"R THUOC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC
Vién nén
QUEITOZ-50
Vién nén
QUEITOZ-100
Vién nén

QUEITOZ-200

Thubc nay chi dung theo don thudc
Dé xa tam tay tré em
Poc ky huwong dan siv dung trwée khi diing

Théng biao ngay cho bac s§ hoic dwgc s§ nhimg tic dung khong mong mudn khi sir dung thudc

To thong tin sdn phém nay bao gom hwong dén sir dung cho thuoc cé nhiéu ham lwong khdc nhau

1.

THANH PHAN CONG THU'C THUOC

MBbi vién nén QUEITOZ-50 chta:

Thanh phan dwoc chit:

Quetiapin fumarat tuong duong Quetiapin ............ 50 mg

Thanh phan td dwoc: |

Lactose monohydrat, cellulose vi tinh thé M101, BHA, acid fumaric, povidon (Kollidon 30),
natri starch glycolat, silicon dioxyd, magnesi stearat.

Mbi vién nén QUEITOZ-100 chira:

Thanh phan dwoc chit:

Quetiapin fumarat tuong duong Quetiapin ........... 100 mg

Thanh phan td dwoc: |

Lactose monohydrat, cellulose vi tinh thé M101, BHA, acid fumaric, povidon (Kollidon 30),
natri starch glycolat, silicon dioxyd, magnesi stearat.

Mbi vién nén QUEITOZ-200 chtra:

Thanh phin dwoc chit:

Quetiapin fumarat tuong duong Quetiapin .......... 200 mg

Thanh phén td dwoc:

Lactose monohydrat, cellulose vi tinh thé M101, BHA, acid fumaric, povidon (Kollidon 30),
natri starch glycolat, silicon dioxyd, magnesi stearat.

DANG BAO CHE:

QUEITOZ-50: Vién nén tron mau tr’fmg, mot mat ¢6 dap gach ngang, mat kia tron.
QUEITOZ-100: Vién nén dai mau tr’fmg, mot mat c6 dap logo a7 mat kia c6 dap gach
ngang.

QUEITOZ-200: Vién nén dai mau tréng, hai mat tron.

3. CHIPINH

Quetiapin dugc chi dinh dé:

- Diéu trj tim than phan liét.

- Piéu tri rdi loan ludng cuc:
+ Piéu tri con hung cam vira dén ning trong rdi loan ludng cuc.
+ Diéu tri con trdm cam nang trong r6i loan ludng cuc.
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+ Phong ngtra tai phat con hung cdm hodc trdm cam & bénh nhan bi r6i loan ludng cuc
da daptng vétr dieu tri'quetiapin trudce do.

4. CACHDUNG, LIEU DUNG
Cach dung:
Thudc duoc ding dudng udng, cing hodc khong cling vdi thire an.
Liéu ding:
Liéu trinh diéu trj khac nhau cho mdi chi dinh, nén chic chin bénh nhan da hiéu rd thong
tin liéu dung thich hop cho tinh trang ctia minh.
Nguwoi lon:
Piéu tri tam than phan liét:
Nén udng quetiapin 2 1an/ ngay. Tong liéu mdi ngay trong 4 ngay dau diéu tri 1a 50 mg
(ngay 1), 100 mg (ngay 2), 200 mg (ngay 3) va 300 mg (ngay 4).
Tir ngay thi 4 tro di, nén diéu chinh téi khoang lidu théng thuong c6 hidu qua tir 300 dén
450 mg/ ngay. Tuy theo dap img 1am sang va kha nang dung nap cua timg bénh nhén, c6
thé diéu chinh liéu trong khoang 150 dén 750 mg/ ngay.
Piéu tri cdc con hung cam vira dén _ndng trong roi loan luong cuc:
Nén udng quetiapin 2 1an/ ngay.Tong liéu mdi ngay trong 4 ngay dau diéu tri 1a 100 mg
(ngay 1), 200 mg (ngay 2), 300 mg (ngay 3) va 400 mg (ngay 4). Liéu dung co thé dugc
diéu chinh dan 1én dén 800 mg/ ngiy vao ngiy thir 6 nhung mdi lan ting khong nén vuot
qua 200 mg/ ngay.
C6 thé diéu chinh licu tuy theo dap ng lam sang va kha nang dung nap cua ting bénh
nhan, trong khoang 200 dén 800 mg/ ngay. Liéu thong thuong c6 hidu qua diéu tri 1a 400 -
800 mg/ ngay.
Piéu trl con tram cam nang trong roi loan luong cuc:
Nén udng quetiapin 1 1an/ ngay trudc khi di ngi. Tong lidu mdi ngay trong 4 ngay dau dicu
tri 1a 50 mg (ngay 1), 100 mg (ngay 2), 200 mg (ngay 3) va 300 mg (ngay 4). Liéu hang
ngay khuyén céo 1a 300 mg.
Khong ¢4 thém lgi ich khi dung liéu 600 mg so véi liéu 300 mg trir & mot s6 bénh nhén.
Liéu cao hon 300 mg nén duoc khoi dau boi bac sy c6 kinh nghiém diéu tri rbi loan ludng
cyc. O mot sb bénh nhan, khi lo ngai bién ching dung nap, nén can nhic giam xudng lidu
t6i thiéu 200 mg.
Phong ngura tai phat trong roi loan luéng cuc:
Dé phong ngira tai phat con hung cam, hdn hop hoac tram cam trong rdi loan ludng cuc,
bénh nhan co6 dap ng voi quetiapin khi diéu tri cap tinh rdi loan ludng cuc nén tiép tuc
diéu tri voi liéu nhu vay. Liéu c6 thé dugc hiéu chinh dwa trén dap Gng 1am sang va kha
nang dung nap cia ting bénh nhén, trong khoang 300 - 800 mg chia lam 2 lan/ ngay. Nén
str dung liéu thap nhat c¢6 hiéu qua trong diéu trj duy tri.
Nguwoi cao tudi:
Gidng nhu cac thude chéng loan than khac, nén than trong khi str dung quetiapin & nguoi
cao tudi, dic biét trong giai doan bat dau sir dung thube. Tdc do tang lidu c6 thé can phai
cham hon va liéu ding hang ngay thap hon so véi khi ding cho bénh nhan tré hon, tity vao
dap Gmg 1am sang va kha ning dung nap cia ting bénh nhan. Do thanh thai huyét tuong
trung binh cta quetiapin giam 30 - 50% & d6i tuong cao tudi khi so sanh v&i bénh nhan tré
hon.
Hiéu qua va an toan ¢ bénh nhan trén 65 tudi bi con tram cam trong r6i loan ludng cuc
chua dugc danh gia.
Bénh nhdn suy than:
Khong can hiéu chinh lidu & bénh nhan suy than.
Bénh nhdn suy gan:
Quetiapin chuyén hoa nhiéu qua gan. Vi vy, nén than trong khi st dung quetiapin & bénh
nhan suy gan, dic biét 13 trong giai doan bat dau st dung thudc. Bénh nhdn suy gan nén
khéi dau voi quetiapin 25 mg/ ngdy. Nén ting lidu mdi ngay, timg mirc 25 dén 50 mg, dén
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lidu dat hiéu qua diéu tri, ty vao dap tmg 14m sang va kha ning dung nap cta timg bénh
nhan.

Tré em:

Khong khuyen cao su dung quetiapin cho tré em va thanh thiéu nién duéi 18 tudi, do thiéu
thong tin v€ an toan va hiéu qua trén nhom tudi nay.

5. CHONG CHI PINH
Man cam vdi quetiapin hodc voi bat ky thanh phan nao ciia thude.
Dung dong thoi voi cac thude e ché CYP3A4 nhu thude e ché protease HIV, thudc
khang ndm nhom azol, erythromycin, clarithromycin va nefazodon.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Vi quetiapin c¢6 nhiéu chi dinh, thong tin an toan nén dugc can nhic d6i véi chan doan cua
tig bénh nhan va lidu dang st dung.
Tre em:
Khong khuyén c4o str dung quetiapin cho tré em va thanh thiéu nién dudi 18 tudi, do thiéu
thong tin vé an toan va hiéu qua. Thir nghiém 1am sang cho thiy tic dung khong mong
mudn c6 tan suat cao hon ¢ tré em va thanh thiéu nién so vGi nguoi 16n (tang cam gidc
ngon miéng, ting prolactin huyét thanh, non, viém mili va ngat xiu) hodc c6 thé cé tac dong
khéc ¢ tré em (triéu ching ngoai thdp va kho chiu) va c6 tac dung chua thay O nguoi 16n
(tdng huyet ap). Thay ddi xét nghiém chitc ning tuyén gidp ciing duoc thiy & tré em va
thanh thiéu nién.
Hon nira, an toan dai han cta quetiapin trén sy tdng trudng va truong thanh chua dugc
nghién ctru trong hon 26 tuan. Chua biét tic dong lau dai 1én phat trién nhan thic va hanh
Vi.
Quetiapin lam tang tan suat tridu chig ngoai thdp ¢ tré em va thanh thiéu nién khi diéu tri
tam than phan liét, hung cam ludng cuc va tram cam ludng cyc.
Ty tu/ ¥y nght tw nr hodc tinh trang ldm sang nang hon:
Tram cam trong rdi loan ludng cyc co lién quan dén gia ting nguy co y nght ty tur, tu lam
hai ban than va ty tir (cdc bién cb lién quan dén tir tir). Nhimg nguy co nay ton tai dai dang
cho dén khi c¢6 sy hdi phuc dang ké. Vi su cai thién c6 thé khong xay ra trong vai tudn dau
diéu tri hodc hon, nén theo ddi chit ch& bénh nhan cho dén khi ¢6 cai thién rd. Theo kinh
nghiém 1am sang chung, nguy co tu tir c6 thé ting trong giai doan dau hoi phuc.
Thém vao do, bac sy nén can nhac nguy co cac bién c6 lién quan ty tr c6 thé xay ra khi
ngumng dot ngdt quetiapin do céc yéu t6 nguy co ciia bénh dugc diéu tri.
Céc tinh trang tAm than khac ma quetiapin dugc chi dinh ciing c6 thé c6 lién quan dén ting
nguy co bién c6 lién quan dén tu tr. Thém vao d6, nhiing tinh trang nay c6 thé cing xay ra
v4i con trAm cam nang. Nhitng than trong trén bénh nhan bi con trAim cam ning ciing nén
duoc 4p dung cho bénh nhan bi r6i loan tAm than khdc.
Bénh nhan c6 tién sir bién cb lién quan ty tr, hodc bénh nhan thé hién muc d6 ¥ nghi tu tir
dang ké trudc khi bat dau diéu tri o nguy co cao hon ¥ nghi tu tir hodc tu tir, va nén duoc
theo ddi can than trong qua trinh diéu tri.
Theo dbi chit ché bénh nhan dic biét 1a nhitng ngudi co nguy co cao nén di kém vai diéu
trj bang thudc, dic biét 1a trong giai doan dau diéu tri va sau khi thay doi liéu. Bénh nhan
(va nguoi cham soc) nén duoc canh bdo vé sy can thiét theo doi bat ky tinh trang 1am sang
té hon, hanh vi hodc y nghi tu tt, thay d6i bat thudng trong hanh vi va can dén trung tim y
té ngay 1ap tirc néu c6 cdc triéu ching nay.
Nguy co chuyén héa:
Trong nghién ctu lam sang da thiy nguy co 1am té hon tinh trang chuyén héa, bao gdm
thay dbi can nang, glucose huyet va lipid, nén danh gia théng sé chuyén hoéa cua bénh nhén
khi khoi dau diéu tri va nén kiém soét thuong xuyén sy thay dbi céc thong sb nay trong qud
trinh diéu tri. Nén xu tri tinh trang chuyén héa té hon khi phu hop 1dm sang.
Triéu chung ngoqi thdp:
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Quetiapin c6 lién quan dén tang ty 1é tridu chimg ngoai thap & nhitng bénh nhén bi con
fram’ ‘¢am nang trongtoi'loan luong cuc.

St dung quetlapln co lién quan dén chirng ng01 nam khong yén. Tinh trang nay thu:(mg xay
ra trong vai tuan dau diéu tri. O nhiing bénh nhén c6 triéu ching nay, tang lidu c6 thé c6 hai.
Réi loan vin dong muon:

Khi c6 ddu hiéu hay triéu ching rdi loan van dong mudn, nén xem xét giam liéu hay ngung
quetiapin. Triéu ching rdi loan van dong mudn c6 thé nang hon hodc tham chi bung phat
sau khi ngimg diéu tri.

Buén ngii va chéng mdt:

Str dung quetiapin c6 thé gdy budn ngu va cdc tridu ching lién quan, nhu an than. Trong
thir nghiém 14m sang & bénh nhan bi trdm cam ludng cuc, triéu ching thuong khoi phat
trong 3 ngay dau diéu tri véi mirc do chu yéu 1a nhe dén vira. Néu bénh nhéan bi budn ngi &
mirc d6 ning thi c6 thé can lién hé thuong xuyén hon trong it nhat 2 tuan tir khi khoi phat
budn ngu, hodc cho dén khi triéu ching dugc céi thién va cé thé can nhéc ngung diéu tri.
Ha huyét dp thé dimg:

Quetiapin c6 thé gy ha huyét 4p thé dung va chéng mat, gidng nhu budn ngi, cdc tinh
trang nay thuong khoi phat ¢ giai doan dau diéu chinh liéu. Céc tinh trang nay c6 thé ting
ty 1€ chan thuong do tai nan (té ngd), dac bi¢t & ngudi cao tudi. Vi vay, nén khuyén bénh
nhan than trong cho dén khi quen véi tic dung cua thudc.

Quetiapin nén dugc sir dung than trong dbi voi bénh nhan da biét c6 mac bénh tim mach,
bénh mach méu nio, hoic céc tinh trang bénh 1y khic c6 thé gay tut huyét 4p. Nén can nhac
giam lidu hodc tdng liéu cham hon néu xay ra ha huyét ap, dac bi¢t 1a & bénh nhan c6 bénh
tim mach tiém 4n.

Hoi chirng ngung tho khi ngu:

Ho6i chirng ngung thd khi ngu dugce bdo cdo ¢ bénh nhan sir dung quetiapin. Nén thén trong
¢ bénh nhan sir dung dong thoi voi thude tre ché hé than kinh trung wong va bénh nhan c6
tién sir hodc nguy co ngung thd khi ngt, nhu ngudi thira cin/ béo phi hodc nam gidi.

Co giat:

Trong céc thir nghiém 14m sang c6 ddi chimg, khong c6 khéc biét vé tan sudt dong kinh
gitta nhém bénh nhan st dung quetiapin va nhém ding gia dugc. Ciing nhu cac thudc
chéng loan than khéc, nén than trong khi str dung thudc cho bénh nhan c6 tién st dong kinh.
Hoi chimg an than kinh dc tinh:

Hoi chung an than kinh 4c tinh c6 lién quan dén viéc diéu tri bang cdc thudc chéng loan
than, ké ca quetiapin. Céc biéu hién 1Am sing bao gom ting than nhiét qud mic, thay ddi
trang thdi tAm than, co ctng co, hé than kinh ty chi khéng 6n dinh va ting creatin
phosphokinase. Trong trudng hop ndy, nén ngung quetiapin va diéu tri thich hop.

Giam bach cc”iu trung tinh va mat bach cau hat néng:

Giam bach cau trung tinh nang (< 0,5 x 10°/ L) hiém khi duoc ghi nhén trong cdc thu
nghiém lam sang vé quetiapin. Hau hét cac truong hop giam bach céu trung tinh nang xay
ra trong 2 thang dau diéu tri véi quetiapin. Khong c6 moi lién h¢ ro rét voi heu dung. Cac
yéu td nguy co co thé xay ra giam bach cau trung tinh bao gém luong bach cau thap trude
d6 va tién sir giam bach cau trung tinh do dung thubc. Nén ngung dung quetiapin ¢ bénh
nhan c6 bach cau trung tinh < 1,0 x 10°/ L. Nén theo doi du hiéu va tridu ching nhiém
trung va luong bach cau trung tinh & cdc bénh nhan nay (cho dén khi lugng bach cau trung
tinh vuot qua 1,5 x 10°/ L).

Nén cin nhic giam bach cau trung tinh & bénh nhdn c6 triéu chimg nhidm trang hodc sét,
dic biét 1a khi thiéu nhitng yéu t6 nguyén nhan rd rang, va nén duoc xt tri khi thich hop vé
mat 1am sang.

Nén khuyén bénh nhin théng bdo ngay sy xuét hién cua diu hiéu/ triéu chimg dic trung
ctia mat bach cau hat hodc nhiém trung (nhu sot, yéu, hon mé hoac dau hong) vao bat cur
khi nao trong khi diéu trj véi quetiapin. Nén thyuc hi¢n dém bach cau va bach cau trung tinh
tuyét ddi kip thoi, dic biét khi thiéu nhitng yéu t6 nguyén nhén rd rang.

Tdc dung khdng cholinergic (muscarinic):
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Norquetiapin, chat chuyén héa c6 hoat tinh ciia quetiapin, c¢6 4i luc trung binh dén manh
Vo1 nhleu phan 'nhém' thy thé muscarinic. Viée nay dong gop vao tac dung khong mong
mudn khang cholinergic khi str dung quetiapin & lidu khuyén cdo, khi st dung dong thoi
v6i cdc thude khéc c6 tic dung khang cholinergic, va trong trudng hop qud lidu.

Nén than trong khi st dung quetiapin & bénh nhan dang dung thude c6 tac dung khang
cholinergic (muscarinic). Nén than trong khi sit dung quetiapin & bénh nhan dugc chan
doan hodc c6 tién sur bi tiéu, phi dai tuyén tién liét co ¥ nghia 1am sang, tic nghén duong
tiéu hda hoac céc tinh trang lién quan, tdng 4p luc ndi nhan hoac glaucom goc dong.

Tuong tac:

Xem thém & phan Twong tac cua thude véi cdc thude khéc va céc loai tuong tac khéc.

Str dung dong thoi quetiapin vOi thudc cam tmg enzym gan manh nhu carbamazepin hoac
phenytoin lam giam dang ké nong do huyet tuong clia quetiapin, diéu nay c6 thé anh huong
dén hiéu qua cua diéu tri quetiapin. O bénh nhan st dung cac thubc cam Umg enzym gan,
khoi dau diéu tri voi quetiapin chi nén dugc thyc hién néu bac sy can nhéc loi ich cia
quetiapin vuot trdi so voi nguy co khi bo thubc cam Ung enzym gan. Bat ky thay d6i nao
ctia thudc cam ung phai tir tir, va thay thé bang thudc khong cam tng néu can (vi du nhu
natri valproat).

Can ngng:

Téang can da dugc bdo cdo ¢ bénh nhan s dung quetiapin, va nén theo doi va xu trf khi 1am
sang thich hop theo nhu huéng dan sir dung thudc chng loan than.

Tang glucose huyet

Tang glucose huyét va/ hodc tién trién hodc ning hon bénh déi thao duong thuong di kem
v6i nhidm toan ceton hodc hon mé da duoc bdo cdo hiém gip, bao 20m mot so ca tur vong.
Trong mot vai truong hop, ¢6 su ting can trude do, dicu nay c6 thé 1a yéu td nguyén nhén.
Nén theo doi 1dm sang thich hop theo nhu hudng dan sir dung thudc chdng loan than. Nén
quan sat nhing déu hiéu va triéu ching cua tang glucose huyet 0 bénh nhan su dung thude
chéng loan than bao gdbm quetiapin, (nhu ubng nhiéu, tiéu nhiéu, an nhiéu va yéu) va bénh
nhan bj dai thao dudng hodc c6 yéu td nguy co ciia dai thio dudng nén duoc theo ddi dinh
ki do viéc kiém soat glucose kho khan hon. Nén theo doi can ndng dinh ki.

Lipid:

Tang triglycerid, LDL va cholesterol toan phan, va giam HDL cholesterol da dugc thiy
trong thir nghiém 1am sang véi quetiapin. Nén xtr tri thay doi lipid khi thich hop vé mat 1am
sang.

Kéo dai khoang QT:

D3 ¢ bao cio kéo dai khoang QT khi ding quetiapin & lidu diéu tri va khi qué lidu. Nhu
nhiing thudc chéng loan than khéc, nén than trong khi ding quetiapin ¢ bénh nhan c¢6 bénh
tim mach hodc tién st gia dinh kéo dai khoang QT. Ciing nén than trong khi sir dung
quetlapln dong thoi véi cédc thude c6 thé gy kéo dai khoang QT khéc, hodc voi cic thudc
chong loan than khéc, dic biét 1a & nguoi cao tudi, & bénh nhan bi hoi ching kéo dai
khoang QT bam sinh, suy tim sung huyét, phi dai tim, ha kali huyét hodc ha magnesi huyét.
Bénh co tim va viém co tim:

D3 ¢6 bao cdo bénh co tim va viém co tim, tuy nhién méi quan hé nhan qua véi quetiapin
chua dugc thiét 1ap. Diéu tri voi quetiapin nén dugc danh gid lai & bénh nhan nghi ngd bi
bénh co tim hodc viém co tim.

Ngitng thudc:

Tri¢u chung cai thudc cép tinh nhu budn ngu, budn ndn, nhirc dau, tiéu chdy, nén, chong
mat va khé chiu d3 duoc bdo cdo sau khi ngimg dot ngodt quetiapin. Nén nging thude tir tir
trong khoang thoi gian it nhat 1 - 2 tuan.

Str dung sai va lam dung thuéc:

Truong hop st dung sai va lam dung thube da duoc bdo cdo. Nén than trong khi su dung
quetiapin ¢ bénh nhan cé tién str lam dung ruou hoac thudc.

Ngueoi cao tudi bi réi loan tém than lién quan dén mat tri nho:
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Quetiapin chua dugc chép thuan dé diéu tri bénh nhan roi loan tAm than lién quan dén mét
trinhd.

C6 su gia tang khoang 3 lﬁn nguy co bién ¢ khéng mong mubn trén mach mau ndo dugc
thay trong thir nghiém ngau nhién ddi ching gia dugc & bénh nhan mat tri nho sir dung mot
s6 thude chdng loan than khong dién hinh. Co ché sy gia ting nguy co van chua rd. Khong
thé loai trir nguy co véi cic thude chdng loan than khéc hodc cdc nhém bénh nhan khéc.
Nén than trong khi st dung quetiapin 6 bénh nhan c6 nguy co dot quy.

Trong mot phan tich tong hop cho cic thude chong loan than khong dién hinh, dé c6 bao
c4o tang nguy co tir vong & cdc bénh nhén cao tudi bi loan than lién quan dén mét tri nhd so
voéi giad dugc.

Kho nuot:

Khé nudt da duoc bdo cdo & bénh nhan st dung quetiapin. Nén théan trong khi st dung
quetiapin & bénh nhan c6 nguy co viém phdi sic.

Tdo bén va tic rugt:

Téo bén 1a mot yéu to nguy co cia tic rudt. Tdo bén va tic rudt da dugc bdo cdo khi su
dung quetiapin, bao gdém truong hop tir vong ¢ bénh nhén c6 nguy co tac rudt cao hon, bao
gém bénh nhan sir dung dong thoi nhidu thude lam giam nhu dong rudt va/ hodc c6 thé
khong bdo cdo triéu ching tdo bén. Bénh nhan bi tac rudt nén dugc xur tri bang cach theo
ddi chit ché va cham soc khan cap.

Huyét khéi tinh mach (VTE):

Truong hop VTE da duge béo céo khi s dung thuoc Chong loan than. Vi bénh nhan dleu
tri véi thudc chéng loan than thuong c6 nhimng yéu td nguy co VTE, tat ca nhiig yéu to
nguy co VTE nén duogc xac dinh trudce khi va trong khi diéu tri véi quetiapin va nén thuc
hién cdc bién phdp phong ngua.

Viém tuy:

Viém tuy da duoc bdo cdo khi dung quetiapin. Trong cdc ca bdo cdo, khong phai tat ca
nhung nhiéu bénh nhan c6 cdc yéu td lién quan dén viém tuy nhu ting triglycerid, so6i mét
va uong rugu.

Thong tin thém:

Thong tin phbi hop quetiapin véi divalproex hodc lithi trong con hung cam cip tinh vira
dén ning con han ché; Tuy nhién, phéi hop diéu tri dwoc dung nap tét. Thong tin cho thiy
tac dong hiép ddng & tuan thir 3.

Canh bdo ta duoc:

Thudc c6 chira lactose, bénh nhin méc bénh di truyén hiém gip khong dung nap galactose,
thiéu hut Lapp lactase hodc rdi loan hip thu glucose-galactose khong nén ding thudc nay

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Sir dung thudc cho phu nir ¢é thai

Ba thang dau thai ky:

Chua thiy c6 ting nguy co di tdt bam sinh do st dung quetiapin. Tuy nhién, chua rat ra
dugc mot két luan rd rang. Nghién ctu trén dong vat cho théy doc tinh trén kha nang sinh
san. Vi vay, chi nén st dung quetiapin trong thai ky néu loi ich vuot tréi nguy co c6 thé
Xay ra.

Ba thdng cudi thai ky:

Tré so sinh bj phoi nhiém thudc chéng loan than (bao gom quetiapin) trong ba thdng cubi
thai ky c6 nguy co tac dung khong mong mudn bao gdm triéu chiing ngoai thip va/ hodc
triéu ching cai thude, c6 thé & nhidu muc d6 ning va thoi gian khdc nhau sau khi khoi phat.
D3 ¢ béo céo kich dong, ting truong luc co, run, budn ngu, suy hd hip hodc kho cho in.
Nén theo ddi tré so sinh can than.

Sir dung thudc cho phu nir cho con bu

Duya trén nhing thong tin con rat han ché duoc cong b, quetiapin tlet qua stra me, sy tiét
quetiapin khong c6 dinh & lidu diéu tri. Do thiéu thong tin chic chin, can quyét dinh ngimg
cho con bd hoic ngimg st dung quetiapin dya trén loi ich ctia viéc cho con bu d6i véi tré
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va loi ich cua thudc cho nguoi me.

Kha nang'sinh 'san

Chua c6 danh gia anh hudng cia quetiapin 1én kha ning sinh san & nguoi. Anh hudéng do
tang nong do prolactin da thay & chudt, mic du diéu nay khong lién quan truc tiép dén
nguoi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Vi tic dung chu yéu trén hé than kinh trung wong, quetiapin c6 thé anh hudng dén cac hoat
dong can tap trung tinh than. Vi vay, nén khuyén bénh nhan khong 14i xe hodc van hanh
may moc cho dén khi biét duoc su nhay cdm ctia minh vi thude.

9. TUONG TAC, TUONG KY CUA THUOC
V1 quetiapin tic dyng chu yéu 1én hé than kinh trung wong, nén than trong khi phdi hop
quetiapin véi cic thude tac dong 1én hé than kinh trung wong khac va rugu.
Nén thén trong khi diing quetiapin cho bénh nhan dang ding cac thudc khac c6 tic dung
khéang cholinergic (muscarinic).
CYP3A4 1a enzym chiu trdch nhiém chii yéu cho chuyén héa quetiapin qua trung gian
cytochrom P450. Chéng chi dinh phdi hop quetiapin véi céc thude e ché CYP3A4, khong
khuyén cdo sir dung nuéc budi chum khi dang ding quetiapin.
Céc thube cam mg enzym gan nhu carbamazepin va phenytoin lam tang dang ké do thanh
thai cua quetiapin khi st dung chung. Diéu nay c6 thé 1am giam AUC ciia quetiapin, anh
huong dén hiéu qua diéu tri. O bénh nhan st dung cdc thubc cam g enzym gan, khoi dau
diéu tri v6i quetiapin chi nén dugc thuc hién néu bac sy can nhéc loi ich ctia quetiapin vuot
troi so v6i nguy co khi bo thudc cam tng enzym gan. Bat ky thay d6i nao ctia thudc cam
g phai tir tir, va thay thé bang thudc khong cam tng néu can (vi du nhu natri valproat).
Dugc dong hoc cua quetiapin khong bi thay d6i dang ké khi ding chung véi thudc chéng
trAm cam imipramin (thuoc {rc ché CYP2D6) hoac fluoxetin (thuoc rc ché CYP3A4 va
CYP2D6).
Dugc dong hoc cua quetiapin khong bi thay ddi dang ké khi ding chung véi thudc chong
loan than risperidon hodc haloperidol. Thioridazin 1am ting d6 thanh thai quetiapin khoang
70% khi str dung dong thoi.
Dugc dong hoc cua quetiapin khong bi thay d6i sau khi ding chung véi cimetidin.
Dugc dong hoc cua lithi khong bi thay doi khi ding chung véi quetiapin.
Trong mot nghién ctru sir dung chung lithi va quetiapin phong thich kéo dai 6 nguoi 16n bi
hung cam cép tinh, c6 su gia ting ty 18 bién c¢b ngoai thdp (cu thé 12 run), budn ngi va ting
can ¢ nhém dung thém lithi so v4i nhém dung gia dugc.
Duoc dong hoc ctia natri valproat va quetiapin khong thay d6i anh huong dén 1am sang khi
diing chung. Trong mdt nghién ctru hodi ctru & tré em va thanh thiéu nién, c¢6 su gia ting ty
1¢ bién cb giam bach cau va giam bach cau trung tinh & nhém ding phdi hop valproat va
quetiapin so véi nhom dung don tri li€u.
Chua c6 nghién ctru chinh thirc vé twong tac voi cdc thude tim mach thuong dung.
Than trong khi sir dung quetiapin chung véi céc thudc c6 thé gy mat can bang dién giai
hodc tang khoang QT.
C6 bdo cao duong tinh gia trong xét nghiém mién dich enzym cua methadon va thudc
chéng trim cam 3 vong & bénh nhan diing quetiapin. Nén xdc nhan két qua xét nghiém
mién dich nghi ngo voi phuong phap sic ky thich hop.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Tém tit thong tin an toan
Téc dung khéng mong mudn thuong duoc bio cdo nhat khi dung quetiapin (= 10%) 1a buon
ngt, chéng mat, nhire dau, khé miéng, triéu chung cai thude (khi ngung thudc), ting ndng
d triglycerid huyét thanh, ting cholesterol toan phan (chii yéu 1a LDL cholesterol), giam
HDL cholesterol, tang can, gidm hemoglobin va tri¢u ching ngoai thép.
Cic tiac dung khong mong mudn phén theo tin suit va hé co quan
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Rat thirong gép, ADR > 1/10

Mat 'vahé'bach huyét: Giam' hemoglobin.

Chuyén héa va dinh dudng: Tang ndng do triglycerid huyét thanh, ting cholesterol toan
phan (cha yéu 1a LDL cholesterol), giam HDL cholesterol, ting can.

Than kinh: Chéng mat, budn ngi, nhirc dau, triéu ching ngoai thap.

Tiéu hoa: Kho miéng.

Toan than: Triéu chimg cai thube (khi ngimg thudc).

Thuong gap, 1/100 <ADR < 1/10

Mau va hé bach huyét: Giam bach cau, giam $6 luong bach ciu trung tinh, tdng bach clu 4i
toan.

Noi tiét: Tang prolactin huyét, giam Ty toan phan, giam Ts tu do, giam Ts toan phan, ting
TSH.

Chuyén hoa va dinh dudng: Tang cam gidc ngon miéng, ting glucose huyét.

Tam than: Mo bt thuong va dc mong, ¥ nghi ty tir va hanh vi ty tir.

Than kinh: Chimg loan can ngon.

Thi gidc: Nhin mo.

Tim: Nhip tim nhanh, danh tréng nguc.

Mach mau: Ha huyét dp thé dimg.

HO6 hép, 10ng nguc va trung that: Khé tho.

Tiéu héa: Tao bdén, kho ti€u, nodn.

Gan mat: Tang alanin aminotransferase (ALT) huyét thanh, ting nong d6 gamma-GT.

Toan than: Suy nhugc nhe, phut ngoai bién, khé chiu, st.

It gap, 1/1.000 <ADR < 1/100

Mau va hé bach huyét: Giam bach cau trung tinh, giam tiéu cdu, thiéu mau, giam sb luong
tiéu cau.

Hé mién dich: Qud man (bao gdm phan tng di Gng trén da).

Noi tiét: Giam Ts tu do, suy gidp.

Chuyén hoa va dinh dudng: Ha natri huyét, dai thao duong, nang hon bénh dai thao duong.

Than kinh: Co giét, hoi chimg chan khong nghi, rdi loan van dong mudn, bt tinh.

Tim: Kéo dai khoang QT, nhip tim cham.

H6 hip, 10ng nguc va trung that: Viém mili.

Tiéu héa: Khé nudt.

Gan mat: Tang aspartat aminotransferase (AST) huyét thanh.

Than va tiét ni¢u: Bi tiéu.

Hé sinh duc va tuyén vi: Rbi loan chirc nang sinh duyc.

Hiém gdp, 1/10.000 <ADR < 1/1.000

Mau va hé bach huyét: Mat bach cau hat.

Chuyén hoa va dinh dudng: Hoi chimg chuyén héa.

Tam than: Mong du va céc phan mg lién quan nhu néi mo va réi loan in uéng lién quan
gidc ngu.

Mach méu: Huyét khéi tinh mach.

Tiéu héa: Viém tuy, tic rudt.

Gan mat: Vang da, viém gan.

Hé sinh duc va tuyén vi: Chimg cuong duong vat, nit héa tuyén va, sung va, rdi loan chu
ky kinh nguyét.

Toan than: HGi chuing an than kinh 4c tinh, ha than nhiét.

Xét nghiém: Ting creatinin phosphokinase huyét.

Rat hiém gap, ADR < 1/10.000

H¢ m1en dich: Phan tng phan v¢.

Noi tiét: Tiét hormon chong bai niéu khong phit hop.

Da va cac mé dudi da: Phu mach, hoi chung Stevens-Johnson.

Co xwong va mo lién két: Tiéu co van.

Chura ré tan sudt
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Da va cac mo dudi da: Hoai tir thugng bi nhiém ddc, héng ban da dang.

Thai ky;'hau‘san'-va‘tré so-sinh: Hoi chirng cai thubc & tré so sinh.

Tré em

Cic tic dung khong mong mudn & tré em va thanh thiéu nién tuong tu nhu v6i nguoi 1on ¢
trén. Ngoai ra ¢ tré¢ em c6 nhitng tic dung khong mong muon xay ra 6 tan sudt cao hon
hodc nhitng tic dung khong mong mudn chi c¢6 & tré em:

Rét thwong gdp, ADR > 1/10

Noi tiét: Tang prolactin.

Chuyén héa va dinh dudng: Tang cam gidc ngon miéng.

Than kinh: Triéu chtng ngoai thip.

Mach méu: Tang huyét 4p.

Tiéu hoa: Non.

Thuong gap, 1/100 <ADR < 1/10

Than kinh: Bat tinh.

HO6 hép, 10ng nguc va trung that: Viém mili.

Toan than: Kho chiu.

Thubc ¢6 thé gdy ra cdc tic dung khéng mong muén khdc, khuyén bénh nhin théng bdo
cdc tdc dung khéng mong mudn gdp phdi khi ding thudc.

11. QUA LIEU VA CACH XU TRI
Triéu chung:
N6i chung, nhitng ddu hiéu va triéu chimg duoc bao cao 1a do ting tac dong duogc 1y cua
thubc, nhu budn ngu va an than, nhip tim nhanh, ha huyét 4p va tic dung khang cholinergic.
Qua lidu c6 thé dan dén kéo dai khoang QT, co git, trang thai dong kinh, ly giai co van, trc
ché ho hip, bi tiéu, hon mé va tir vong. C6 thé c6 su gia ting nguy co tac dung qud liéu &
bénh nhan da c6 bénh tim mach nang.
Xur tri:
Chua c6 chat giai doc ddc hiéu cho quetiapin. Trong truong hop nhidm doc ning, can xem
xét dén kha nang do anh huong cia nhiéu thudce, tién hanh cdc bién phéap cham so6c dac biét,
bao gdm thiét 1ap va duy tri duong thd, dam bao théng khi va cung cip oxy ddy du, theo
d6i va hd tro tim mach.
Bénh nhan bj mé sang va kich déng va hoi chimg khang cholinergic rd rang ¢ thé dugc
didu tri véi physostigmin 1 - 2 mg (dudi sy theo d6i ECG lién tyc). Khong khuyén cdo
physostigmin nhu mot diéu tri chuén, vi nguy co tac dung bat loi cta physostigmin dén dan
truyén tim. Physostigmin ¢6 thé duoc st dung néu khdng cé bat thuong ECG. Khong diing
physostigmin trong truong hop loan nhip tim, block tim & bat ky mirc d6 nao hoic khoang
QRS rong.
Ngin hép thu khi qué lidu chua dugc nghién ctu, rira da day c6 thé dugc chi dinh trong
truong hop nhiém doc ning va néu cé thé thi nén thyc hién trong vong 1 gid sau khi uéng
qud liéu. Nén can nhic dung than hoat tinh.
Trong truong hop qua heu quetiapin, ha huyét dp khang tri nén dugc diéu tri v6i cac bién
phap thich hop nhu truyén dich tinh mach va/ hodc cédc thudc giao cam. Nén trdnh ding
epinephrin va dopamin, vi kich thich beta c6 thé 1am ning thém ha huyét 4p trong trudng
hgp chen alpha do quetiapin.
Can tiép tuc gidm sét va theo dbi bénh nhén chit ché cho dén khi hdi phuc hoan toan.

12. PAC TINH DUQC LUC HQC

Ma ATC: NOSAHO4.

Nhém duwge Iy: Thude chong loan than.

Quetiapin 13 thuc chdng loan than khong dién hinh. Quetiapin va chat chuyén hoa c6 hoat
tinh trong huyét tuong, N-desalkyl quetiapin, c6 tac dong trén nhiéu loai thy thé dan truyén
than kinh. Quetiapin va N-desalkyl quetiapin c6 4i lyc voi thu thé serotonin (SHT2) & ndo
va voi thu thé dopamin D1 va D2. Chinh tinh chon loc véi thu thé serotonin (5HT2) 6 nao
cao hon voéi thu thé dopamin D2 duoc tin 13 gbp phan vao dic tinh chdng loan than trén
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13.

lam sang va it nguy co tac dung khéng mong mudn trén hé ngoai thap cua quetiapin.
Quetiapin v horquetiapin Khong co ai luc dang ké voi thu thé benzodiazepin nhung c6 ai
Iwc cao vé6i thu thé histaminergic va adrenergic alphal. Quetiapin khong c6 hodc 6 ai luc
thip voi thu thé muscarinic, trong khi norquetiapin cé i luc trung binh dén cao véi nhiéu
thu thé muscarinic, diéu nay c6 thé giai thich tic dung khang cholinergic (muscarinic).
Norquetiapin uc ché NET va cha van mét ph?m tai vi tri SHT1A, diéu nay co thé dong gop
vao tac dung diéu tri cua quetiapin nhu mot thude chéng trAm cam.

PAC TINH DUQC PONG HOC

Hdp thu:

Quetiapin dugc hip thu tét va chuyén hoa hoan toan sau khi udng. Sinh kha dung cua

quetiapin khong bi anh huong dang ké khi dung chung véi thirc an. Nong d¢ dinh ¢ trang

thai On dinh cua chit chuyén héa cé hoat tinh norquetiapin la 35% nong do quetiapin.

Dugc dong hoc cua quetiapin va norquetiapin tuyén tinh trong khoang liéu dwugc chip thuan.

Phén bo:

Quetiapin gin két khoang 83% vdi protein huyét tuong.

Chuyén héa:

Quetiapin chuyen hoa nhiéu qua gan, sau khi ding thudc c¢6 danh dau phong xa, co it hon

5% chat ban dau dugc thai trir duéi dang khong chuyén héa qua nudc tiéu hodc phén.

Nghién cttu in vitro cho thiy CYP3A4 1a enzym dong vai tro chinh trong chuyén hoa

quetiapin qua trung gian cytochrom P450. Norquetiapin duoc tao thanh va thai trir chii yéu

qua CYP3A4.

Quetiapin va nhiéu chat chuyén hoa ctia né (bao gdm norquetiapin) wrc ché yéu CYP 1A2,

209, 2C19, 2D6 va 3A4 in vitro. Tac dung nay chi duoc thiy khi ding & néng do cao hon

khoang 5 - 50 lan khoang lidu 300 - 800 mg/ ngay & nguorl Dua trén thong tin in vitro,

quetiapin khong trc ché dang ké trén 1am sang sy chuyén héa qua trung gian enzym

cytochrom P450 ciia cac thude khac. Tir nghién ciru trén dong vét cho thay quetiapin c6 thé

cam g enzym cytochrom P450. Tuy nhién, trong nghién ctru tuong tac cu thé duoc thuc

hién trén bénh nhan loan than, khong c6 su gia ting hoat tinh nao cua cytochrom P450

duoc thiy sau khi ding quetiapin.

Thai true:

Thoi gian ban thai cua quetiapin va norquetiapin tuong ng khoang 7 va 12 gio. Khoang
73% liéu danh diu phong xa thai trir qua nudce tiéu va 21% qua phan. Dudi 5% luong

quetiapin tu do va chat chuyén hoa co hoat tinh trong huyét twong norquetiapin dwoc thai

trir qua nudc tiéu.

Doi twong dic bigt:

Gioi tinh:

bong hoc cia quetiapin khong khac nhau gitta nam va nir.

Nguoi cao tuoi:

Do thanh thai trung binh cta quetiapin ¢ ngudi cao tudi thap hon khoang 30 - 50% so véi

nguoi 16 tir 18 - 65 tuodi.

Bénh nhan suy than:

Do thanh thai huyét twong trung binh cua quetiapin giam khoang 25% ¢ ddi twong suy than

ning (do thanh thai creatinin < 30 mL/ phat/ 1,73 m?), nhung gia tri ctia tng do thanh thai

ting c4 nhan nam trong khoang gia tri ctia bénh nhan khong suy than.

Bénh nhan suy gan:

DJ thanh thai huyet tuong trung binh cua quetiapin giam khoang 25% ¢ bénh nhan suy gan

(xo gan do rugu 6n dinh). Vi quetiapin chuyén héa nhiéu qua gan, nong d6 huyét tuong cua

quetiapin duoc du doan sé ting & nhitng bénh nhan suy gan. C6 thé can hiéu chinh liéu ¢

nhitng bénh nhan nay.

Tré em:

O trang thai 6n dinh, ndng d6 huyét twong chuan héa lidu ciia quetiapin & tré em va thanh

thiéu nién (10 - 17 tudi) néi chung twong tu nhu ngudi 16n, mic dit Comax 6 tré em & gidi han
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trén cia khoang Cmax ¢ ngudi 16n. AUC va Cmax cta chat chuyén hoa co hoat tinh
norquetiapin-cad’hon 'tvong 'tng khoang 62% va 49% ¢ tr¢ em (10 - 12 tu6i) va 28% va
14% ¢ thanh thiéu nién (13 - 17 tudi) so vo1 nguoi 16n.

14. QUY CACH PONG GOI:
QUEITOZ-50 : Hop 3 vi (Nhdm - Nhom) x 10 vién.
QUEITOZ-100 : Hop 4 vi (Nhdm - Nhom) x 7 vién.
QUEITOZ-200 : Hop 4 vi (Nhdm - Nhdm) x 7 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC
Piéu kién bio quan:
Giir thudc trong bao bi gbc ctia nha san xuat, day kin.
Dé thude noi kho rao, tranh anh sang, nhi¢t d khong qua 30°C va ngoai tAm Vi cua tré em.
Han dung 36 thang ké tir ngdly san xuat.
Tiéu chuin chét lwong: Tiéu chuin nha san xuat.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

Lo M7A, Puong D17, Khu Cong nghiép My Phuée 1, Phuong Thoéi Hoa, Thi x4 Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688
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