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TO HUGNG DAN SU DUNG THUOC

R¥SaVi Quetiapine 300
Dé xa tim tay tré em
Poc k§ Inedng din siv dyng triede ki dimg
Thube nay chi ding theo don thude

THANH PHAN CONG THUC THUOC

(Chae I vién nén bwo phim SaVi Quetiapitie 300)

Thanh phiin duge chit:

QUEHIAPING. .. e vvrvee v res s s 300 mg
(Diéi dang quetiapine fumarate)

Thinh phan th duge:

Calcium dihydrate,
monohydrate, sodium starch glycolate, microcrystalline

hydrogen phosphate lactose
cellulose 102, magnesium stearate, hydroxypropyl
methylcellulose 6 cps, polyethylene glycol 6000, titanium
dioxide.

DANG BAO CHE

Vién nén bao phim.

MO TA SAN PHAM

Vién nén hinh oval, bao phim mau trang, hai mat khum,
mdt miit tron, mot mat co khie vach ngang, canh va thanh
vién lanh lin.

Liew y: Vach ngang irén vién khéng ding dé bé dsi chia
liéu.

CHI PINH

SaVi Quetiapine 300 duge chi dinh:

- Didu trj tam thin phén liét.

- Diéu tri bénh rdi logn ludng cyc bao gdm:

+ Didu trj cac con hung cam tir trung binh dén niing lién
quan dén bénh rdi loan lrdng cuc.

+ Didu tri trdm cam lién quan dén bénh rbi loan ludng
cuc.

+ Phong t4i phat cac con hung cam hay tram cam & b§nh
nhan r8i loan ludmg cuc dap vmg didu trj voi
quetiapine.

LIEU DUNG, CACH DUNG

Lidu ding

Liéu lwong thudc st dung dirge tinh theo quetiapine.

M@i 345,42 mg quetiapine fumarate tirong diwong véi 300
ing quetiapine.

Luu 3:

SaVi Quetiapine 300 chi phit hgp véi mire lidu 300 mg/lan
(1 vién nén bao phim SaVi Quetiapine 300). Dbi voi céc
mire lidu khic, ding SaVi Quetiapine 25, SaVi Quetiapine
100, SaVi Quetiapine 200 hogic ché phdm khéc 6 ham
lugng pht hop.

Ngiroi ldn

Didu trj tam than phan ligt:

Quetiapine nén udng 2 lin/ngay. Téng liéu mdt ngay trong
4 ngay didu tri dAu tién 1én lugt 14 50 mg (ngay 1), 100 mg
(ngay 2), 200 mg (ngay 3), 300 mg (ngay 4). Tir ngay thir
4 tré &, lidu dimg nén duge didu chinh dén lidu cé higu
qua, thudmg tir 300 - 450 mg/ngay. Thy thufe vao dap (mg
Jam sang va kha niing dung nap cta timg bénh nhén, Jidu
ding c6 thé diéu chinh trong khoang 150 — 750 mg/ngay.
Diéu tri cde con hung cam tic trung binh dén ngng lién
quan d@én bénh roi loan hrong cyc:

Quetiapine nén ubng 2 lAn/ngay. Tong lidu mdt ngay trong
4 ngay didu tri diu tién 1an luot 1a 100 mg (ngay 1), 200
mg (ngay 2), 300 mg (ngay 3), 400 mg (ngay 4). Tang dan
lidu, dat 800 mg/ngay & ngay thir 6, mdi lan ting khéng
nén qué 200 mg/ngay. Ty thude vao dap img lam sang va
kha ning dung nap ciia timg bénh nhén, lidu ding c6 the
didu chinh trong khoang 200 — 800 mg/ngdy. Liéu higu
qua thuémg trong khoang 400 — 800 mg/ngay.

Diéu tri trdm cdm lién quan dén bénh réi logn heong eye:
Quetiapine nén udng 1 Jan/ngay trude khi di ngi. Téng
lidu mdt ngy trong 4 ngdy didu tr dAu tién lan luot 12 50
mg (ngay 1), 100 mg (ngay 2), 200 mg (ngay 3), 300 mg
(ngdy 4). Liéu ding hang ngay dugc khuyén cdo la 300
mg. Li¢u 1én hon 300 mg nén dugc bt dAu boi cAc bac s
¢6 kinh nghiém trong diéu tri i loan ludmg cyc. Trong
timg trudmg hop, cdc thir nghiém 1am sang cho thiy riing
¢6 thé giam lidu xuéng 200 mg.

Phong tdi phdt cde com Inmg cdm hay trdm cam & bénh
nhan voi logn liedng cue:

Dé phong tai phéat cdc con hung cam, trdm cam hay hon
hop trong rbi loan luding cuc, bgnh nhén di dép img diéu
tri vi quetiapine trong didu tri i loan hrdng cye cdp tinh
nén tiép tue didu trj véi lidu twong ty. Lidu cd thé duge
didu chinh tity theo dép (mg lam sang va khé ning dung
nap ciia timg bénh nhan, trong khoing 300 — 800 mg/ngay,
2 lan/ngay. Liéu thip nhat c6 hiéu quéa duge sir dung aé
diéu trj duy tri,

Ngwdi cao tudi

Gibng nhwr céc thude chéng logn thin khéc, nén thin trong
khi str dung quetiapine & ngudi cao tudi, dic bigt trong giai
doan bt dAu sir dung thude. Tan sudt diéu chinh lidu c6
thé cAn phai gidm va lidu didu tri hang ngdy thép hon so
véi ngudi tré tudi, tiyy theo ddp g [am sang va kha néng
dung nap ciia timg bénh nhén. DY thanh thai cia
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quetiapine & ngudi cao tudi giam 30 — 50% so véi ngudi
tré tudi.
Hiéu qua va an todn clia quetiapine chua duge dénh gia &
bénh nhan trdm cam lién quan dén rdi loan hrdng cye trén
65 tudi.
Tré em vii thanh thiéu nién
Quetiapine khong duge khuyén céo ding cho tré em va
thanh thiéu nién dusi 18 tudi.
Suy thin
Khéng cin didu chinh liéu & ngudi suy thin.
Suy gan
Quetiapine chuyén héa & gan, Do d6, ¢én thin trong khi
sir dung quetiapine & bénh nhan suy gan, diic bigt ¢ giai
doan déu didu trj. Bénh nhan suy gan nén bit dau diéu trj
voi lidu 25 mg/mgdy. Lidu nén duge ting hang ngay
khodng 25 — 50 mg/ngay cho dén khi dat lidu higu qua, thy
theo dap (g lam sing va kha ning dung nap cia timg
bénh nhén,

Cich ding

- Thubc dimg dudng udng. Udng trong hodic ngoai bira
an,

- Néu quén ubng 1 Iin thudc, ung ngay khi nhé ra, cang
s6m cang tot. Néu gén dén thoi diém udng liéu tiép theo,
bo qua lidu quén udng va ding lidu tiép theo nhur lich
thong thuémg, Khong udng gép doi liéu dé bu lidu quén
uéng (hoic hoi y kién béc st hay dugrc si).

CHONG CHI PINH

- Qué min voi quetiapine hodic bit ky thanh phan nao ciia
thuée.

- Chéng chi dinh phdi hop voi cic thubc e ché
cytochrom P450 3A4 nhu thude re ché HIV-protease,
thubc khéang ndm nhém azole, erythromycin,
clarithromycin va nefazodone.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Tré em
Quetiapine khéng duoc khuyén cdo dimg cho tré em va
thanh thiéu nién duéi 18 tdi do thiu di ligu cia thude
trong nhém tudi ndy. Cac thir nghiém 1am sang cho thy,
mét s6 téc dung khdng mong mudn cé tén sudt xdy ra & tré
em va thanh thiéu nién cao hon & ngudi 1én (tang thém #n,
prolactin huyét thanh cao, ndn, viém mii, ngét) hojic co
thé ¢6 nhitng tac dong khac nhau & tré em va thanh thiéu
nién (triéu chimg ngogi thap, d& bj kich thich) va tang
huyét &4p. Anh huéng dén chirc ning tuyén gidp ciing da
quan sat thy.

Hon nifa, tinh an toan trong diéu trj liu dai véi quetiapine

vé ting truéng chwa dugc nghién ciru sau hon 26 tudn

diing thubc. Khong 1o vé anh huéng 14u dai dén nhin thire

va phat trién hanh vi.

Trong céc thir nghi¢m lam sang & tré em va thanh thiéu
nin didu trj bénh tam thin phén liét, hung cam ludg cure
va trim cam ludmg cye, két qua nghién ciru cho thiy céc
triéu chimg ngoai thap gia ting & nhom bénh nhan diéu trj
véi quetiapine so vdi nhém diing gid dwge.

Tir tik/cd ¥ dinh tie tik hodc frigu chivng lim sing xdu di
Trdm cam lign quan dén ting nguy co c6 ¥ dinh tyr u, ty
hiiy hoai va i tir (cde bién ¢ lién quan dén ty tir). Nguy
co nay kéo dai dén khi benh thuyén giam dang ké. Do sy
cii thién bénh ¢6 thé chua xudt hién trong vai tun déu
diéu tri hoic 18u hon nén bgnh nhén chin dugc theo ddi chit
ch& cho dén khi bénh drgc cai thién dang ké. Kinh nghiém
l4m sang cho thdy, nguy co ty tir ¢6 thé tang trong giai
doan diu ciia qud trinh hdi phyc bénh,

Ngoai ra, bic sTnén xem xét nguy co tiém én 6 ¥ dinh ty
tir khi ngung didu trj dot ngdt véi quetiapine.

Pidu tri cae vin d& tam thin khéc véi quetiapine, dang mic
hdi chimg trdm cam ciing c6 thé 1am ting nguy co tr tir.
Cén thin trong khi didu trj & cac bénh nhin mic hdi chimg
trAm cam hotic ¢6 cdc réi loan tam thin.

Bénh nhin c6 tién sir ty ti7, hodic c6 y nght ty tir trude khi
didu trj c6 thé cé nguy co tur tir va ¢ ¥ nght tyr tir cao va
¢iin duoc theo ddi chit ché trong Khi diéu tri. Nghién ciru
lam sang c6 dbi chimg gia duge cia thude chéng trAm cam
& bénh nhén ngudi 16n bi réi loan tim thin cho thiy &
nhém didu tri véi thude chdng tram cam c6 sy ting nguy
¢o tyr tir & bénh nhén dudi 25 tudi so v6i nhém ding gia
dugc.

Giam s4t bénh nhan, dic bi¢t la nhitng ngudi cé nguy co
tr tir cao, nén duge thuc hién ciing véi qué trinh diéu trj
bing thudc diic bigt la trong giai doan dau ciia qué trinh
didu trj va khi thay dbi liéu lugng. Bénh nhan (va ngudi
chiim sée bénh nhan) nén duoe canh bao v& sir cin thiét
theo d&i nhimg tinh trang xfu di, hanh vi ty tir hoic nhitng
thay dbi bt thwdmg trong suy ngh va hanh vi. Tim tur vén
y té ngay ldp tirc néu nhing trigu chirng trén xufit hién,
Cac nghién ciru 14m sang & bénh nhan trdm cam co lién
quan dén r6i logn ludng cye cho thiy nguy co tu tir & bénh
nhén duéi 25 tudi da duge didu trj véi quetiapine ting so
véi nhitg ngudi diéu trj véi gia dugce (lwong ting 3,0% so
véi 0%). Mot nghién ciru hdi ciru trong dan sé cho thdy
bénh nhan méc héi chimg trim cam duge didu tri véi
quetiapine c6 nguy co ty hai va tu tir ting cao & bénh nhan
25 dén 64 tudi khdng c6 tién sit tu hai trong khi ding
quetiapine véi céc thudc chdng trim cém khac.

Chuyén héa

Céc nghién ciru 1am sng cho thdy su chuyén héa thay doi
theo huéng xéu di, bao gdm thay ddi v& trong luong,
glucose huy&t va lipid huyét. Céc thong s chuyén héa cia
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bénh nhn nén duge dénh gid & thoi diém bit diu diéu tri
v cac théng s6 nén duge kiém sodt thudmg xuyén trong
qué trinh didu tri. Cac thong sé nay nén duge theo ddi nhw
mét ddu hiéu lim sang.

Trigu chivng ngogi thip

Cic nghién ciru lam sang dbi chimg gia duge & bénh nhin
ngudi 16n cho thiy quetiapine ¢6 lién quan dén su ting ty
1& mic cée tridu chimg ngoai thép so véi nhém dimg gid
duge & bénh nhén diéu tr cho giai dogn trim cam niing
trong bénh réi loan ludng cre.

Sir dyng quetiapine lam xuét hién tinh trang bbdn chon bt
an (Akathisia), duge dic trung boi sy bdn chdn, bt an chi
quan va phai di chuyén thuding xuyén khong thé ngdi hofic
dimg yén. Didu nay c6 thé xay ra trong vai tufin du didu
trj. & bénh nhan xuét hién trigu chirng nay, téng lidu ¢6 thé
giy hai.

Rdi logn vn dfng madn

Néu xuit hién cac diu hiéu va triéu chimg cia roi loan vin
déng mudn nén xem xét giam liéu hay ngung quetiapine.
Céc tridu chiing cla rdi loan viin dong mudn cd thé trim
trong hofic xuft hi¢n sau khi ngimg diu trj.

Budn ngii va chdng mdt

Gibng nhur céc thude an thn, didu tri voi quetiapine cé thé
gty budn ngi va céc tri¢u chimg lién quan. Trong cée thir
nghiém lam sdng didu tri bénh nhén trdm cam ludng cyc,
khéi phat thudng trong vong ba ngay diéu tri du tién va
mirc d¢ chit yéu tir nhe dén trung binh. Bénh nhan bubn
ngii cudng do nang phai t4i khdm thudng xuyén hon, tdi
thidu 2 tulin k& tir khi bt du budn ngi hodic cho dén khi
triéu chirng cai thign. Bénh nhan budn ngu cudng dd ning
c6 thé phai ngimg diéu trj.

Ha huyét ép te thé

Quetiapine c6 thé gy ha huyét 4p thé dimg va chéng mit.
Ha huyét 4p tu thé thuong khéi phat & liéu khai diu va
giai dogn diéu chinh liéu. Piéu nay c6 thé 1am tang nguy
co chén thiwong do tai nan (ngd), dc bigt & nhimg ngudi
cao tudi. Do d6, bénh nhan nén than trong. cho dén khi
quen thudc véi nhitng tac dung khong mong mudn ciia
thude.

Thén trong khi sit dung quetiapine & bgnh nhén cé bénh
tim mach, bénh mach méu nfo, ho#ic céc tinh trang bgnh
Iy khéc c6 thé gay tut huyét 4p. Néu ha huyét 4p tr thé xay
ra thi nén xem xét giam lidu hofic tang lidu tir tir, d¥c bigt
& nhitng bénh nhan cé bénh tim mach.

H{i chitng ngueng tho khi ngi

Hoi chimg ngumg thd khi nga di dwgce béo céo & nhiing
bénh nhan st dung quetiapine. G nhiing bénh nhén dung
ddng thei véi thue chéng trAm cam va ngudi ¢6 tién sir
hoic ¢6 nguy co ngung thd khi ngd, nhu nhitng ngudi thira

cin/béo phi hofic nam giGi, quetiapine nén duge sir dung
mot cdch thin trong,

Bing kinle

Trong cic thir nghiém lam sang dbi chimg, khdng cé sy
khéc biét v& ty 1é co gidt & bénh nhan diéu tri voi
quetiapine hoiic gia duge. Khong c6 dit lidu vé ty 1§ co gidt
& bénh nhan ¢6 tidn st r6i logn co gift. Giéng nhr céc
thudc chéng loan thin khéc, cin thin trong khi sir dyng
quetiapine didu tri bénh nhin co tién sir co giat,

H{i chitng de tinhi do thude an thin

Héi chimg 4c tinh do thude an than c6 lién quan dén viéc
diéu trj biing c4c thudc chdng loan thin, ké ca quetiapine.
C#c bifu hién 1am sang bao gdm ting than nhigt qué miic,
thay déi trang thai tim théin, co cimg co, hé thin kinh ty
chit khong dn dinh v tang creatine phosphokinase. Trong
truwdmg hop ndy, nén ngung quetiapine va diéu trj thich
hop.

Gidm bach cdu trung tinh va mdt bgeh cdu hat

Giam bach ciu trung tinh ning (< 0,5 x 10°/1) hiém khi
duge ghi nhin trong céc thir nghigm lam sing vé
quetiapine. Hau hét céc trudng hop giam bach céu trung
tinh néing xay ra trong 2 thang dau didu trj v6i quetiapine.
Khéng c6 mbi lién hé rd rét véi liéu ding. D ¢6 bio cdo
mot s& truwdng hop tir vong trong qué trinh lvu hanh. Céc
véu t nguy co cé thé XAy ra giam bach cliu trung tinh bao
gdm lrgng bach chu thip trrde d6 va tidn sir giam bach
cdu trung tinh do ding thude. Tuy nhién, mot s6 trdmg
hop xéy ra & nhiing bgnh nhan khong c6 yéu t6 nguy co.
Nén ngung diing quetiapine & bénh nhan c6 bach céu trung
tinh < 1,0 x 10%1. Nén theo dai ddu hiéu va trigu chimg
nhi&m tring v lugng bach ciu trung tinh & cic bgnh nhan
nay (cho dén khi hrong bach chu trung tinh 16n hon 1,5 x
109/1).

Giam bach chu trung tinh chn duge xem xét & nhitng bénh
nhan nhim trang hodc sbt, ddc biét trong trwdng hop
khong c6 nguyén nhan rd rang, va phi duge theo ddi vé
miit 1m sang.

Bénh nhén cAn duge tir vAn dé béo ngay vdi bic s khi xuét
hign cc ddu hiéwlriéu chimg lién quan dén mét bach cu
hat hoic nhiém tring (vi du sbt, suy nhuge, ther 0, hoic
dau hong) bit cir e nio trong khi didu tri v6i quetiapine.
Do d6, bénh nhan nén kiém tra lugng bach cau va bach
chu trung tinh, dic biét khi ¢6 c4c yéu té nguy co.

Tic dung khdng acetylcholine

Norquetiapine, mt chit chuyén hoa cé hoat tinh ciia
quetiapine, c6 4i lyc trung binh dén manh véi nhiéu kiéu
thu thé muscarinic. Diéu nay gép phin phén tic dung
khang acetylcholine khi quetiapine dugc sir dung & liéu
khuyén cdo, khi sir dung ddng thdi véi cdc thube khdc c6
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t4c dung khéng acetylcholine va trong truémg hop qué liéu.
Sir dung quetiapine théin trong & nhitng bgnh nhén dang
dimg thubc ¢d tinh khang acetylcholine (Muscarinic).
Quetiapine nén duge sir dung than trong & nhimg bénh
nhin c6 chin doan hién tai hodic tién sit bi tidu, phi dai
tuyén tidn liét ¢6 ¥ nghfa 1am séng, tie rudt hotic cac bénh
ly lién quan, ting nhén 4p hoge tiang nhén 4p gée déng.
Twong tic thude

Sir dung ddng thori quetiapine vdi thudc cam (ng enzyme
gan manh nhur carbamazepine hay phenytoin lam giam
ndng dé trong huyét twrong cta quetiapine. Diu ndy c6 thé
anh huéng dén higu qua di€u trj ciia quetiapine. Nhitng
bénh nhén dang ubng thudc cim img enzyme gan, chi bit
diu didu trj véi quetiapine khi lgi fch diéu trj cua
quetiapine cao hon nguy co ngung thude cam fing enzyme
gan. Didu quan trong 1 bt ky si thay déi thude cdm img
enzyme gan nao ciing nén thay ddi tir tir, néu cén thiét cé
thé thay thé bing céc thubc khéng cdm tmg enzyme gan
(nhur sodium valproate).

Cin niing

Téng cén d dwgc bao cdo & nhiing bénh nhan diéu trj véi
quetiapine vi can dugc theo d8i 1am sang nhu theo hudng
din sir dyng thudc chéng loan thén.

Ting dwong .’m_vé.'

Ting dudng huyét hofic 1am bénh dai thao dudng triim
trong hon dbi khi két hop véi nhiém acid ceton hodc hén
mé hiém khi x4y ra, ké ca trudmg hop tir vong. Trong mjt
s6 trudng hop, ting can trude dé di duge béo céo, diy c6
thé 1a mdt yéu t6 nguyén nhin, Nén theo ddi lam sang theo
hwéng dén sir dung thubc chéng loan thin, Bénh nhéan sir
dung bt cit thubc chdng loan thin nao bao gom ca
quetiapine nén theo doi déu hiéu va tri¢u chimg cia ting
dudng huyét (nhur udng nhidu, tiéu nhidu, 4n nhitu va mégt
nhiéu), va bénh nh4n d4i thdo duémg hofic c6 yéu 1 nguy
co méc bénh dai thao dudng nén theo ddi dudng huyét
thudmg xuyén. Cling nén kiém sodt cin ning thudmg xuyén
hon.

Lipid

Ting triglyceride, LDL (Low Density Lipoprotein) va
cholesterol toan phdn, va giam HDL (High Density
Lipoprotein) cholesterol di dugc quan sat thiy trong céc
thir nghiém 18m sang véi quetiapine. Thay ddi lipid nén
duoc theo di lam sang,.

Kéo dai kliedng QT

Trong céc nghién ciu lam sang va sir dung kiém sodt
théng ké SPC (Statistical Process Conirol), quetiapine
khong gay kéo dai khoang QT. Trong qua trinh sir dung
thube, da c6 bio cho quetiapine kéo dai khodng QT & litu
didu tri va trong trudng hop qua liéu. Gibng nhur céc thude

chéng loan thin khdc, sit dung than trong quetiapine &
nhiing bénh nhan bénh tim mach hodc tién str gia dinh ¢6
kéo dai khoéing QT. Ngoai ra, cin than trong khi sit dung
quetiapine ddng thoi voi cic thude kéo dai khoang QT
hogic thudc an thin, diic bist & ngudi cao tudi, bénh nhan
c6 hdi ching kéo dai khoang QT bam sinh, suy tim sung
huyét, phi dai tim, ha potassium huyét hoite ha magnesium
huyét,

Bénlht co tim va viém co fim

Bénh co tim va viém co tim dd duge béo cdo. Tuy nhién,
méi lién hé nhén qua véi quetiapine chua dugc nghién
ctru. Didu tri voi quetiapine nén duge xem xét lai & bénh
nhéin nghi ng® bénh co tim hodc viém co tim.

Ngirng sir dung thuéic

Tri¢u chimg cai thude cép tinh nhur mat ngy, budn nén,
phirc dAu, tiéu chay, nén, chéng mit va khé chju da duoc
md ta sau khi ngirng d8t ngdt quetiapine. Nén nglrng sir
dung quetiapine din dén trong khoang thoi gian it nhit 1-
2 tudn,

Bénit nhiin cao tudi sa siit trf tnd {ién quan dén rdi logn
tim thin

Quetiapine khéng duge chi dinh dé diu trj bénh sa sat tri
tu lién quan dén rbi loan tam thin,

Cac thir nghiém ddi chimg gia duge ngdu nhién trén bénh
nhan mét tri nhé voi mét sé thube chong loan thin khéng
dién hinh cho thiy nguy co gip phai tic dung bién chimg
mach mau ndo tang 3 lan. Co ché 1am ting nguy co nay
chura biét. Sy ting nguy co nay khong dugce loai trir & céc
thube chéng loan thin khéc hojic nhém ddi twong bénh
nhén khac. Nén than trong khi sir dung quetiapine & nhitng
bénh nhén cé yéu t6 nguy co dot quy.

Mot nghién ciru trén céc thudc ching loan than khong dién
hinh cho thay céc bénh nhén cao tudi bi sa sit tri tug lién
quan dén rdi loan tdm thin c6 nguy co tir vong ting so véi
phém ding gi4 dwge. Trong hai nghién ctru ddi chimg gia
dwgce 10 tudin voi quetiapine, ¢6 cling nhém bénh nhén (n
= 710; tudi: 56-99 tudi, trung binh 83 tudi), ty I8 tir vong
& nhitng bénh nhan didu tri v6i quetiapine 13 5,5% so véi
3,2% & nhom diing gia drge.

Ngirdi cao tudi mdc bgnh Parkinson

Mot nghién ciru hdi cir trong dan sb cho thiy viéc ding
quetiapine & bénh nhan méc bénh trim cm trén 65 tudi
lam ting nguy co tir vong. Khdng cé dit ligu & bénh nhan
mé#c bénh Parkinson. Thén trgng khi ding quetiapine cho
bénh nhén cao tudi méc bénh Parkinson.

Khd nudt

Khé nubt d3 duoc bdo cdo vdi quetiapine. Sir dung thén
trong quetiapine & bénh nhén cé nguy co bj viém phdi do
hit phai.
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Tdo bon va tie rut

T#o bén & mdt yéu 6 nguy co gy tac rudt. Tdo bon va
the rudt da duge bdo cdo véi quetiapine, bao gdm céc bao
cho tir vong & nhitng bénh nhén cé nguy co tic rudt cao,
nhitng ngudi sir dung ddng thoi nhiéu thufc lam gidm nhu
déng rudt va/hosic c6 thé khang béo cdo céc trigu chimg
tho bon. Bénh nhan bj thc nghén dudng rudt phai duge
theo ddi chiit ché va chiam soc y té diic biét.

Huyét khii tinh mgeh

Céc trudmg hep thuyén the huyét khéi tinh mach (VTE:
Venous Thromboembolism) d& duge béo cdo vdi cdc thude
chéng loan thin. Vi bénh nhan duoc diéu trj bing thude
chéng loan thin thudmg xudt hién cic yéu t6 nguy co VTE
nén tht ca c4c yéu tb nguy co VTE cén duge xde dinh trude
va trong khi diéu trj v6i quetiapine va thyc hién céc bién
phap phong ngira.

Viém tyy

Viém tpy dwge bdo céo trong cac thit nghigm ldm sang va
trong qué trinh sir dung thudc. Khéng phai tét ca cic
trudmg hop déu ¢6 yéu tb nguy co (cdc yéu t6 nguy co lién
quan tGi viém tyy di dugc biét gdm ting triglyceride, sbi
mét, nghién rugu).

Lam dgng va nghign

Céc trwdng hop lam dyng vi nghién thude da duge bio
cdo. Than trong khi ké toa quetiapine cho bgnh nhin cd
tién sir nghién rugu hoic nghign thude.

Ciic théng tin khde

Dir li¢u vé viéc phdi hop quetiapine vai divalproex hofic
lithium didu trj cdc con hung cam cAp tinh dén ning con
han ché. Tuy nhién, liéu phap phoi hep nay ¢6 hiéu qua.
Hiéu qua diéu tri xudt hién & tudn thir 3.

Lactose

San phim cé chira t4 duge lactose. Ngudi bénh ¢6 cc vén
dé vé di truyén hiém giip nhu khong dung nap galactose,
thiéu hut Lapp lactase hogc kém hép thu glucose-galactose
khéng nén ding thudc nay.

SU'DUNG THUOC CHO PHU NU CO THAIL VA CHO
CON BU

Phu nir cé thai

Ba théng ddu

Dua vio két qua cita mét s6 b4o cdo riéng 1& va mdt s6
nghién citu quan sét, quetiapine khong lam tang nguy cor
dij tét thai nhi. Tuy nhién, céc dit liéu con han ché nén chua
thé dua ra mdt két lugn chinh xac. Nghién ciru trén dong
vit cho thﬁy cd ddc tinh sinh sén. Vi vay quetiapine chi
ding cho phy nif ¢6 thai khi lgi ich diéu tri cao hon nguy
co tiém én.

Ba thang cudi thai kp

Tré so sinh tiép xic véi thudc chéng loan thin (bao gdm

quetiapine) trong ba thang cubi thai ky cé nguy co cd tic
dung khéng mong mudn ngoai thap vi/hofic trigu chimg
cai thude sau khi sinh. D3 ¢6 béo céo céc tée dung khong
mong mudn nhu kich dong, ting trrong luc co, gidm
trwomg Iy co, run, budn ngt, suy hé hap hoic réi loan n
ubng, Do d6 phai theo ddi tré so sinh chit che,
Phy nit cho con bi
Tdi nay, thong tin vé vi¢c quetiapine bai tiét vao stra ngudi
con han ché va dudmg nhu khéng on dinh & lidu didu tri,
Dua trén cée théng tin dugc cong bd, quetiapine khong bai
tiét vao sita me & lidu diéu tri. Tuy nhién, do thiéu théng
tin nén quyét dinh ngimg cho con bi hay ngimg diéu trj
v&i quetiapine phy thuge vao tam quan trong ctia thudc doi
v&i ngudi me.
ANH HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC
Quetiapine tic dong chinh trén h¢ than kinh trung wong
nén cé thé anh hwdng dén cac hoat dong doi hoi su tinh
tao. Khuyén cdo khong nén lai xe, vdn hanh 1
trong khi didu trj véi quetiapine. A
TUONG TAC, TUONG KY CUA THUOC |
*
x

Twong tdc ciia thude /
Quetiapine tac dong chinh trén hé thin kinh ru
do d6 nén thin trong khi phdi hop quetiapine véi'cdc thude
thc dong trén hé thin kinh trung vong khéc vé rugu.

Nén thén trong khi sit dung quetiapine cho bénh nhén dang
didu trj vdi cdc thube khang acetylcholine (Mucarinic).
Quetiapine chuyén héa chii yéu nhdr enzyme cytochrom
P450 (CYP) 3A4, hé enzyme cytochrom P450. Trong mdt
nghién ciru & ngudi tinh nguyén khoe manh, ding déng
thoi quetiapine (lidu 25 mg) véi ketoconazole, mjt thude
trc ché CYP3A4, lam ting 5-8 lan dién tich duwdi dudmg
cong cuia quetiapine (AUC: Area Under The Curve). Trén
co s ndy, chéng chi dinh ding ddng théi quetiapine véi
céc thube \rc ché CYP3A4, Nudc ép budi chum ciing
khéng dugc khuyén céo dimg trong qua trinh diéu tri voi
quetiapine.

Trong mdt thir nghiém dung da thudc dé danh gid duge
dong hoc cia quetiapine trude va trong qué trinh diéu tri
v&i carbamazepine (mot thudc cam g enzyme gan), két
qua cho thiy ding ddng thoi véi carbamazepine 1am tiing
déng ké do thanh thai ciia quetiapine. T#ng d§ thanh thai
lam giam ndng d6 quetiapine (dugc do biing AUC) trung
binh 13% so v6i ding quetiapine don dbc, trong mdt s0
trudmg hop tae dong niy 16n hon. Tuong tac ndy c6 thé
lam gidm ndng do huyét twrong ciia quetiapine dan dén cé
thé lam gidm hidu qua didu trj ciila quetiapine. Ding dbng
thoi quetiapine v6i phenytoin (mot thube cam ing enzyme
khéc) lam téng dg thanh thai clia quetiapine Khoang 450%.
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Nhitng bénh nhan dang uéng thubc cam ting enzyme gan,
chi bit diu didu tri véi quetiapine khi lgi ich didu tri ciia
quetiapine cao hon nguy co khi ngung thude cam ing
enzyme gan. Dilu quan trong 13 bt ky sy thay ddi thude
cam g enzyme gan nao ciing nén thay dbi tir tir, néu cén
thiét c6 thé thay thé bing cic thubc khong cim ing
enzyme gan (nhu sodium valproate).

Durge dong hoc ciia quetiapine khong thay ddi dang ké khi
phéi hop véi céc thube chdng trdm cam nhur imipramine
(cht Gre ché CYP2D6) hotic fluoxetine (chét wrc ché
CYP3A4 va CYP2D0).

Duge ddng hoc ciia quetiapine khdng thay ddi dang ké khi
phéi hgp véi thudc chdng logn thin risperidone hofic
haloperidol. Tuy nhién, phdi hop quetiapine va
thioridazine 1am ting dg thanh thai cia quetiapine khoang
T0%.

Duge déng hoc cia quetiapine khong thay ddi khi phéi
hop véi cimetidine.

Duoc d6ng hoc cia lithium khong thay ddi khi dimg phoi
hgp véi quetiapine,

Trong mét nghién cim ngu nhién 6 tufin, lithium va
quetiapine dang phong thich kéo dai so véi gia duge va
quetiapine dang phéng thich kéo dai & bgnh nhin trudng
thanh v&i con hung cam cdp tinh, két qua cho thiy ti 1§
triéu chimg ngogi thap, bubn ngii va ting cén & nhom ding
lithium va quetiapine dang phéng thich kéo dai cao hon
nhém ding gia duge.

Duge déng hoc ciia sodium valproate va quetiapine vé mit
lam sang khong thay ddi dang ké khi diing phdi hgp. Mot
nghién ciru hdi ciu & tré em va thanh thiéu nién didu tri
véi valproate, quetiapine hoc c4 hai, nghién ciru cho théy
mét ti 18 cao cia su giam bach clu va bach ciu trung tinh
& nhém dung phdi hop so véi nhém don trj lidu.

Twong téc clia quetiapine véi cac thudc tim mach thudng
sir dung chwa duge nghién ciru,

Cén than trong khi ding déng thdi quetiapine véi cdc
thuéc gy mét can biing céc chat dién gidi va tang khoang
QT.

Xét nghiém mién dich methadone va thuée ching trém
cém ba vong c6 thé cho két qua duong tinh gia & bénh
nhén dang didu trj v6i quetiapine. Khuyén céo nén kiém
tra lai két qua xét nghiém vai ky thuat sic ky.

Tuong ky, cia thube

Do khéng c6 céc nghién citu vé tinh twong ky cita thude,
khéng tron 1An thudc nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Tém tit ADR

Céc tac dung khdng mong mudn thudng gap nhit: Budn
ngu, chéng mit, dau diu, khd miéng, tri¢u ching cai thudc
(ngimg thudc), ting ndng do triglyceride huyét thanh, ting
cholesterol toan phén (chii yéu la LDL cholesterol), giam
HDL cholesterol, ting can, giam hemoglobin va trigu
chimg ngoai thip.

9 18 ADR theo kiuyén cdo cia hipi ding cic to chire
aﬂdg 1& khoa hocy i

Rt thuong gdp, ADR = 1/10

- M#u va hé bach huyét: Gidm hemoglobin®

- Chuyén hoa va dinh dutng: Téng nong d6 triglyceride
huyét thanh'®*, ting cholesterol toan phin (chu yéu Ia
LDL cholesterol)'™*, giam HDL cholesterol'™, ting
caus,'![)

- Hé thin kinh: Chéng m3t*'6, bubn ngi®!¢, dau déu, trigu
chirng ngoai thap"2.

- Heé tiéu hoa: Kho miéng

- Toan thén: Triéu ching cai thudc (ngimg thudc)*?.
Thuong gdp, 1/100 < ADR < 1/10

- Miu va hé bach huyét: Gidm bach chu’, giam bach chu
trung tinh, tang bach clu &i toan?’.

- H& nji tiét: Tang prolactin's, giam Ty todn phin®, giam
Ts tr do®, giam T; toan phan®, giam TSH.

- Chuyén héa va dinh dudng: Tang them #n, dudng huydt
tang dén mirc bénh 1y5°.

- Hé tam thin: Gific mo bt thuong, 4c mdng, ¢6 y dinh ty
i, tyr 0.

- H¢ than kinh: Chimg loan céin ngdn.

- Hé tim mach: Nhip tim nhanh?, danh tréng nguc®.

- Thj gidc: Nhin mé.

- Hé mach: Ha huyét 4p thé dimg*'®.

- Hé hd hip, ngyc va trung that: Khé the®.

- Hé tiéu hoa: Téo bon, khé tidu, budn non®,

- Hé gan-mit: Tang ndng dd alanine aminotransferase
(ALT) huyét thanh®. Tang ndng do gamma-GT°.

- Toan thén: Suy nhuge nhg, phit ngogi bién, sét.

Ir géip, 1/1000 < ADR < 1/100

- Méu va hé bach huyét; Giam bach cAu trung tinh?, gidm
tidu ciu, thidu mau, giam sb lugng tiéu chu'.

- Hé mién dich: MAn cam (bao gdm phan ing dj img da)
- Hé ndi tiét: Giam T3 ty do™, gidm chirc ning tuyén
giap?!.

- Chuyén héa va dinh dwong: Ha natri huyét"”, di thdo
dudng", trAim trong thém tinh trang déi thdo dudng trude
do.

- Hé thdn kinh: Bdng kinh', hoi ching chén khong nghi,
loan van déng mudn', nght*1e.

- Hé tim mach: Kéo dai khoang QT"'2'%, loan nhip tim*.
- Hé hd hip, ngye va trang thit: Viém miii
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- Hé tiéu hoa: Chimg khé nudt’.

- Hé gan-mat: Téng nbng do aspartate aminotransferase
(AST) huyét thanh?.

- Thin va hé tiét nigu: Bf tiéu.

- Hé sinh san va tuyén vii: R6i loan chife ning tinh dye.
Hiém gip, 1/10000 < ADR < 1/1000

- M#u va hé bach huyét: Mét bach ciu hat™,

- Chuyén héa va dinh dutmg: Hoi chimg chuyén héa®®

- Hé tAm than: Méng du va cac phan (ng lién quan nhr
ngil néi vA rdi loan gifc ngii lién quan dén dn udng.

- Hé mach: Huyét khéi tinh mach’

- Hé tiéu hoa: Viém tay', thc rudt.

- Hé gan-méit: Vang da®, viém gan

- Hé sinh san va tuyén via: Roi loan cuong duong, hji
chimng galactorrhoea, vii simg, ri loan kinh nguyét.

- Tai chd va toan than: Hoi chimg 4c tinh do thude an thén',
ha than nhigt.

- Xét nghiém: Ting creatine phosphokinase méu*.

Rdt hiém gip, ADR < 1/10000

- H& mién dich: Phan tng phan vé*.

- Heé ndi tidt: Bai tidt hormone chdng bai nigu khéng pha
hop.

- Da vd mb dudi da: Phit mach®, hgi chimg Stevens-
Johnson®.

- Hé co xwong va md lign két: Tiéu co vin,

Khéng vé tan sudt

- Hé mach: Bt quy*.

- Da vi md du6i da: Hoai tir biéu bl nhi&m doc, héng ban
da dang, hoi chimg phét ban do thubc véi ting bach ciu 4
toan va nhidu triéu chimg toan thin (DRESS: Diug
Reaction with Eosinophilia and Systemic Symptons)

- Phu nif ¢6 thai, dang trong thai ky thai san: Hoi chimg
cai thude sau khi sinh®".

Ghi chni:

' Xem phan “Cdnh bdo va than trong khi ding thuéc”.

? Budn ngti ¢ thé xay ra, thudng trong 2 tudn dAu va mét
di khi tiép tuc diéu tri voi quetiapine.

? Tang khéng triéu chimg transaminase huyét thanh (ALT,
AST) hofic ting gamma-GT di duge ghi nhin & mét )
bénh nhén sir dyng quetiapine. Céc gia ting nay thudmg
hdi phuc khi tiép tuc diéu tri v6i quetiapine.

4 Ciing nhr c4c thudc chéng loan thin cé hoat tinh chen
alpha, adrenergic khdc, quetiapine thuong giy ha huyét dp
thé dimg vdi trigu chimg chéng mit, nhjp tim nhanh va c6
thé gay ngit & mot s6 bénh nhan dic biét khi bit déu diéu
tri (Xem phan “Canh bdo v thdn trong khi ding thuse”).
* Thn suit xay ra cdc ADR chi dua trén dif ligu trong qua
trinh st dung thuée.

6 Glucose huyét lac doi = 126 mg/dl hodc glucose huyét
tai thosi didm LAt kv > 200 mg/dl (hodic 11,1 mmol/l) xay
ra it nht trong 1 1in xét nghi¢m.

7 Tiing ty 1 mic chimg khé nubt khi ding quetiapine so
v6i gia dugce duge ghi nhan trong thir nghi¢m 1am sang &
giai doan réi loan ludng cyrc.

% Dya trén viée ting > 7% trong hrong co thé. Thudmg xay
ra ¢ tudin du tién cla qué trinh trj ligu.

9 Cée tridu chitng ngumg thudc sau ddy xay ra véi tdn sudt
nhidu nhét trong thir nghiém lam sang don trj li¢u bing gia
dwge: MAt ngt, budn ndn, dau dau, tiéu chay, ndn, chong
mit va dé bj kich thich. Ty 18 cac phan (mg ndy da giam
déng ké sau | tuan ngiing thude.

% Triglyceride > 200 mg/dl (= 2,258 mmol/l) (b§nh nhan
> 18 tudi) hodic = 150 mg/dl (= 1,694 mmol/1) (bénh nhin
< 18 tudi) xay ra it nhét trong 1 1an xét nghiém.

' Cholesterol > 240 mg/dl (> 6,2064 mmol/1) (bénh nhén
> 18 tudi) hojic > 200 mg/dl (> 5,172 mmoV/l) bénh nhén
< 18 tudi) xay ra it nhit trong 1 lAn xét nghiém. Thudomg
tang LDL cholesterol > 30 mg/dl (= 0,769 mmol/1), Tang
trung binh 41,7 mg/dl (= 1,07 mmol/1).

12 ¥em tai liéu bén dudi

13 Tidu chu < 100 x 101 xady ra it nhét trong 1 1dn xét
nghiém.

M Dyra trén cdc béo cila thirnghiém 1am sang vé anh hréng,
bét lgi cia viée ting creatine phosphokinase khong lién
quan dén hdi chimg 4c tinh thin kinh.

15 Néng d¢ prolactin (bénh nhan > 18 tudi) 12 20 pg/l (>
869,56 pmol/l) & nam gidi, > 30 pg/l (> 1304,34 pmol/l) &
nir gioi tai bét ky thoi diém ndo.

16 C§ thé gy té ngi.

17 HDL cholesterol <40 mg/dL (1,025 mmol/l) & nam gidi,
< 50 mg/dl (1,282 mmol/l) & nir gidi tai bit ky thoi diém
nao.

18 Ty I¢ cac bénh nhén c6 sy thay dbi khoang QT tir <450
msec dén > 450 msec voi mire ting > 30 msec. Trong mjt
thir nghiém gia dugc véi quetiapine vé sy thay doi trung
binh & cdc bénh nhin cé cc thay ddi cé ¥ nghia 14m sang,
két qua cho thiy 1a gidng nhau gifia quetiapine va gia
duge,

19 Thay ddi tir >132 mmol/l dén < 132 mmol/l xdy ra it
nhét trong 1 I&n xét nghiém.

20 p3 cé béo cdo cac trudmg hop cb ¥ dinh ty tir va hanh vi
tur sét trong khi didu trj voi quetiapine va ngay sau khi
ngimg thube.

2 Xem phin “Dugc lire hpe”

22 Hemoglobin giam < 13 g/dl (8,07 mmol/L) & nam gidi,
< 12 g/dl (7,45 mmoV/I) & nit giGi xay ra it nhit trong 1 n
xét nghiém dbi véi 11% bénh nhan diéu trj véi quetiapine
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trong tét ca cac thir nghiém bao gdm cé thir nghi§m nhan
mda.

23 C4c bao cdo ndy xdy ra trong trudmg hop nhip tim nhanh,
chong mit, ha huyét dp thé dimg vvhoiic rdi logn tim/hd
hép dudi.

2 Dyra trén si thay doi tir giéi han binh thuong dén mirc
gid trf ¢6 y nghta lim sang quan tfrong trong tat ca cdc thir
nghiém. T4 toan phan, Ts tw do, T: toan phén va T; tu do
c6 mire thay dbi < 0,8 pmol/l so voi mire dudi clia gidi han
binh thudmg va TSH thay déi > 5 mlU/.

25 Dy trén t§ 18 non & ngudi cac tudi (> 65 twdi).

26 Dya trén sy thay ddi sé lugng bach chu trung tinh tir >
1,5 x 10%/1 dén < 1,5 x 10%1 trong sudt qua trinh didu tri va
dyra trén c4c bénh nhan cé hugng bach ciu trung tinh gidm
manh (< 0,5 x 10%1) va bj nhi&m khudn trong tat céc cic
thir nghiém lim sang véi quetiapine.

27 Dya trén sy thay ddi tir giéi han binh thudmg dén mire
gia trj ¢6 ¥ nghia lam sing quan trong frong tt ca cc thir
nghiém. Bach chu &i toan c6 mirc thay ddi> 1 x 10° €
bao/l.

2 Dya trén sy thay ddi tir gi6i han binh thudng dén mire
gid tri ¢6 y nghta lim séing quan trong trong tat ci cdc thir
nghiém, $6 hrgng bach cAu trong mau c6 mire thay doi <
3 x 10° té bao/l.

» Dya trén cde bdo cho vé hdi chimg chuyén héa tir céc
thir nghiém lam séng véi quetiapine.

30 Trong nghién ciru 1Am sang, mdt s6 bénh nhan gip phai
tinh trang x4u di ctia cac yéu td chuyén héa lign quan dén
c¢fn niing nhu glucose va lipid mau.

3 Xem phén “Sir dung thuée cho phu nit c6 thai va cho
con bit”.

32 04 thé xay ra tinh trang tut huyét 4p va/hojic ngt trong
qud trinh didu trj hoc khi khai ddu didu tri. Tan suat xay
ra dua trén céc bio céo ve téc dung gy chém nhip tim va
chc vén dé lién quan trong céc thir nghiém lam sang voi
quetiapine.

¥ Dya trén nghién ciru dich 1& hoc hdi ciru khong ngéu
nhién.

P4 cb bdo cio cic trudmg hop kéo dai khodng QT, loan
nhip thét, dot tir, ngimg tim, xodn dinh khi didu trj véi
thudc an thin va xay ra 1an hrot timg clp d§.

P ¢6 c4c béo cho vé phan g c6 hai trén da nghiém trong
(SCARs: Severe Cutaneous Adverse Reactions) bao gbm
hdi chimg Stevens-Johnson (SJS: Stevens-Johnson
Syndrome), hoai tir bifu bl nhiém doc (TEN: Toxic
Epidermal Necrolysis), phan (mg do thubc v6i ting bach
cAu 4i toan va nhidu tridu chimg toan than (DRESS) trong
khi diéu tri v&i quetiapine.

Trd em: Tén it cidc ADR (luedng xdy ra ¢ tré em va
thank thiéu nién (10-1 7 tudi) hon so vdi ngwedl idn hodc

cic ADR clura dicge xde dinh & ngwol ldn
Rdt thudng gip, ADR > 1/10

- Hé ndi tiét: Tang prolactin’.

- Chuyén héa va dinh dudng: Tang thém an.

- H& thén kinh: Triéu ching ngoai thap®*,

- Hé mach: Tang huyét 4p?

- Hé tiéu héa: Non.

Thuong géip, 1/100 < ADR < 1/10

- Hé thiin kinh: Ngit.

- Hé 16 hiip, ngyre va trung thit: Viém mili.

- Toan thén: D& bj kich thich?,

| Néng d6 prolactin (bgnh nhan < 18 téi) > 20 pg/l (>
869,56 pmol/l) & nam gidi, > 26 pg/l (> 1130,428 pmol/l)
& nit gidi. Dudi 1% bénh nhan cé ndng d6 prolactin ting
> 100 pg/l,

2 Dya trén c4c thay déi trén mirc cé y nghia ldm sang (dicu

chinh tir tiéu chi cia Vién y 1€ Quéc gia) hogic huyét dp
tam thu tang > 20 mmHg hofic huyét 4p tAm trwong tang
>10 mmHg trong 2 I4n thir nghiém gia duge cdp tinh (3-6
tufn) & tré em vé thanh thiéu nién.

3 Ghi chii: TAn s6 phi hop & ngudi 16n nhung ¢d lién quan
véi su khéic bigt 1dm sing & tré em va thanh thiéu nién.

4 Xem phin “Dirge lirc hoc”,

Hwéng din cdch xiz tr{ ADR

Néu xay ra cic ADR nghiém trong, ngung diing thudc va
4p dung cac bién phap diéu tri thich hop.

QUA LIEU VA CACH XU TRI

Tri¢u clitng

Nhin chung, c4c d4u hiéu va tri¢u chimg khi ding thude
qua lidu duge ghi nhan 12 do ting tac ddng dugc Iy clia
thudc, nhu ngAy ngt va an thin, nhip tim nhanh, tut huyét
ap va tic dong khang acetylcholine.

Qué lidu c6 thé din dén kéo dai khoang QT, co gidt, tinh
trang dong kinh, tigu co vén, suy hé hép, bi tiéu, 1t 1an, mé
sang va/hoiic kich dfng, hén mé va tir vong. Bénh nhén ¢
bénh tim mach nang trude do c6 thé ting nguy co do qua
lidu.

Cdch xir tri

Chua cé chit giai ddc dic hiéu cho quetiapine. Trong
trudng hop nhidm djc ndng, cin xem xét dén kha ning do
anh hudng ciia nhidu thudc, tién hanh cae bién phép cham
soc diic biét, bao gdm tai 1ip va duy trl dudng thd, dam
bao théng khi va cung cép oxy ddy du, theo ddi va hd trg
tim mach.

C#in cir tai liéu cong bd, bénh nhan c6 triéu chimg hoang
tudng, kich ddng va hoi ching khing acetylcholine 10 rang
¢6 thé didu trj bing physostigmine, 1-2 mg (theo d&i dién
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tam db lién tyc). Day khong phéi 1a khuyén céo didu tri
chudn vi c6 tic dong tiéu cwe tiém &n cia physostigmine
trén tim. Physostigmine c6 thé sir dung néu khong c6 vin
a& v& dién tam 4 (ECG: Electrocardiogram). Khong sir
dung physostigmine trong trudng hep 18i loan nhijp tim
(bét ky mire d§ ndo) hofic QRS gidn rong.

Nghién ciru vé giam hép thu quetiapine trong qué lidu
chua duge thyre hign, Trudng hop ngd dde ning co thé rira
da ddy, thuc hién trong vong mét gi sau khi uéng qud
lidu. Than hoat tinh c6 thé sit dung dé lam sy giam hép thu
cilia quetiapine,

Trrdmg hgp qud lidu quetiapine, tut huyét 4p nén duge
diéu tri bing bign phép thich hop nhu truyén djch tinh
mach vi/hoic thubc cudmg giao cam. Epinephrine va
dopamine nén tranh ding vi kich thich beta c6 thé 1am tut
huyét &p trdm trong.

Cin tiép tuc gidm sat va theo ddi bnh nhén chit ché cho
dén khi hdi phuc hoan toan.

DUQC LUC HQC

Nhém dwge 1j: Thude chéng logn thin; céc Diazepine,
oxazepine va thiazepine.

M# ATC: NOSA HO04

Co ché tdc dung

Quetiapine 13 thudc chéng logn thin khéng dién hinh,
Quetiapine va chit chuyén héa co hoat tinh trong huyét
trong ngudri, norquetiapine, c6 tc dong trén nhiu logi thu
thé dan truyén thin kinh. Quetiapine va norquetiapine cé
ai lyc v6i thy thé serotonin (SHT,) & ndo va v6i thy thé

dopamine D, va D,. Chinh tinh chon loe véi thy thé
serotonin (SHT,) & ndo cao hon véi thy thé dopamine D,

dugc tin 1a g6p phén vao dic tinh chdng loan thén trén lim
sang v it nguy co c6 tac dyng khong mong muon trén hé
ngoai thap clia quetiapine so véi cic thudc chéng loan thin
khic. Quetiapine va norquetiapine cé 4i lyc khong déng ké

v&i thu thé benzodiazepine nhung c6 & lyc cao vé&i thy the
histaminergic va adrenergic alpha,, c6 i lyc thap hon véi

thu thé adrenergic alpha,. Quetiapine ¢ ai lyc thép hodc

khéng cd 4i lyc véi thy thé muscarinic trong khi
norquetiapine ¢6 ai lyc trung binh dén cao voi thy thé
muscarinic (t¢c dung khang cholinergic). Téc dung tic ché
NET (Norepinephrine fransporter) va chi van tirng phin
SHT1A cia norquetiapine gop phén vao hidu qua chéng
trAm cam ciia quetiapine.

Duge lye hoe

Quetiapine ¢6 hoat tinh qua c4c thir nghigm vé tac dong
chéng loan thdn, nhu thir nghiém né tranh co didu kién
(Conditioned avaidance).

Quetiapine ciing chen thy thé dopamine, danh gid qua
hanh vi hay dién sinh Iy va am ting ndng dg chét chuyén

héa dopamine, chi s6 vé hoa thin kinh cia sir e ché thy
thé dopamine D

Trong céc thir nghiém tién 1am sang dy bao khd ning cé
triéu chimg ngoai thap (EPS: Extrapyramidal Symptoms),
quetiapine khang gidng thube chdng loan than dién hinh
va co diic tinh khéng dién hinh.

Quetiapine khéng gdy téc dong Kich thich thu the
dopamine D; khi ding 1du dai. Quetiapine chi gdy tdc dong
giif nguyén thé (Catalepsy) yéu & céc lidu tic ché thy thé
dopamine D;. Quetiapine chimg t6 tinh chon lgc trén vimg
ria néio qua tic dgng irc ché khir cyc cla céc noron chira
dopamine & viing ria néio gifta nhung khéng tic dong trén
chc noron thé van den (Nigrostriatal) sau khi ding lau dai.
Ngay sau khi diing thubc va vé lau dai, quetiapine c6 thé
gy loan trirong lyc co rédt nhd trén loai khi Cebus nhay
cam v&i haloperidol hojc khong,

DUQC PONG HQC

Hép thu

Quetiapine fumarate duge hp thu nhanh va chuyén héa
hoan toan sau khi udng.

Sinh khé dung cia quetiapine bi &nh hwdng nhg khi ubng
ciing v6i thyc phdm. Nong do mol cye dai & trang théi on
dinh ciia norquetiapine (chdt chuyén héa cé hogat tinh) 1a
35%.

Duoc dgng hoc clia quetiapine va norquetiapine tuyén tinh
trong khoang liéu didu tri.

Phéin b

Quetiapine gin két voi protein huyét tuong khoang 83%.
Chuyén héa

Quetiapine chuyén hoéa hoan toan qua gan, c6 it hon 5%
chéit & dang khong bién ddi trong nude tiéu hay phan sau
khi udng quetiapine. Trong nghién ciru in vitro, quetiapine
chuyén hoa qua hé CYP P450 v6i enzyme chuyén hoa
chinh la CYP3A4.

C6 twong tmg khoang 73% va 20% lidu ding dwge thai trir
qua nwérc tiéu va phan,

Trong in vitro quetiapine va céc chit chuyén héa (bao gdm
norquetiapine) trc ché yéu téc dong ciia CYP P450 1A2,
2C9, 2C19, 2D6 va 3A4 & ndng dd cao hon 5 - 50 lén so
voi ndng do dat duge khi ding lidu 300 - 800 mg/ngay.
Cée két qua in vitro ny cho thiy quetiapine khong irc ché
& mire ¢6 y nghta l[am sang cac thubc chuyén héa qua trung
gian CYP P450 khi diing ddng thoi. Tir céc nghién ciru
trén dgng vt cho thdy quetiapine c6 thé cam tng céc
enzyme CYP P450. Nghién cir twong téc déc bigt & cic
banh nhén loan thin cho thiy quetiapine khéng lam ting
hoat tinh cia CYP P450.

Thdi trix

Théi gian bén thai clia quetiapine va norquetiapine xdp xi
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7 dén 12 gior. Ndng dd mol trung binh thai trir qua nwdc
tidu ciia quetiapine ty do va chéit chuyén héa trong huyét
trong norquetiapine 13 < 5%.

Péi tugng dic bigt

Gi6i tinh

Khéng co s khdc bi¢t vé dgng hoc ctia quetiapine gifra
nam gidi va nif gidi.

Newdi cao tudi

Ngudi cao tudi c6 dd thanh thai trung binh cia quetiapine
khoang 30 - 50%, thAp hon so véi ngudi 18 - 65 tudi.
Suy thén

D6 thanh thai trung binh ciia quetiapine trong huyét tuong
giam khoang 25% & bénh nhén suy thin ning (49 thanh thai
creatinine < 30 mi/phat/1,73m?), nhung gié trj d§ thanh thai
ndim treng khoéng gidi han & ngudi binh thudmeg.

Suy gan

Do thanh thai trung binh ciia quetiapine trong huyét twong
gidm khoang 25% & bénh nhéin suy gan (xo gan dn dinh do
rrgu). Do quetiapine chuyén héa chit yéu tai gan nén ndng
dd quetiapine trong huyét trong ting cao & cde bénh nhan
suy gan, Xem xét vi¢e diéu chinh liéu & bénh nhén suy gan.
Tréem

Dit ligu duge dong hoo & 9 tré em tir 10-12 tudi va 12 thanh
thi€u nién da didu tri 8n dinh voi 400 mg quetiapine hai
1An mdi ngdy. O trang thai én dinh, ndng d6 huyét twong
quetiapine & tré em va thanh thiéu nién (10-17 tudi) twong

ty & ngudi 16n, mic dit Cuax ¢ tré em cao hon ngudi lon.
AUC (Area Under the Curve) va Cuax clia chét chuyén héa
¢6 hoat tinh norquetiapine cao hon khodng 62% va 49%
trong g & tré em (10-12 tudi), 28% vi 14% twong tmg
& thanh thidu nién (13-17 tudi) so véi ngudi 16n.
QUY CACH PONG GOI
Hop 3 vix 10 vién
PIEU KIEN BAO QUAN
Noi khd, nhigt dd khong qua 30 °C, trinh 4nh sing
HAN DUNG
36 thang, k& tir ngay san xuit
TIEU CHUAN CHAT LUQNG
usp
CO SO SAN XUAT
S
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