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Quetiapin STADA

(ta dugc: Microcrystallin cellulose, calci hydrophosphat dihydrat,
monohydrat, tinh bot natri glycolat, povidon K30, magnesi stearat,
vang 03882923)
MAi vien nen bao phim Quetiapin STADA 200 mg ch(te:

THANH PHAN
M6i vi6n nen bao phim Quetiapin STADA 25 mg ch?a:
Quetiapin ........25 mg

fumarat 28,78 mg)
1 vien

(T6 duqc: Microcrystallin celluloss, cabi hydrophosphat dihydrat, lactose
monohydrat, tinh bot natri glycolal, povidon K30, magnesi stearat, opadry
hdng 038284929)
Mdi vien nen bao phim Quetiapin STADA 1oo mg ch(ra:
Ouetiapin ......'100 mg
(tuong duong quetiapin fumarat 115,12 mg)
T6drrpEvuadi ............................1 vien

lactose
opadry

fumarat 230,24 mg)

Phbng ngiira Al phettrcng 16l loen hrtnO ctE
OA phong ngt a t6i phet con hung cim, trAm cAm vi h6n hqp trong r6i toqn
luong cL?c, benh nhan de dep Ong vdi quetiapin trong <lidu trl r6i loan luong
qlc cap tinh nen ti6p tuc diAu tri vOi liAu tuong tU. Sau d6 nen diau chinh liAu
tty theo dap rng 6m sang va dung nap crla tirng benh nhan, trong khoang
300 - 800. mg/ngay dung 2 BrVngdy. l6t ntrdt nen dung liAu th6p nh{t c6 higu
qua dd diou fi duy tri.
Ngt Ot caoudl
Cong nhu c6c thu6c tri tam thAn phan li6t va diAu tri trAm cim kh6c, quetiapin
nen dung than treng O ngudi cao tu6i, dAc bigt tmng giai ooqn uat oAu oidu
tri._TAn suAt diAu chinh liAu cua quetiapin cln chim hon vi liAu hlng ngdy
thSp hon so vdi nguoi tr6, tuy theo dep Ong lam sang vi Oung nqp cua trin!
benh nhan.
HiQu qui ttiAu tri va tinh an ban chua duqc denh gia d benh nhan ken 65
tudi c6 con trem cCm crla r6i ban luong cuc.
Trd om va thanh thi6u nbn
Kh6ng khuy6n c6o dUng quethpin cho re em va thanh thi6u ni€n dudi 1 I tu6i
vi thiAu dO liou chrrng minh sri dung & nh6m tu6i nay.
Suy gan
LiAu khdi dAu E 25 mghgay. C6 rrd tang [Au d6n 25 - 50 mg/ngay tuy theo
d5p Ong lam sang vA dung nqp d6n khi dat duqc hieu qud OAu tri.
Suy thAn
Kh6ng cln chinh liAu.

GHoNG cHl olNH
- Qu6 mln voi quetiapin fumarat hay Mt cO mann phAn nio cua lA duqc.
- Dirng tt0ng thdi ch5t uc ctr6 olocnrom P45O 3A4, nhu chit Oc ch6 HIV-

protease, thu6c kheng n6m nh6m azol, eMhromycin, clarithromycin va
nefazodon.

- Tim m?ch: Than treng khi dUng quetiapin d bgnh nhan bi benh tim mach,
benh mach meu nao, holc c6c y6u t6 khec anh hudng d6n ha huy6t 6p.

- OOng kinh: CUng nhu c5c thu6c ch6ng loqn thAn khac, can than treng khi diAu
tri cho benh nhan c6 $an si 60ng kinh.

- HOi chhng then kinh ec Unh: H9i chung than kinh 6c linh lien quan vdi diau ri
OAng thu6c cn6ng bqn thAn, bao gdm quetiapin. Bi6u hign lem sang bao gdm
s6t cao, trang thai Em thAn thay o6i, cung co bap, su bAt 6n dinh tu dong va
teng creatin phosphokinase. Trong tn dng hgp d6, ngung ding quetiapin va
diCu tri y khoa thich hqp.

- GiAm *ch cAu nghEm t/png. Nen ngung dtrng quetiapin d bgnh nhan co s6
luqng bach clu trung tinh < 1,O x 100/L. Sau d6 benh nhan nCn dugc theo d6i
cdc dAu higu va trigu chong cua nhi6m trung va s6 lugng b?ch cau trung tinh
(tt6n khi vuqt qu6 1,5 x 1o'o/L).

- Cen nAng: Tang cen da dugc b6o cao O nhong bCnh nhan da duqc diou tri
v6i quetiapin va can duqc theo doi va gi6m s6t lam seng thich hgp nhu theo
huOng d5n sri dqng thu6c ch6ng loan thAn.

- Teng atung nuy& aCnn nndn oiau tri vdi bCt ti tnu6c ch6ng lo?n thAn nao
bao gdm quethpin, nen dugc theo doi cec d5u hiQu vi triCu chong cta tang
oudng huy6t (niru u6ng nhiAu, tidu nhilu, in nhiAu vd y6u Ot) va bCnh nhen
d6i th5o ttutng ho{c c6y6u t6 nguy co benh dai theo duong cln dugc theo
doi thudng xuy6n viec ki6m soet muc glucose. CAn theo d6i c6n nang thuong
thuyen.

- Uprd: Ting triglycerid, LOL va cholesterol toen phAn, giem cholesterol HDL da
Ouqc b6o ceo tiong cac tho nghiem lAm sing voi quetiapin. Thay d6i lipid nen
tluqc kiam so6t blng Em sang thich hqp.

- K6o dai khodng Qi: C0ng nhu c6c thu6c ch6ng ban thAn khec, can than
treng khi chi dinh quetiapin & nhong benh nhan c6 tlCnh tim m?ch ho{c co
tion sri gia dinh cO khoang QT k6o dai. Ngoai ra, can than rgng khi chi dinh
quetiapin vdi c5c thu6c lam tang khoang QT, hoac voi thu6c an thAn kinh, dAc

biet B & nguoi cao tu6i, d nhong benh nhan bi hoi chung k6o dai khoang OT
bAm sinh, suy tim sung huy6t, phi d?i tim, ha kali huyot hoac ha magnesi
truy6t.

............................... 1 vien
Oa duqc: Microcrystallin cellulose, calci hydrophosphat dihydrat, lactose
monohydrat, tinh bot natri glycolat, povidon K30, magnesi stearat, opadry
trrng 03828796)

MO TA
Quetiapin STADA 25 mg. Vi6n nen trdn, bao phim mdu h6ng, hai mAt khum,
tron.
Quetiapin STADA 10o mg: VrOn n6n tron, bao phim meu vang, hai mAt khum,
mot m{t kh6c vach, mot mAt tron.
Quetiapin STADA 2OO /rg. Vien n6n dai, bao phim miu tr6ng, hai mat khum,
mot m{t kh6c chrT thap, mot mat tron.

ougc LLrc H9c
Quetiapin fumarat B mot thu6c tri chfng loan tam thAn khong 6iAn hinh thuoc
nh6m dibenzothiazepin. Thu6c c6 ai luc voi thv the serotonin ($HT2),
histamin (Hr) va o1-, o2€drenergic clng nhu voi cac thv the Dr, Drdopamin.

Dugc oQNG HQC
Quetiapin ttuqc h6p thu t6t sau khi u6ng vi phan b6 Ong fhAp co th6. Ndng
d0 dinh trong huy6t ttrong dat dugc khoang 1,5 gid. Khoang 83% thu6c g5n
k6l vdi protein huy6t tuong. Quetiapin duqc chuydn hoa mqnh d gan chi y6u
bAng sp sulfoxid h6a qua cytochrom P450 iso€nzym CYP3A4 va su ory hoa.
Thuoc dugc thai tru ch0 ydu d dang clat chuyen h6a kh6ng hoet tinh, vdi
khoeng 73% liAu ding thai tru qua nudc tidu vA khoAng 20% qua phan. Thdi
gian b6n thai khoAng 6 tt6n 7 gid.
OO thanh thai trung binh trong huy6t tuong cua quetiapin giam 30 - 50% d
ngudi cao tu6i so vdi nguoi tr6; giam khoang 25% d nhirng ngudi suy than
n{ng (da thanh thai creatinin < 30 ml/ph0ul,73 m1.
Thu6c duqc ph6n b6 veo slia mg.

CHIDINH
Ouetiapln STAOA duqc chi dinh ttiau tri:

- Tam thAn phan liet.

- R6i loqn luong cuc gdm:
+ Con hung cdm li€n quan tl6n r6i bqn luong cuc.
+ Con trAm cim nang trong r6i ben luOng cuc.
+ Phong ngira tai phet ren benh nhan bi hung cem, con h6n hgp hoAc rAm

cam tn dc d6 c6 dap ung voi quetiapin.
Lreu LUqNG vA cAcH DUNG

Quetiapin SrADA duqc ding bAng dudng u6ng, kh6ng phv thuoc vao bira
en.
Nguoi lon
Tem thln phen fiEt

- Lidu kh&i dAu khuyAn c6o la 25 mg x 2 lArvngay. C6 thd teng d6n 25 - 50 mg
x 2 hoac 3 lArVngdy vdo ngdy lhr, , ho{c thu 3, tty theo dung nqp, t!6n liAu t6i
da 300 - 400 mg/ngiy chia ldm 2 hoAc 3 lan vao ngey tho 4.

- Tu ngay thu 4, nen dieu chinh liau trong khoang hiCu quA thutng dr)ng la 300
- 450 mg/ngay. Ti,y theo d6p ung lim sing va dung nap cta tung benh nhan,
c6 thd diAu chinh liau trong khoang 1 50 - 750 mghgay.
Con hung cem il6n quan <!6n 16l loqn ltrtng cW

- LiAu khdi dAu li 100 mg vao ngaythu nhrt, 200 mg vao ngaytht 2, 300 mg
vao ngay thu 3 va 4OO mg vao ngay thu 4: liAu chia Bm 2 Bn/ngay. Sau d6 c6
th6 Eng d6n 800 mg/ngay vao ngay thu 6 voi budc Eng liou khong que 200
mg/ngay.

- Litu c6 tha duqc 6rAu chinh tty theo dep rrng va dung nqp ddn khoAng
thudng ding B 4OO - 8OO mg/ng,y, tuy nhi6n liAu 200 mg c6 the thich hqp d
mot vai benh nhan.
TrAm cdm trong rit toen ltrtng cW
Lieu kh&i dAu dso mg x 1 lAn/ngay u6ng truOc khi di ngi, ting tt6n 10o mg
vao ngay thu 2, 2OO mg vao ngay thu 3 va 300 mg vao ngay tho 4. Sau d6 c6
th0 E;gjiAu d6n 4oo mg vao n95y th& 5 va 600 mg vao ngdy tn0 a n6u cln.

THAN TRQNG
- Tq tt / y nghl tV tli holc Em sdng xdu f/: Benh nhan c6 tiAn sr) ve c6c khi

ning li6n quan ddn tL? tO, hoic nhong bidu hi€n deng chri y coa y nghi tu tr)
truOc khi b6t dAu diou tri duqc bi6t la c6 nguy co cao coa y nghi tu tri hoac c6
gSng tu tri vi can duqc lheo d6i cAn than rong khi diAu tri.

gian oiau cninh liAu khdi dAu. oiau niy c6 th6 uh tang srr xudt hDn c0ichdn
thtong do tai n?n (nga), dAc biet B & ngudi cao tudi. vi vay, benh nhan nCn

thAn reng khi vAn dong d6n khi da quen vdi kha nang tac dong cua thu6c.
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- Ngung thudc: Trieu chung ngung thu6c cdp tlnh nhu mAt ngt, budn n6n, ttau
dAu, ti6u chiy, non mria, ch6ng mAt vC kh6 chiu da dugc m0 ta sau khi
ngung dot ngol qustiapin. Ngung lhu6c tu lu trong khoeng thdi gian it nhAt 1 -
2 tuAn.

- Benh nhtn cao tu^i bi 6i toan t€m then co fien quan d€n m*t td nho:
Quetiapin kh6ng dugc chdp lhuAn dA diAu tri r6i loan tem thAn li6n quan ddn
chung m6t tri nhd.

- Anh htrtnggan: Ndu vdng da ti6n lriAn, n6n ngLpng dUng quotiapin.
- Chung kh6 nu6t: Chung khd nu6t vA sr.r hit thd da duqc beo c6o voi

quetiapln. Nen dUng than fgng quetiapin O nhong benh nhan c6 nguy co bi
viem phdi.

- Huy,t kh6i tinh mach (VTA: Cec trudng hgp huy6t kh6i tinh mach (VTE) da
dugc b6o c6o voi c6c thu6c ch6ng ban thAn. Do bgnh nhan dugc diAu tri
bAng thu6c ch6ng loen thAn thudng c6 c5c y6u t6 nguy co mlc phii cria bpnh
VTE, tet ce c6c y6u t6 nguy co cia bonh VTE cln ttuqc xec dinh truOc ve
kong khi diAu tri voi quetiapin va d6nh gia du phong.

- Lacfose: Quouapln STADA c6 chua lactose. Kh6ng nen dtng thu6c ney cho
benh nhan khong dung nap galactose di truyan hi6m gip, thi6u hvt Lapp-
lactaso hay k6m hdp thu glucos+galactos€.

TI,rONG TAC THUOC
- cec thu6c enh huOng dln enzym gan:
+ C6c ch6t Oc ch6 cytochrom P450 (CYP) isoenzym 3A4 (nhu sMhromycln,

fluconazol, itraconazol, ketoconazol): Ting ndng d0 quetiapin trong huy6t
tuong.

+ C6c chdt cdm ung CYP3A4 (nhu c6c barbiturat, carbamazepin, c5c
glucocorllcoid, phenytoin, rifampin): T6ng chuy6n h6a quetiapin va giam n0ng
dO quetiapin trong huy6t tuong. cAn thi6t c6 tha diAu chinh liAu n6u b6t ttAu
d0ng cdc thudc ndy hoac ngung dung & benh nhan dang u6ng quetiapin.

- Cdn: Ting t6c dong trcn hC than kinh trung uong. Trenh dtrng thuc u6ng c6
con trong khi diAu tri blng quetiapin.

- Cimetidin: Dirng ddng thdi cimstidin (4OO mg x 3 lAn/ngey trong 4 ngay) va
quetiapin ('150 mg x 3lArvngay) lam giam di thanh thai trung binh cia
quetiapin khoang 2Oo/o. fuy nhien, kh6ng cln diAu chinh liAu quetiapin.

- C6c thudc ha huydl dpr Teng t6c dOng ha huy6t ep.

- Levodopa va cec cnet 66i kheng dopamin: Tec 6}ng d6i kheng.

- Lorazepam: Dtng tldng thdi lorazepam (250 mg x 3 lArvngay) va brazepam
(liAu don 2 mg) ldm gi6m d0 thanh thai mng binh cia lorazepam khoang
20o/o.

- Phenytoin: otng adng thdi quetiapin (250 mg x 3 lenhgay) va phenytoin (100
mg x 3 lAn/ngdy) lem tang d9 thanh thai quetiapin l6n 5 lAn. CAn tdng liAu
quetiapin, thAn treng n6u ngung ding phenytoin va thay th6 blng mgt thu6c
khong cam ung CYP3A4 (nhu valproat).

- Thioidazin:feng d0 thanh thei quetiapin dulng udng.

- Cec thu6c 6c d1ng fien he thAn kinh trung tMng khecr Teng tac dong.
PHU Nr..r C6 THA| VA CHO CON BU

Phy no c6 thai
Tinh an toan vd hi€u qud cta quetiapin trong qua trinh mang thai d ngudi
chua dugc thi6t lap. Do d6, chi da,ng quetiapin trong qua trinh mang thai n6u
lqi ich diAu t0 cao hon nguy co tiAm 5n.
Phu nO cho con btl
Quetiapin hien diCn va phan b6 vao soa m9 voi lugng tuong d6i it. Do d6 phu
nO dang cho con b[ tr6nh cho con b0 khi dang ding quetiapin.

Ar,rx xu0ne rnEN KHA NANG LAr xE vA vAN HANH MAy Moc
Vdi t6c dong chi y6u tren hg thAn kinh trung uonq, quetiapin c6 tha enh
hudng d6n c5c hoat dong doi hdi s!, tinh t6o va c6 th6 giy budn ng0. Vi vAy,
bCnh nhan khong nen l6i xe hay v€n hanh mey m6c.

TAc oUNG KHONG MONG MUON
RAt thudng gAp (ADR >1h0), thudng gAp fi/1 00 s ADR <1/1 0), it gAp fi/1000
s ADR <1/1OO), hi6m gAp 0/10.000 s ADR < 1/1000) ve ret hi6m gap (ADR
<1/10.000).

Rdt thudng gAp
- Mdu vd h€ bach ruyCf Giiim hemoglobin.
- Chuy€n hda vd dinh dtrtng: ISng triglycerid huy6t thanh, teng cholesterol

toan phAn (cht y6u ld LDL cholesterol), giem HDL cholesterol, tang c6n.
- He then kinh: Ch6ng mAt. budn ngri, ttau t!Au.
- Ii6u ida: Kho migng.
- Ioanfi,en:Ngung triCu chung.

Thtrdns silp- Mdu vi ie Oacn huydt: Giem bach clu, giAm s6 lugng bach cAu trung tinh,
tdng b?ch cAu ua acid.

- /VOi tidl: Teng prolaclin huy6t, giem T. toan phAn, giam T. tu do, giam T3 toan
phAn, reng TSH.

- Chuyin i6a va dinh d&ng Ting them en, glucose mau t6ng l6n dln tt6n
tang m(rc glucose huy6t.

- Tem thAn: Mo bdt thudng va ec mong, y dinh tu t0 va hanh vi tu tli.
- He thj,n kinh:HOi chung ngoai thAp, loan ng6n ng0, ng6t.

Iil7, ma6h. Nhip tim nhanh, denh tr6ng nguc.
Mrti Nhin md.
Mgcr,; H? huy6t ap lu th6.
H0hAp:KnO![:.d,vi6m moi.
nqu haa: Teo b6n, kh6 tieu, non mia.
Gan-mAt Teng cec lransaminase alanin aminotransferase huy6t lhanh (ALT,
ASD, teng muc gamma-GT.
Ioa, lfenj Suy nhugc nhe, ph0 ngoai bien, kh6 chiu, s6t.
k cap
Mdu vd h0 bach huylf Gidm tigu clu, thi6u m5u, gidm s6 lugng ti6u cAu.
He mign dich: Que men (bao gdm ce phan Ong di ung da).
IVoi t dtj Giam T3 tg do, nhuqc giep.
ChuyCn h6a ve dinh dtrtng: Ha natri huy6t, UAu ttudng.
He thAn kinh: oong kinh, hoi chung chan kh6ng nghi, r6i loan van dong
tardive.
17m mAch: Keo dAi QT, nhip tim cham.
TEu hoa: Kh6 nu6t.
S,hh sdn vd vrr R6i loan chuc nang sinh dr,rc.
Ht6m slp
Meu v, he bgch huy*f: MAt b?ch cau hat.
ChuyCn h6a ve dinh dutng: Hli chung chuyAn hoa.
Tem then: Mong du va phan ung c6 li6n quan nhu n6i trong luc ngt vd gidc
ngi li6n quan o6n r6i toqn in u6ng.
Mech: Huydtl kh6i tinh mach.
Tieu h'a: Viem l\y.
Garflat: Vang da, viem gan.
He sinh sen: Cvong duong, chdy nhiAu soa, sung v0, r6i loan kinh nguyet.
Toen then: Hii ch,ng u than kinh ec tinh, h? than nhigt.
Khec: f;ngcreatin phosphokinase huy6t.
Rit ht$m ilp- He miEn dich:Phen ring phan vg.

- N.,i fiet R6i ban ti6t hormon ch6ng bai nieu.
- Da ve mO dtrti da: PhU mach, hoi chong Stevens-Johnson.
- Co xwng vd mo fien k&: fieu co Yen.
oUA LIEU vA xI} TRI

Trl$u chhng
Th6ng thudng, c6c d6u hieu va trieu chung duqc ghi nhan la kdt qua coa s!,
tAng qu6 m0c nhong t6c dung dugc ly da bi6t cria thu6c nhu ngrl ga va an
thAn, nhip tim nhanh va h? huy6t ep. Ti vong da dugc beo c5o trong c6c tho
nghiem lam sang sau quA liAu cdp tinh O'13,6 g. Tuy nhien, khong tir vong
c0ng dugc bao ceo sau khi que liAu cdp tinh <f6n 30 g.
Ngoli ra, cec trudng hgp sau day da duqc b6o cao trong don tri qua lidu voi
quetiapin: K6o dai QT, co giat, tinh tr?ng dong kinh, tieu co vAn, suy h6 hAp,
bi ti6u, lri En, m€ sdng vi/ hoic kich dong. Bgnh nhan c6 benh tim m?ch
nang truoc d6 c6 thA c6 nguy co cao vg t5c dong cta qua liAu.
Xb trl
Khong c6 thu6c giai doc dAc hieu vdi quetiapin. NCn xem xet kha nang do
dirng nhiAu thu6c trong tn dng hgp qui liAu c6p, va lieu trinh cham s6c dac
biet duqc khuydn c6o, bao gdm vi€c thi6t Bp va duy tri thong khi, d6m beo h0
hAp vd cung cip dly di ory, theo d6i vi h6 trq he tim m?ch. Khi ngan ch{n
su h6p lhu trong qua liAu chua dugc nghien c0u, thuc hien bien phap rua da
dey khi ngo doc n{ng trong vdng mot gid sau khi uong. Ding than hoat tinh
nen dugc xem xel.
Trong trudng hgp qu5 liAu quetiapin h? truy6t ap uAng vat ly tri lieu vdi c6c
bien phap thich hqp nhu truy.n dich tinh m?ch v, hoAc thu6c cudng giao
cam. Trenh dtng epinephrin va dopamin, vi kich thich beta cd the gay h?
huy6t ep que moc khi ding c6c thu6c chqn alpha gey cam ung quetiapin.
Theo d6i chAt chC cho toi khi benh nhen hdi phvc.

BAO OUAN : Trong bao bi kin, noi kh6. Nhiet d0 khong que 3eC.
HAN DUNG : 36 th6ng kO tu ngay san xuat.
oONG GOt : vi 'ro vi6n. Hop 3 vi.
TtEu CHUAN Ap DUNG: Ti6u chuAn nha sdn xuAt.

od xa tim tay ud em
Khd,ng ding thu6c que thhi h?n sb dyng

O9c kY httong d\n s(t dtrng tnl(,$ khi ddng
Ndu cln tham th'ng tin, xin hit i kt6n bdc st

Thong Mo cho bec g nhhng ttc dyng khong mong mu6n
gdp phei khi si dqng thu6c

Ngay duyet nii dung toa: 1402i2017

NhA san xurt:

STADA
Chi nhenh C6ng ty TNHH LO STADA-VIET NAM

56 40, oai l0 T$ Do, KCN Viet Nam-Siogapore.

Thi xa ThuAn An, Tinh Einh Ouong, Vi6l Nam.
Ot (+84.650) 3767470-3767471 - Fax: (+84.650) 3767469
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