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Néu cin thém théng tin xin hol ¥ kién thiy thusc

Chi disng thusc ndy theo suf ké don cla thily thusc
THANH PHAN
MBi vién nén chia:
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trén nhiéu loai thy thé din truyén thin kinh. Quetiapin va N-desalkyl g
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Chinh tinh chon loc voi thy thé serotonin (SHT2) & ndo cao hon wdi thy thé
dopamin D2 duogc tin I g6p phin vao dic tinh chéng loan thin trén Idm sdng
va it nguy co téc dung khéng mong mudn trén hé ngoal thip clia Quetiapin.
Ngodi ra, N-desalkyl quetiapin ¢d §i luc cao véi chit vin chuyén norepinephrin
(NET). Quetiapin va N-desalkyl quetiapin cing ¢6 3l Iyc cao véi thy thé
histaminergic va adrenergic alphat, ¢6 3 luc thip hon véi thy thé adrenergic
2lpha2 vi serotonin SHT1A. Quetiapin ¢6 8i luc khdng ding ké véi cac thy thé
cholinergic muscarinic hay benzodiazepin.

DACTINH DUGC DONG HOC

Quetiapin duge hip thu t6t vi chuyén héa hodn todn sau khi uSng. Sinh khi
dung cla quetiapin khdng bi nh hudng ding ké béi thic dn. Quetiapin gén
két khoding 83% vdi protein huyét tuong. Néng d t6i da & trang thal én dinh
cla chit chuyén héa cd hoat tinh N-desalkyl quetiapin bing 35% néng 44 nay
cla quetiapin. Thai glan bin thii cia quetiapin va N-desalkyl quetiapin theo
thi ty khodng 7 va 12 gid. Quetiapin va chit chuyén héa cia né dugc ddo thii
qua phan (20%) va nudc tiu (73%).

CHIDINH
- Diéu tri tdm thin phin lige.
- Didu tri rSi loan huding cyc.

CHONG CHI DINH
Quetiapin chdng chi dinh cho bénh nhin qui min vdi bit ¢l thanh phin nao
cOa thude.

LUU ¥ DAC BIET VA THAN TRONG KHI SU DUNG:

D3 ghi nhin sy bién d8i khong trigu ching cda thiy tinh thé & bénh nhin diéu
trj 1u dai vl quetiapin. Byc thiy tinh thé a3 xdy ra & ché trong nhing thi
nghiém dai han. Bénh nhin dugc khuyén cso kiém tra mdt € phat hién diu
hidu duc thiy tinh thé khi bit d5u diéu trj voi quetiapin va mdi 6 thing trong
sudt thix glan didu trl,

Quetiapin nén duoc s dung thin trong & bénh nhin suy gan, suy thin, bénh
nhén c6 bénh tim mach hodc nhing tinh trang ¢6 thé din dén ha huyét dp,
bénh nhin c6 bénh mach mdu ndo, bénh nhan cé tién sit ddng kinh hodc
nhing tinh trang c6 thé lam gidm ngudng ddng kinh.

Khi quetiapin duge sir dung didu tri pha trdm cdm trong r6i loan keding cyic,
bénh nhin phdi dugc theo ddi cin thin trong sudt giai doan dfu tri lidu dén
khi quan sét thiy sy cdi thién rd rét ching trdm cim, vi ty t 1 nguy co von cé
& bénh nhan trdm cim.

Glam bach cdu trung tinh:

Glam bach ciu trung tinh ndng (< 0,5 x 10%/L) hiém khi duge ghi nhin trong
chc thi nghiém lim shng vé Q in. Hiu hét cic trubmg hop gldm bach cdu

trung tinh ning xdy ra trong 2 thang diu Giéu tri vl Quetiapin. Khéng cé méi
lién hé 16 rét vl lidu ding. Céc yéu t6 nguy co b thé xdy ra gidm bach cdu
trung tinh bao gém lugng bach cdu thip trudc d6 va tién s gidm bach clu
trung tinh do ding thudc. Nén ngung ding quetiapin & bénh nhin ¢6 bach
céu trung tinh < 1,0x 10%L. Nén theo ddi dSu hidu va tridu ching nhiém tring
va lugng bach chu trung tinh & cac bénh nhin ndy (cho dén khi lugng bach ciu
trung tinh vuot qud 1,5 x 10°).

Téng glucose méu:
Dlwm&\umql\mmduv)nmww:k“mhdmmngm
thir nghiém Lim sang vdi quetiapin. Mac di mdi lién hé nhin qud véi binh dii
thio dudng chua dugc thift 13p, bénh nhin ¢é nguy co dai thio duting duge
khuyén nén theo doi lam sang thich dang. Tuong ty, nén theo ddi cic con kich
phit 6 thé xdy ra & bénh nhin 43 bi ddi thio dudng.

Bénh tim mach:

Quetiapin nén dugc si dyung thin trong 681 wii bénh nhin di biét c6 méc
bénh tim mach, bénh mach mau ndo, hodc cic tinh trang bénh Iy khic c6 thé
gdy tyt huyét 4p. Quetiapin 6 thé gdy ha huyét 3p thé ding, dic bidt & giai
doan ddu Giu chinh liéu; thudng xdy ra & bénh nhin cao tubi hon & bénh nhin
tré tudi. Trong cic thir nghiém Lam sdng, quetiapin khong lién quan 8én sy
tang kéo dai khodng QT. Tuy nhidn, ciing nhu cic thudc chéng loan thin khac,
nén thin trong khi ké toa quetiapin d6ng thai wii cic thudc dugc biét lim kéo
dai khodng QT, @ic biét & bénh nhin cao tubl

Co gidt:

Trong céc thir nghiém 1im sing <6 d8i chiing, khdng c6 khic biét vé tén sust
ddng kinh gilta nhém bénh nhan si dung Quetiapin va nhém ding gid dugc.
Cang nhu cac thudc chéng loan thin khic, nén thin trong khi sir dung thudc
cho bénh nhan c6 tién sir ddng kinh.

RGi loan vin dong mudn:

Ciing nhu cic thubc chéng loan thin khic, Quetiapin c6 thé gdy réi loan vén
46ng mudn khi didu tri kéo dbi. Khi c6 bt ky dsu hidu hay triéu ching r6i loan
vin dong mudn ndo, nén xem xét gidm liéu hay ngung Quetiapin.

H&I ching an thén kinh dc tinh:

Hi ching an thin kinh Ac tinh ¢6 lién quan dén vide diéu trj bing cic thudc
chéng loan thin, ké ¢ Quetiapin (xem “Téc dyng khdng mong mudn’). Chc
bidu hién 13m sing bao gém ting thin nhidt qua muc, thay d8i trang thai tdm
thén, co cing co, hé thin kinh ty chd khdng én dinh va ting creatin
phosphokinase. Trong truding hgp ndy, nén ngung Quetiapin va diéu trj thich
hop.

Phén ing do ngung thudc a9t ngbt:

Céc tridu ching budn ndn, ndn va mit ngd rét hiém gdp khi ngung a4t ngdt
céc thude chdng loan thiin, Téi phit cac tridu ching tim thin ciing c6 thé xdy
ra, va sy xudt hign cdc r6l logn vin ddng khdng chd ¥ (nhu chdng khong ngbi
yén, chiing logn truong lyc <o va réi loan van dong) da duoc ghi nhdn. Vi viy,
nén ngung thudc ti t.

Bénh nhin cao tudi sa sit tri tud:

Quetiapin chua dugc phé chudn dé diéu tri bénh nhin réi loan tam thin lién
Quan dén sa st tri tug. Trong Mt phan tich tdng hop (meta-analysis) cho cic
thudic chdng loan thin khong dién hinh, 3 ¢6 bio co ting nguy ca tirvong &
céc bénh nhin cao tudi bi logn thén lén quan dén sa st tri tud so vwai gid duoc.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY:
Vi Quetiapin c6 thé gdy bubn ngd, bénh nhin cin thin trong khi vin hanh
miy, ké ci 13 xe,

PHY NU €O THAI VA CHO CON BU
Hidu qud va tinh an toan cda Quetiapin d6i véi phy nd mang thal chua dugc
xdc 13p. Vi vdy, chi nén s dung Quetiapin trong thal ky khi
I ich vugn trdi céc nguy <o cd thé xdy ra. Hién chua rd mac
@4 tiét Quetiapin vao sia me. Do 86 phy ni nén ngung cho
con b khi dang sif dung Quetiapin.

TUONG TAC THUGC
Gia ting nguy co budn ngd va hy huyét dp thé ding khi si
dyng chung véi rugu.
Céc chdt cdm (ng men CYP3A4 nhu phenytoin va
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carbamazepin ¢6 thé 1am gidm ndng 46 huyét tuong cda
quetiapén.
Cic chit dc ché men CYP3A4 nhu ketoconazol va
erythromycin ¢6 thé 13m ting néng @4 huyét tuong cia
quetiapin,

TAC DUNG KHONG MONG MUON
Bubn ngt, chéng mit, khd miéng, suy nhuge nhe, tao bén,
nhip tim nhanh, hy huyét 8p thé ding, va kho tiéu.

Ngit, hoi ching an thin kinh & tinh, gidm bach clu, gidm
bach cdu trung tinh va phi ngoal bién, ting dudng huyét, ting cin ¢b thé xdy

ra.

Rdt thuting gdp (ADR = 10%):

R&i loan chiic nang hét thin kinh: Hoa mét, chéng mit, budn ngi.
Thuting gdp (1% < ARD < 10%):

- R&i loan chic ndng hé thin kinh: Ngt.

- Réi loan chiic ndng hé hd hap, nguc va trung thit: Vidm mol.

- Réi loan chifc nang hé mau va bach huyét: Gldm bach clu,

- Réi loan chiic ndng tim: Nhip tim nhanh.

- Réi loan chiic nang mach mdu: Hy huyét &p thé ding.

- R&i loan chiic ndng hé titu héa: Khd migng, téo bon, khé tiéu.

- Téc dyng phy tal chd va todn thin: Suy nhuge nhe, phii ngoai bién.
- Chn 1dm sdng: Ting cin, ting transaminase huyét thanh (ALT, AST).

- Gidm bach cdu trung tinh,

- Duting huyét ting dén mic bénh Iy,

ftgdp (0,1% s ARD < 1%):

- RGi loan chuic nding hé méiu va bach huyét: Tang bach cdu da nhin &l toan.

- R&i loan chuc ning hé mién dich: Qua min.

- C4n 18m sdng: Ting gamma-GT4, ting triglycerid huyét thanh tai thés diém
bt ky, ting cholesterol todn phén (chd yéu 1a LOL-C)

- Réi loan chiic nang hé thin kinh: Co gidt, hdi ching chan run,

Hiém gdp (0.01% < ARD < 0,1%):

- Téc dyng phy tai chd va todn thin: Hoi chiing an thin kinh 4c tinh.

- Réi loan chifc nding hé sinh duc: Ching cuang duong.

Rt hiém gdp (ARD < 0,01%):

R&i loan hé mién dich: Phin (ng phin v,

LIEU LUONG VA CACH DUNG

Ngudi lon:

ity tri 1dm thdn phdn figt: Nén ubng quetiapin hai Lin m3i ngdy, trong hodc
ngodi bira an. Téng liéu mdi ngdy trong 4 ngdy ddu didu tri 13 50 mg (ngdy 1),
100 mg (ngay 2), 200 mg (ngdy 3) va 300 mg (ngdy 4). Tir ngly thir 4 trd 8, nén
diéu chinh Béu theo liéu thdng thuding c6 hidu qué tlr 300 8én 450 mg/ ngay.
Tiy theo dip tng 13m sang vi khi ndng dung nap cda ting bénh nhan, c6 thé
diu chinh liéu trong khodng 150 &én 750 ma/ ngdy.

Difu tri 6 fogn lutng cuc: Nén udng quetiapin hal lin mdi ngay, trong hodc
ngodi bira an. Don tri Heu hay @éu tri b trg cho cic thudc 6n dinh trang thai
tam thén, t8ng lidu mdi ngdy trong 4 ngdy dSu diéu trj 1 100 mg (ngdy 1), 200
mg (ngdy 2), 300 mg (ngdy 3) va 400 mg (ngdy 4). Lidu ding c6 thé dugc diéu
chinh dén [&n dén 800 mg/ ngay vao ngdy thi 6 nhung mdi lin ting khdng nén
VUGt qud 200 mg/ ngdy. C6 thé diéu chinh liéu tiy theo dap dng 1am sang va
khd ndng dung nap cia timg bénh nhan, trong khodng 200 dén 800 mg/ ngdy.
Lidu thong thuting c6 hiéu qud didu tri 13 400-800 mg/ ngay.

Ngudi cao tudi:

Gidng nhu cic thudc chdng loan thin khic, nén thin trong khi st dung
quetiapin & ngudt cao tudi, 3¢ biét trong glai doan bit diu sir dung thude.
Bénh nhin cao twél nén khai diu véi quetiapin 25 mg/ ngly. Nén tang Béu mdi
ngdy, timg mikc 25 dén SO mg, dén liéu dat hidu qua didu tri, thudng thip hon
Kby dat hidu qud diéu tri & bénh nhin tré tudi.

Tré em va tré vi thinh nién:

Tinh an todn va hidu qué cla quetiapin d&i vai tré em v tré vi thanh nién chua
duge dinh gla,

Bénh nhin suy gan va suy thin:

09 thanh thii quetiapin dudng ubng gidm khodng 25% & bénh nhan suy gan
hodc suy thin, Quetiapin duge chuyén héa chi yéu & gan, va do 86 nén si

dung than trong & bénh nhdn suy gan. B&nh nhin suy gan hodc suy thin nén
khdi ddu vai quetiapin 25 mg/ ngdy. Nén ting li€u mbi ngdy, tiing mik 25 dén
50 mg, dén lidu dat hidu qué didu tri.

QUA LIEV

Trong céc thi nghiém Lam sang, 33 ghi nhin céc trubing hgp sng sét khi ding
qué liéu c8p lén dén 30 g quetiapin. Hiu hét bénh nhan qud liéu ghi nhn
Kkhang ¢6 bi€n <6 ngoal y hodc hél phyc hodn todn tir céc bién ¢6 ghi nhin. B3
ghi nhdn truding hop tf vong trong mdt thi nghiém 1am sang sau khi ding
qud liéu 13,6 g quetiapin (khodng phéi hop vl cic thude khic), Sau khi dua
thuéc ra th trubing, trsbg hap bso ¢80 qué liéu quetiapin (khong phéi hap
thudc khic) gdy tirvong hodic hdn mé rdt hiém xdy ra. Bénh nhan d3 méc bénh
tim mach ndng trudc ddy c6 thé ting nguy co qud Béu.

Nhin chung, cic diu hidu va trigu chiing ghi nhn 1 do tang tic ddng dugk iy
cia thudc, nhu ngdy ngdt va an thén, nhip tim nhanh va hy huyét ip.

Chua c6 cht gidi ddc d3c hidu cho quetiapin. Trong truting hop nhidm ddc
ndng, cin xem xét dén kha ning do &nh huding cla nhiéu thudc, tién hanh cic
bitn phip sin séc d3c biét, bao gbm thidt 13p va duy tri Gudng thé, dbm bio
théng khi va cung cSp oxy ddy du, theo déi va hd trg tim mach. Cn tiép tyc
gidm sit va theo ddi bénh nhin chit ché cho dén khi héi phyc hodn toan.

DONG GOI: Hop 4 vix 7 vien.
HAN DUNG: 36 thing ké tif ngly san xudt.
TIEU CHUAN CHAT LUONG: Tiéu chufin nha sin xuét.

BAO QUAN: Nai khé rao, trénh anh sdng, nhigt 46 khdng qué 30°C.
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