi quetiapin. Thay d6i lipid nen

ttuqc kidm so6t bAng Eim sang thich hqp._
- K6o dei khodng Qi: Cung nhu cac thu6c ch6ng lo4n thAn kh6c, can than

treng khi chi dinh quetiapin & nhung benh nhan c6 bgnh tim mach hoac c6
tiAn su gia dinh c6 khoeng OT k6o dai. Ngoai ra, can than trqng khi chi dinh
quetiapin voi c6c thu6c Em teng khoang QT, ho6c voi thu6c an thAn kinh, dAc
bi0t E d ngudi cao tu6i, d nh0ng bCnh nhan bi hOi chfng k6o dai khoang OT
bAm sinh, suy tim sung huy6t, phi dai tim, ha kali huy6t hoAc ha magnesi
nuy6t.

Oa dugtr: Microcrystallin cellulose, calci hydrophosphat dihydrat, hclose
monohydrat, tinh bot natri glycoht, povidon K30, magnosi st6arat, opadry
h0ns 038284929)
M6i vien nen bao phim Quetiapin STADA 1oO mg chua:
Ouetiapin ......'100 mg

fumarat 1 '15,12 mg)
1 vien

(t6 dugc: Microcrystallin cellulose, calci hydrophosphat dihydrat, hctose
monohydrat, tinh bot natri glycolat, povidon K30, magnesi stearat, opadry
vang 03882923)
Mdi vien nen bao phim Quetiapin STADA 2OO mg chha:
Quetiapin ......200 mg
(tuong duong fumarat 230,24 mg)
Te duqc vfra
(TA duqc: Microcrystallin cellulose, calci hydrophosphat dihydrat, hctose
monohydrat, tinh bot natri glycoht, povidon K30, magnesi stearat, opadry
reng 03828796)

MO TA
Quetiapin STADA 25 mg. Men n6n tron, bao phim nrdu hdng, hai mit khum,
lron.
Quetiapin STADA 100 mgj yren n6n tron, bao phim miu ving, hai mat khum,
mOt m{t khic vacfr, mot mit tron.
Quetiapin STADA 2OO mg. Vien nen dai, bao phim mdu tr6ng, haa mat khum,
mot m{t khSc cho thap, mot m{t tron.

DUqC LlrC HQC
Ouetiapin fumarat E mot thu6c tri ch&ng lo?n Em thAn kh6ng didn hinh thuoc
nh6m dibenzothiazepin. Thu6c c6 ei luc voi thq thd serotonin ($.HTr,
histamin (Hi) va or-, o2-adrenergic clng nhu voi c6c thq thA Dr-, Drdopamin.

Dugc oQNG HQC
Ouetiapin tluqc h6p thu t6t sau khi u6ng vi phin b6 rQng Xhip co ttrA. Hdng
d0 dinh trong huy6t tuong dat dugc khoang 1,5 gO. Khoeng 8306 thu6c gAn
kAt v0i protein huy6t tuong. Quetiapin duqc chuy6n h6a menh d gan chi y6u
bAng sp sulfoxid h6a qua cytochrom P450 isoenzym CYP3A4 va su oxy h6a.
Thu6c duqc thei tru chi y6u d dqng ctr5t ctruydn h6a khong hoat tlnh, voi
khoang 73% liou dUng thai tru qua nuoc tiou vl khoing 20% qua phan. Thdi
gian ban thei khoing 6 tt6n 7 gid.
o0 thanh thai fung binh trong huy6t tuong cia quetiapin giam 30 - 50% d
ngudi cao tu6i so voi ngudi tr6; giam khoeng 25% d nh0ng ngudi suy than
nang (d0 thanh thai creatinin < 30 muphtlul,73 m').
Thu6c duqc phan b6 vdo sria me.

cHlolNH
Quetiapin STADA duqc chi dinh ttiAu t(:

- Tam thAn phen liCt.

- R6i ban lr.rong cr.rc gdm:
+ Con hung cim li6n quan tt6n r6i ban luong cuc.
+ Co,n trAm cdm n{ng trong r6i ban luong c\rc.
+ Phdng ngt a tai phet ren b€nh nhan bi hung cAm, con h6n hgp hoac rAm

cem tru6E d6 c6 dap (mg vdi quetiapin.
LIEU LU9NG vA CACH oUHC

Quotiapln SIADA dugc dUng blng <tuong u6ng, kh6ng phu thuoc vao b(,a
en.
Nguoi lon
Tam then phen fi{,t

- LiAu khdi dAu khuy6n c6o la 25 mg x 2 Dn/ngiy. C6 the teng d6n 25 - 50 mg
x 2 hoAc 3 Bn/ngay vAo ngAy thri 2 hoAc thr? 3, ta/y theo dung n?p, tldn lilu t6i
da 3OO - 4OO mg/ngay chia Bm 2 hoAc 3 lAn vio ngiy thri 4.

- Tl:, ngay thu 4, nen dieu chinh lidu trong khoang hieu qua thudng dtng la 300
- 450 mg/ngay. Tiry theo tl5p Ong Em sang va dung nep cia tirng bgnh nhan,
c6 thA didu chinh liAu trong khoang 1 50 - 750 mg/ngay.
Con hung cdm ilan quan ddn t6i loln ltrtng cW

- Lidu khOi deu E 1oo mg vao ngay tho nhAt, 200 mg vao ngay tho 2, 300 mg
vao ngay thr} 3 va 4OO mg vao ngay thu 4; lieu chia l3m 2 lAn/ngAy. Sau d6 c6
tha Eng d6n 800 mg/ngay vao ngay thu 6 voi buoc Eng liau kh6ng que 200
mg/ngey.

- Lidu c6 th6 duqc diAu chinh tuy theo dAp Ong va dung nap d6n khoang
thudng ding E 4oo - 8oo mg/ngay, tuy nhi€n liAu 2oo mg c6 tha thich hqP d
mot vai benh nhan.
Trlm cdm trong r6i loen ltrtng cyc
LiAu khdi dAu dso mgx I lArVngiy u6ng tnroc khi di ngt, Eng d6n 100 mg
vao ngay thri 2, 200 mg vao ngay tho 3 va 300 mg vao ngAy tho 4. Sau d6 c6
lhe t6;9'lieu dgn 400 mg vdo ngdy thri 5 va 600 mg vAo ngdy thr? 8 n6u cln.
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- Ngung thu6c: TdQu chung ngung thu6c crp tinh nhu mdt ngi, budn nOn, <tau
dlu, ti€u chdy, nOn mrla, ch6ng mat va kh6 chiu dg dugc mO ta sau khi
ng[rng dot ngot quetiapin. Ngung thu6c tt, lu trong khoeng thdi gian it nhrt 1 -
2 tuan.

- Benh nhan cao tudi bi fii lonn ten then co ilen quan din ntt td nho:
Ouetiapin khong duqc chrp thuAn de diAu tri r6i b?n tam thAn li€n quan tt6n
chrlng mrt tri nho.

- Anh hrrtng gan; N6u vdng da ti6n trien, nen ngung dtng quetiapin.
- Chltng khd nu't: Chring kh6 nu6t va sy hit thO da dugc b6o c6o voi

quetiapin. NOn dUng th6n trqng quatiapin d nhong benh nhen c6 nguy co bi
vi6m phoi.

- Huy't kh6i (lnh mAch (VTE): CAc trudng hgp nuy6t rfr6i tinh mAch (VTE) da
duqc b6o c6o voi cac thu6c ch6ng logn thln. Do benh nhan duqc diAu ri
b5ng thu6c ch6ng loan thAn thudng c6 c6c y6u t6 nguy co mlc phii c0a bQnh
WE, tet ce c5c y6u t6 nguy co cia bgnh VTE cln ttugc x6c dinh truoc va
trong khi diau ki voi quetiapin va d6nh gie du phdng.

- Lactose: Quetiapin STADA c6 chua lactose. Kh6ng nan ding lhu6c nay cho
bgnh nhen kh6ng dung nAp galactose di truyAn hi6m g{p, thi6u hut Lapp-
laclase hay kem hAp thu glucose-galactose.

TUONG TAC THUOC
- Cdc thu6c dnh huilng d6n enzym gan:
+ CAc ch6t uc ch6 cytochrom P450 (CYP) isoenzym 3A4 (nhu eMhromycin,

fluconazol, ilraconazol, ketoconazol): Tdng n0ng d0 quetiapin trong huy6t
luong.

+ C5c ch6t cam ung CYP3A4 (nhu cac barbiturat, carbamazspin, c6c
glucocorticoid, ph6nytoin, rifampin): Tdng chuy6n h6a quotiapin vd gidm ndng
dO quetiapin trong huy6t tuong. CAn thi6l cO lhA oAu chinh tidu n6u ult oAu
dung cac thu6c ney hoAc ngung ding d benh nhen dang u6ng quetiapin.

- Cdn: Teng tac dong tr6n hC than kinh trung uong, Tranh ding thuc u6ng co
con trong khi ttiAu ln beng quetiapin.

- Cimetidin: Dung Ctdng thdi cimetidin (400 mg x 3 lan/ngay trong 4 ngay) va
quetiapin ('150 mg x 3 Bnhgay) Bm giam d0 thanh thai trung binh cta
quetiapin khoeng 207o. Tuy nhi6n, khong cln diAu chinh liau queliapin.

- Cdc thu6c ha huyCt dp: Tang tec dong ha huydt ap.
- Levodopa ve cec chet 66i khAng .topamin: fac 60ng d6i khang.

- Lorazepam: Dnng ctdng thdi lorazepam (250 mg x 3 lArvngay) va brazepam
(liau don 2 mg) lam giam d0 thanh thai trung binh cia lorazepam khoeng
20o/o.

- Phenytoin: Dirng ttdng thdi quetiapin (250 mg x 3 lAn/ngay) va phenytoin ('l OO

mg x 3 Arvngay) lam teng d0 thanh thai quetiapin len 5 lAn. CAn ting liAu
quetiapin, thAn trgng n6u ngung dung phenytoin va thay th6 blng mQt thu6c
khong cam ung CYP3A4 (nhu valproat).

- Thioidazin:flng d0 thanh thai quetiapin <ludng u6ng.
- Cec thu6c 6c d,ng ilen he thAn kinh trung wng kheci Ting tac dong.
PHU NU CO THAI VA CHO CON BU

Phy nO c6 thai
Tinh an toan va hiCu que cta quetiapin trong que trinh mang thai d ngudi
chua dugc thi6t lAp. Do d6, chi dtrnq queliapin lrong qua trinh mang thai n6u
lqi ich di6u tri cao hon nguy co tiem an.
Phy nO cho con b0
Quetiapin hiCn diCn va ph6n b6 vdo soa m9 vdi lugng tuong d6i it. Do d6 phv
n0 dang cho con bt ranh cho con b0 khi dang ding queliapin.

Arx nudruo rnEN KHA NANG LAr xE vA vAN HANH MAy MOc
VOi t5c ttgng chl] y6u tr6n hg than kinh trung uong, quetiapin c6 the anh
hudng tt6n c6c hoat d0ng ddi hdi su tinh t6o va c6 thd g6y budn ngi. Vi vay,
benh nhen khdng n6n l6i xe hay vAn hanh may m6c.

TAc DUNG KHONG MoNG MUON
RAt thudng gdp (AOR zlho), thtrtng gAp (1/100 3 ADR <lnq, il glp fin000
s ADR <1/1oo), hi6m gap (1/1o.ooo 3 ADR < 1/1ooo) ve rdt ni$m gAp (ADR
<1/10.ooo).
Ril thtrtng gCp

- Meu ve he bach huydt: GiAm hemoglobin.
- Chuyen h,a ve dinh dvhng: Tdng triglycerid huy6t thanh, tSng cholesterol

todn phAn (cht y6u la LDL cholesterol), giam HDL cholesterol, tang cen.
- He thAn kinh: Ch6ng m{t, budn ngi, dau dAu.
- Ii6u hda: Kho mieng.
- Ioe, th6r: Ngung trieu ch(rng.

Tht"?dng gilp
- Meu ve he bach huylt: Giam bach clu, gidm s6 lugng bach clu trung tinh,

t6ng bach cau ua acid.
- NOitdl: Tang prolactin huy6t, giam T. toan phan, giam T. tLr do, giam T3 toan

phAn,lang TSH.
- Chuy€n i6a ve dinh drrtng: Tdng them dn, glucose m6u tang l6n dan d6n

ting muc glucose huy6t.
- Tem thAn: Mo bAt thudng va 6c mong, i dinh tq tli va hanh vi tu tir.
- He thAn kinh H9i chung ngoai th5p, loan ngon ngo, nget.

- Tim mAch:Nhip tim nhanh, d5nh tr6ng ngr,rc.
- Mdlri Nhin md.
- Mach: Hahuy6t ap tuth6.
- H0l,rp: Kho thd, viem moi.
- Tieu h'a:Teob6n, kh6 ti6u, ndn m0a.
- Gan-mat: Ting cic transaminasB alanin aminotransferase huy6t lhanh (ALT,

AST), tdng moc gamma-GT.
- Toan then: Suy nhuqc nhg, pho ngoai bien, kh6 chiu, s6t.

h sdp
- Meu va he b?ch hult: Giam teu cau, thi6u mAu, giam s6 luqng ti6u cAu.
- HO mign dich: Qu5 m5n (bao gdm ci phan rrng di ung da).
- ivo, fr6rj Giam T3 tV do, nhuqc glap.
- Chuyan h'a va dinh dutng: H? natri huy6t, tiAu dudng.
- H€ thAn kirt: Oong kinh, hoi ch0ng chen khong nghl, r6i loan van dong

tardive.
- Tim mach: K6o dai QT, nhip tim cham.
- TEu h'a:Kh6nu6l.
- S,inh sdn va vr.'R6i loan ch0c neng sinh dvc.

Ht6n glp
- Meu va he bach tuydf MAt b?ch clu hat.
- ChuyCn h6a ve dinh duhng: Hei chung chuyan h6a.
- Tem thAn: Mong du va phan Ong c6 lien quan nhu n6i trong loc ngt vi giAc

ngi lien quan O6n r6i to4n an u6ng.
- Mecl,: Huy6t kh6i tinh mach.
- Leu r,der Vi6m tuy.
- Gan{nat: Vang da, vlom gan.
- H€ sinh sen: Cvong duong, chAy nhidu s0a, sung v0, r6i lo?n kinh nguygt.
- Toen then: Hoi chrrng u than kinh ac tinh, h? than nhiet.
- Khec:feng creatin phosphokinase huy6t.

RCt hl6m sAp- He mi6n dich:Phan ung phan v6.
- NOi ti't: R6i loan ti6t hormon ch6ng bai niou.
- Da ve mO duoi daj PhU m?ch, hoi chong Stevens-Johnson.
- Co xlong va mO rren kCl: TiCu co van.
OUA LIEU vA xu TRI

Trieu ch0ng
Thong thudng, cec d6u hiqu va figu chfng duqc ghi nhan la k6t qua cl]a su
teng qu6 moc nh0ng tac dvng_dugc ry de bi6t cia thu6c nhu ngt ga va an
thAn, nhip tim nhanh va h? huy6t 6p. Tr) vong da dugc b6o ceo trong cac thi
nghiem lam sAng sau quA liou cAp tinh d 13,6 g. Tuy nhi6n, khong tli vong
c0ng dugc b6o c6o sau khi qua liAu c6p tinh <!6n 30 g.
Ngoai ra, cec trudng hqp Eau day da dugc b6o ceo fong don tri qu6 liau vdi
queliapin: K6o dai QT, co giat, tinh trang dong kinh, tieu co van, suy hO hdp,
bl ti6u, l0 l.n, mE sdng va/ hoic kich dong. Benh nhan c6 bgnh tim m?ch
n6ng tru6c d6 c6 thd c6 nguy co cao v0 tac dong cria qu6 liau.
Xitrt
Khong c6 thu6c gidi doc dAc higu vdi quetiapin. NCn xem x6t kha ning do
dirng nhiAu thu6c trong truong hqp qui liau cAp, va lieu trinh ch6m s6c dAc
biet duqc khuy6n cjo, bao gdm viCc thi6t Bp va duy tri thong khi, dam beo h0
h6p vd cung cip dAy dn ory, theo d6i vd h6 lrq hC tim mach. Khi ngen chAn
su hAp thu trong que liAu chua duqc nghien cuu, thLrc hiCn bign phep ria d?
dey khi ngo doc nAng trong vdng mot gid sau khi u6ng. DUng than hoat tinh
n6n dugc xem x6t.
Trong tudng hqp qua lieu quetiapin h? huy6t ap bang vat V tri lieu voi cdc
bien phep thich hqp nhu truyAn dich tinh m?ch vd/ hoic thu6c cuong giao
cCm. Tr6nh dtng epinephrin va dopamin, vi kich thich beta co thA gey ha
huy6t ep qua muc khi dtng cac thu6c chqn alpha g6y cdm ung quetiapin.
Theo doi chit che cho toi khi bCnh nhan h6i phrJc.

BAO OUAN : Trong bao bi kin, noi kho. Nhiet d0 khong que 3ooc.
HAN DUNG : 36 thang k6 tu ngAy sdn xuAt.
OONG GOI : Vi 10 vi6n. HQp 3 vi.
TIEU CHUAN AP DttNG: Ti6u chuAn nhe san xurt.

Dd xa tAm tay trd em
Khilng dnng thu6c que thoi h?n sb dtrng

ogc ky httotg ddn sti oyng tniac xni dlig
N6u cen thom thong tin, xin h'i Y ki6n bec si

Thong beo cho bec si nhhng $c dyng khflng mong mu6n
g\p phel khi si, dtlng thu6c

Ngay duyet n1i dung toa: 10/0A201 7

STADA

Nhe san xu6t:

Chl nhlnh C6ng ty TNHH LD STADA-VIET 0'

56 40, Oai l0 Tu Oo, KCN Viel Nam-Singapor€,
Thi xa Thugn An, Tinh Binh Duong, Vi6t Nam.

DT: 1+A4.659' arUrOT0-3767471 - Fax: 1+84-6591 37674Un
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