‘R THUGC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC
MORIENTES-50

_Doc ky huiong din sir dung trudc khidung
Néu can thém thong tin xin héi y kién thay thuoc
Chi dung thuoc nay theo sw ké don cia thay thuoc

THANH PHAN:

Moi vién nén chira:

Quetiapin fumarat ........... 57,60 mg

(twong duong Quetiapin 50 mg)

Ta duoc: Lactose monohydrat, cellulose vi tinh thé, BHA, acid fumaric, povidon, natri starch
glycolat, silicon dioxyd, magnesium stearat... vira du 1 vién.

PAC TiNH DUQC LUC HQC

Quetiapin 1a thudc chdng loan than khong dién hinh. Quetiapin va chat chuyén hoéa c6 hoat tinh
trong huyét twong ngudi, N-desalkyl quetiapin c6 tac dong trén nhiéu loai thyu thé dan truyén than
kinh. Quetiapin va N-desalkyl quetiapin c6 ai luc voi thy thé serotonin (SHT2) & ndo va véi thu
thé dopamin D1 va D2. Chinh tinh chon loc véi thu thé serotonin (5HT2) & néo cao hon véi thu
thé dopamin D2 duoc tin la gop phan vao dic tinh Chéng loan than trén 1am sang va it nguy co
tac dung khong mong muén trén hé ngoai thap cua thudc. Ngoal ra, N-desalkyl quetiapin co ai
luc cao véi chat van chuyén noreplnephrln (NET). Quetlapm va N-desalkyl quetiapin ciing c6 4i
lyc cao vai thy thé histaminergic va adrenergic alpha, ¢6 ai luc thap hon véi thu thé adrenergic
alpha va serotonin 5SHT1A. Quetiapin c6 ai lyc khong dang ké voi cac thu thé cholinergic
muscarinic hay benzodiazepin.

PAC TINH DUQC PONG HQC

Quetiapin duoc hap thu tét va chuyén hoa hoan toan sau khi udng. Sinh kha dung cua quetiapin
khong bi anh hudéng déng ké boi thuc 4 an. Quetiapin gan két khoéng 83% véi protein huyét tuong.
Nong do phan tir t6i da ¢ trang thai 6n dinh cua chat chuyén hoéa c6 hoat tinh N-desalkyl
quetiapin bang 35% ndng do nay cua quetiapin. Thoi gian ban thai cua quetiapin va N-desalkyl
quetiapin theo thu tu khoang 7 va 12 gio. Quetiapin va chat chuyén héa cua né duoc dao thai qua
phan (20%) va nudc tiéu (73%).

CHIPINH
- bitutri tam than phan liét. o
- Dicu tri cac con hung cam lién quan dén roi loan ludng cuc.

CHONG CHI PINH ) , ‘ ,
Quetiapin chong chi dinh cho bénh nh&n quéa man vai bat cir thanh phan nao cua thuoc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Giam bach ciu trung tinh:

Giam bach Cau trung tinh nang (< 0,5 x 10% L) hiém khi dugc ghi nhan trong cac thu nghiém
lam sang vé quetlapm Hau hét cac truong hop giam bach cau trung tinh ndng xay ra trong 2
thang dau diéu trj voi quetiapin. Khong co moi lién h¢ ro rét voi lieu dung. Cac yéu to nguy co
c6 thé Xdy ra giam bach cau trung tinh bao goém luong bach cau thap trude d6 va tién sur giam
bach cau trung tinh do ding thudc. Nén ngung dung quetiapin ¢ bénh nhan c6 bach Cau trung
tinh < 1,0 x 10% L. Nén theo dai ddu hiéu va triéu chang nhiém trung va luong bach cau trung
tinh & c4c bénh nhan nay (cho dén khi lwong bach ciu trung tinh vuot quéa 1,5 x 109/ L) (xem
"T4c dung khdng mong muébn").

Ting glucose mau va chirng ting dwong huyét bénh ly:

1/4 0188.T1



ba ghi nhan tang glucose mau va tang duong huyét va mot vai bao cao dai thao duong trong cac
thir nghiém lam sang véi quetiapin. Mac du moi lién h¢ nhan qua véi bénh dai thao du:ong chua
duoc thiét 1ap, bénh nhan c6 nguy co dai théo duorng dugc khuyén nén theo ddi I1&m sang thich
dang. Tuong tu, nén theo ddi cac con kich phat ¢ thé xay ra & bénh nhan da bi dai thao duong
(xem "Téc dung khéng mong mudn").

Bénh tim mach:

Quetlapm nén duoc sir dung than trong d6i voi bénh nhan da biét c6 mac bénh tim mach, bénh
mach mau ndo, hogc cac tinh trang bénh ly khac co thé gay tut huyét ap. Quetiapin c6 thé gay ha
huyét ap thé dung, dac biét & giai doan dau diéu chinh liéu; Thuong xay ra & bénh nhan cao tudi
hon & bénh nhan tré tudi. Trong c4c thir nghiém 14m sang, quetiapin khong lién quan dén sy ting
kéo dai khoang QT. Tuy nhién, cling nhu cic thudc chéng loan than khac, nén than trong khi ké
toa quetiapin ddng thoi véi cac thude duoc biét 1am kéo dai khoang QT, dic biét & bénh nhan
cao tuoi.

Co giat:

Trong céc thir nghiém 1am sang c6 déi ching, khong c6 khac biét vé tan suat dong kinh giira
nhom bénh nhan sir dung quetiapin va nhom ding gia duoc. Cling nhu cac thudc chdng loan than
khac, nén than trong khi st dung thudc cho bénh nhan c6 tién sir dong kinh. (Xem "Tac dung
khéng mong muébn™).

Réi loan van dong tw y mugn:

Ciing nhu cac thuoc chong I0an than khac, quetiapin co thé gay rdi loan van dong muon khi diéu
tri kéo dai. Khi c6 bat Ky dau hiéu hay triéu chung réi loan van dong muon nao, nén xem xét
giam liéu hay ngung thuoc quetiapin.

Héi chitng ac tinh do thudc an than:

Hoi chiing ac tinh do thudc an than kinh c6 lién quan dén Viégc diéu tri bang céc thube chdng loan
than, ké ca quetlapm (xem "Tac dung khong mong muén™). Céc biéu hién 1am sang bao gom
tang than nhiét qua muc, thay doi trang thai tm than, co cimg co, hé than kinh ty chu khéng on
dinh va ting creatin phosphokinase. Trong truong hop ndy, nén ngung quetiapin va diéu tri thich
hop.

Phén ing do ngung thude dot ngot

Céc triéu chung budn non, ndn va mat ngu rat hiém gap khi ngung dot ngot cac thuoc chéng loan
than. Tai phét cac triéu ching tam than cung c6 thé xay ra, va su xuat hién cac rbi loan van dong
khong chu ¥ (nhu chung khéng ngdi yén, ching loan truong luc co va rdi loan van dong) da
duogc ghi nhan. Vi vay, nén ngung thudc tir ti.

Bénh nhan cao tuoi sa sut tri tué:

Quetiapin chua dugc phé Chuén dé diéu tri bénh nhan rdi loan tam than lién quan dén sa sut tri
tué. Trong mot phan tich tong hop (meta- analy5|s) cho céac thuoc chbng loan than khong dién
hinh, da c6 bao cao ting nguy co tir vong & cac bénh nhan cao tudi bi loan than lién quan dén sa
sut tri tué so vaéi gia duoc

Anh huéng 1én kha niing 14i xe va van hanh may:

Vi quetiapin cd thé gay budn ngi, bénh nhan can than trong khi van hanh may, ké ca lai xe.

PHU NU CO THAI VA CHO CON BU

Hiéu qua va tinh an toan cua quetiapin ddi véi phu nit mang thai chua duoc xac lap. Vi vay, chi
nén st dung quetiapin trong thai ky khi loi ich vuot troi cac nguy co c6 thé xay ra. Hién chua rd
mutc do tiét quetiapin vao sita me. Do d6 phu nit nén ngung cho con bu khi dang sir dung
quetiapin.

TUONG TAC THUOC

Gia tang nguy co budn ngu va ha huyét ap thé dang khi sir dung chung véi ruou.

Céc chat cam g men CYP3A4 nhu phenytoin va carbamazepin c6 thé lam giam nong do huyét
tuong cua quetiapin.

Céc chat uc ché men CYP3A4 nhu ketoconazol va erythromycin c¢6 thé lam ting ndng do huyét
tuong cua quetiapin.
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TAC DUNG KHONG MONG MUON
Budn ngu, chéng mat, khd miéng, suy nhuoc nhe, tdo bon, nhip tim nhanh, ha huyét ap thé dimng,
va kho tiéu.
Ngat, hoi chang ac tinh do thudc an than, giam bach cau, giam bach cau trung tinh va phu ngoai
bién c6 thé xay ra.
Rat thwong gap (ADR = 10%):
R&i loan chirc ning hé than kinh: Hoa mit, chéng mat, budn ngu.
Thu"ong gap (1% < ADR < 10%):
R&i loan chirc nang hé than kinh: Ngat
- RGi loan chirc nang hé hd hip, nguc va trung that: Viém mili.
- ROi loan chirc niang hé mau va bach huyét: Giam bach cau.
- R&i loan chirc nang tim: Nhip tim nhanh.
- ROi loan chirc nang mach mau: Ha huyét ap thé dung.
- R&i loan chirc nang hé tiéu hda: Khd miéng, tao bon, kho tiéu.
- Téac dung phu tai chd va toan than: Suy nhuoc nhe, phi ngoai bién.
- Can lam sang: Tang can, ting transaminase huyét thanh (ALT, AST).
- Giam bach cau trung tinh.
Puong mau ting dén mic bénh ly.
It gap (0,1% < ADR < 1%):
- ROi loan chitrc ning hé mau va bach huyét: Tang bach cau da nhan éi toan.
- R&i loan chitrc nang hé mién dich: Quéa man.
- Can lam sang: Tang gamma-GT4, ting triglycerid huyét thanh tai thoi diém bat ky, ting
cholesterol toan phan (chu yéu 1a LDL-C)
R&i loan chirc nang hé than kinh: Co giat, hoi ching chan run.
Hlem gap (0,01% < ADR < 0,1%):
- Tac dung phu tai chd va toan than: Hoi chiing c tinh do thubc an than.
- ROi loan chitrc nang hé sinh dyc: Chimg cuong duong.
Rat hiém gdp (ADR < 0,01%):
R&i loan hé mién dich: Phan ung phan vé.

LIEU LUQNG VA CACH DUNG

Nguwoi lon:

Diéu trj tam than phan li¢t: Nén udng quetiapin hai 1an mdi ngay, trong hoac ngoai bira an. Téng
licu mdi ngay trong 4 ngay dau diéu tri 12 50 mg (ngay 1), 100 mg (ngay 2), 200 mg (ngay 3) va
300 mg (ngay 4). Tur ngay tha 4 tro di, nén diéu chinh liéu theo liéu thong thuong cd hiéu qua tir
300 dén 450 mg/ ngay. Ty theo dap (ng lam sang va kha nang dung nap cia ting bénh nhan, c6
thé diéu chinh liéu trong khoang 150 dén 750 mg/ ngay.

Diéu tri cdc con hung cdm lién quan dén roi loan lwéng cuc: Nén UOng quetiapin hai lan moi
ngay, trong hoac ngoai bita an. Pon tri li¢u hay diéu tri hd tro cho cac thudc 6n dinh trang thai
tam than, 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 c6 thé duoc diéu chinh dan 1én dén 800 mg/ ngay
vao ngay thir 6 nhu’ng mdi lan ting khong nén vuot qua 200 mg/ ngay. C6 thé diéu chinh liéu tay
theo dép ring lam sang va kha nang dung nap cua ting bénh nhan, trong khoang 200 dén 800 mg/
ngay. Liéu thong thuong co hi¢u qua dieu tri la 400 - 800 mg/ ngay.

Ngudi cao tudi:

Gibng nhu céc thudc chéng loan than khac, nén than trong khi str dung quetiapin & ngugi cao
tudi, dac biét trong giai doan bat dau su dung thudc. Bénh nhan cao tudi nén khoi dau véi
quetiapin 25 mg/ ngay. Nén tdng liéu mi ngay, ting muc 25 dén 50 mg, dén lidu dat hiéu qua
diéu tri, thuong thap hon liéu dat hiéu qua diéu tri & bénh nhan tré tudi.

Tré em va tré vi thanh nién:

Tinh an toan va hiéu qua cia quetiapin d6i véi tré em va tré vi thanh nién chua dugc dénh gia.
Bénh nhan suy gan va suy than:
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Do thanh thdi quetiapin duong uong giam khoang 25% & bénh nhan suy gan hoac suy than.

Quetiapin dugc chuyén hoa cha yéu ¢ gan, va do d6 nén sir dung than trong ¢ bénh nhan suy gan.
Bénh nhan suy gan hoac suy than nén khoi dau véi quetlapm 25 mg/ ngay. Nén tang liéu mdi
ngay, tiing mirc 25 dén 50 mg, dén liéu dat hiéu qua dicu tri.

QUA LIEU

Trong cac thir nghiém 1am sang, da ghi nhan céc truong hop SOng sot khi dung qua liéu Cap Ién
dén 30 g quetlapln Hau het bénh nhan qua liéu ghi nhan khdng cé bién cé ngoai ¥ hodc hdi phuc
hoan toan tir cac bién ¢ ghi nhan. Da ghi nhan trudong hop tu vong trong mot thu nghiém lam
sang sau khi dung qua lieu 13,6 g quetlapm (khdng phdi hop Vi cac thude khac). Sau khi dua
thuoc ra thi tmong, truong hop bao cao qua liéu quetiapin (khdng phdi hop thubc khéac) gay tu
vong hozc hdn mé rat hiém xay ra. Bénh nhan da mac bénh tim mach ning trudc day c6 thé ting
nguy co qua liéu.

Nhin chung, céc dau hiéu va triéu ching ghi nhan 1a do ting tac dong duoc Iy cua thudc, nhu
ngay ngat va an than, nhip tim nhanh va ha huyét ap.

Chua c6 chat giai doc dac hiéu cho quetiapin. Trong tru’ong hop nhidm déc nang, can xem xet
dén kha nang do anh huéng cua nhiéu thudc, tién hanh céac bién phdp sdn soc dac bi¢t, bao gom
thiét lap va duy tri duong tha, dam bao thdng khi va cung cap oxy day du, theo ddi va hd tro tim
mach. Can tiép tuc giam sat va theo ddi bénh nhan chat ch& cho dén khi hdi phuc hoan toan.

PONG GOI: Hop 3 vi x 10 vién.
Hop 6 vi x 10 vién.
HAN DUNG: 36 thang ké tir ngay san xuat.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.
BAO QUAN: Noi kho rdo, tranh anh sang, nhiét d6 khong qua 30°C.

San xudttai: )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Tén san pham: MORIENTES-50

M4 sb toa: 0188.T2

Kiém soét sira doi: - Sira “ARD” thanh “ADR”
Ngay 18/07/2022

Nhan vién thiét ké:
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