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‘ CAREFULLY READ THE PACKAGE INSERT BEFORE USE SPECIFICATION: In-houce standard

| COMPOSITION: Each tabiet comains:
| Ouetapine fumaraie STORAGE ‘
#.q 0 Queiapine e e e 50 mg In dry placa, protecied from bght, below 30 'C.
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PHARM CO,, LTD Blister size: 50 x 122 (mm)

ﬁ DAVI | Quetioz-50 | “ e iorme”

N
Queitoz-50 Queitoz-50 Queitoz-50 Queitoz-50 Queitoz-50 g M/
H-_Queliapine H-_Queh'apme .——Oueﬂapine H__meuupine Quetiapine =3
50 mg 50 mg 50 mg 50 mg 50 mg &
& DAVI PHARN €O LTD & DAV PHARM CO. LTD & (8] a LATD &7 DA PHARM CO., LTD

CTY THHH DP DAT Vi PHU

Queitoz-50 Queitoz-50 Queitoz-50 Queitoz-50 Queitoz-50

Cuetiapine Quetiapine Quetiapine Quetiaping Quetiapine
50 mg 50 mg 50 mg
7 DAVI PHARN €O, LTD & oan o 2 ATo




Dyc b hanimg diin sie dyng trarde kid ding,
N&rhﬁ!hﬂ!uﬂnin?ﬂjﬂ&rﬁbﬂ-k
Chi dimg thinde mdy theo sy kd dom cia thily thudc.

QUEITOZ-50
THANH PHAN:
M&i vién nén chira;
Quetiapin fomarat.......... 57,60 mg
( twong duong Quetiapin 50 mg)

Té dugc: Lactose monohydrat, Cellulose vi tinh thé, BHA, acid fumaric, povidon, Natri starch glycolat, silicon dioxyd, magnesium stearat.....vira da 1 vién.

DAC TINH DUQC LYC HQC

Quetiapin I thude chong loan thin khang dién hinh. Quetiapin va chit chuyén héa co hogt tinh trong huyét tuong ngudi, N-desalkyl quetiapin ¢b tic djng
trén nhiéu logi thy thé din truyén thin kinh, Quetiapin vi N-desalkyl quetiapin c6 i lyc v6i thy thé serotonin (SHT2) & nio va voi thy thé dopamin D1 vi D2,
Chinh tinh chon loc v thy thé serotonin (SHT2) & ndo cao hon vdi thy the dopamin D2 duge tin 1a gop phin vio dic tinh chéng loan thin trén lim sang vi
it nguy co thc dung khdng mong mudn trén hé ngoai thip ciia Queitoz. Ngodi ra, N-desalkyl quetiapin 0 & luc cao véi chit vin chuyén norepinephrin (NET).
Quetiapin va N-desalkyl quetiapin cing co &i fyc cao vGi thu 1hd histaminergic va adrenergic alphal, o i luc thip hon vdi th thé adrencrgic alpha2 vi
serotonin SHT 1A, Quetiapin ¢4 i lyc khdng dang ké voi cic thy thé cholinergic muscarinic hay benzodiazepin.

DAC TiNH DUQC DONG HQC .
Quetiapin duge hap thu 16t v chuyén hoa hoin todn sau khi ung. Sinh khi dung cia quetiapin khong bj dnh huéng ding ké béi thirc in. Quetiapin gin két
khodng 83% voi protein huyét tuong, Quetiapin duge chuyén héa qua gan b-CRRBeed A4 Nong 3 phin 1i 15i da & trang thi &n dinh ciia chit chuyén héa
& hoat tinh N-desalkyl quetiapin bing 35% nong 4 nay clia quetiapia dhclia quetiapin vi N-desalkyl quetiapin theo th
gid. Quetiapin va chit chuyén héa cla né dugc dio thii qua phal

CHi D|NH
- Diéu tri tim than phin liét.
- Ditu tri rdi loan ludng cuc.

CHONG CHi DINH e
Quetiapin chéng chi dinh cho bénh nhin qué man vai bit i

LUU ¥ PAC BIET VA THAN TRONG KIII sU’ DYNG: . ¥
| Giam bgch cu trung tinh: R
| Gidm bach ciu trung tinh néing (< 0,5 x 109/L) hiém khi dugc ghi ;mng‘ai: thirglgtn 13m sing vé Quetiapin. Hiu hét cic trimg hop giam bach ciu

trung tinh bao gbm lugng bach ciu thip trude d6 va tidn sir giam bach cdu trung tinh do ding thuéc. Nén ngung diing quetiapin & binh nhan c6

| trung tinh ning xdy ra trong 2 thing diu didu tri véi Quetiapin. Khong CORBENRET § rét voi lidu ding. Cac yéu 18 nguy co co thé xiy ra gidm ach ciu

| trung tinh < 1,0 x 109/L. Nén theo ddi diu higu va trigu ching nhiém tring va lugng bach cdu trung tinh & cic bénh nhin niy (cho dén khi lugng Bach cha
l trung tinh vurgt qué 1,5 x 109/L) (xem *Tic dung khong mong mudn®). ST

Tiing glucose méu vi chimg ting dwimg huyét h{nll Iy: PH O CU C TRU@ N

—

! DA ghi nhin ting glucose méu va ting dutmg huyet vi mt vii bio cao dii thio duémg trang cac thir ngiigm lim sing véi quetiapin. Mjc da mdi lién hé “‘r(_\ D!
nhan qui vdi bénh dai thio duong chua dugc thiét lip, bénh nhiglob n co B4 tha g du@'d? én nén d3i 1am sing thich ding. Tuong t, nén  \EY
| theo ddi cic con kich phit ¢ thé xdy a & bénh nhin 3 bi déi ?fyygmc d g g aaoa D - i

Binh tim mych:

|
i 1
Queliapin nén duge iz dung thin trong d6i vGi bénh nhin d3 bitt ¢6 mic bénh tim mach, binh mach mau nlo, holc cic tinh trang binh ly khic ¢ lﬁﬁgﬁ:ﬁ’/ “4

huy&1 4p. Quetiapin cé thé gdy ha huyét dp thé dimg, dic bi§t & giai doan dhu diéu chinh Jidu; thutmg xdy ra & bénh nhin cao twdi hon & bénh nl';in_]ﬂ}_g&i.{s |

Trong cic thir nghiém lim sing, quetiapin khong lién quan 4én sy ting kéo dai khoing Q. Tuy nhién, cling nhu cic thude chéng logn thin khic, nén (hin
trong khi ké toa quetiapin ddng thai vdi cic thuéc duge bidt lim kéo dii khoing QT, dic biét & bénh nhin cao tubi 2 =
Co gijt:

Trong cic thir nghiém lim sing co d8i chimg, khong cb khac bigt vé tin sudt djng kinh gitla nhom bénh nhin sir dyng Quetiapin vi nhém ding gid duge.
Cilng nhu cic thudc chéng loan thin khc, nén thin trong khi sit dung thudc cho bénh nhin co tién sir d9ng kinh. (Xem “Téc dyng khdng mong mudn”).

Réi logn vin dgng ty ¥ mujn;

Ciing nhu céc thudc chong loan thin khic, Quetiapin ¢& thé gy réi loan vin ddng mudn khi didu tri kéo dii. Khi cb bit ky ddu higu hay triéu chimg réi logn
vin ddng mudn nao, nén xem xét gidm liéu hay ngung thudc Quetiapin.

Hii chimg c tinh do thubc an thin:

Hai chirng & tinh do thudc an thin kinh c lién quan dén vige ditu tr biing cic thudc chéng logn thin, ké ci Quetiapin (xem "Téc du khdng mong muédn").
Cic bidu hign lim sing bao gdm ting thin nhi¢t qui mirc, thay 451 trang thii tim thin, co cimg co, hé thin kinh ty chi khanglgn dinh v ting creatin
phosphokinase, Trong truémg hop néy, nén ngung Quetiapin va diéu trj thich hop.

Phin img do ngwmg thube djt ngjt:

| Céc tri¢u ching budn ndn, nén va mét ngi rit hi¢m ghp khi ngung dot ngot cac thubc chéng loan thin. Téi pht cic triéu chimg tim thin cling ¢ thé xiy ra,
| va sy wil‘hién cic rdi logn vin dang khang chd y (nhu chimg khdng ngoi yén, chimg loan truang lyc co vi réi loan vin ddng) d2 dugc ghi hin. Vi viy, nén
| ngung thuoe b 1.

| B¢nh nhin cao tudi sa sit tri tuf:
I Quetiapin chua dugc phé chuin dé ditu tri bénh nhin r&i logn 1am thin lién quan dén sa sit tri wé. Trong mét phin tich téng hop (meta-analysis) cho cic
| thubc chéng loan thin khang dién hinh, di cé bio cio ting nguy co tir vong & cic bénh ahin cao twai bi loan thin lién quan dén sa sit tri ué so vdi gid duge

| Anh huing lén khi ning 1éi xe vi vin hinh miy:
Vi Quetiapin ¢é thé iy budn ngi, bénh nhan cin thin trong khi vin hinh miy, ké cd 14 xe.

PHY NI CO THAI VA CHO CON BU
Higu qui va tinh an toin cia Quetiapin 41 véi phu nit mang thai cha duge xic lip. Vi viy, chi nén s dyng Quetiapin trong thai ky khi lgi fch vuot 1rdi cic
nguy co cb thé xay ra. Hién chua rd mirc 3 tiét Quetiapin vio sira me. Do 6 phy ni nén ngung cho con bi khi dang sir dung Quetiapin.

TUONG TAC THUOC

Gia thng nguy co budn ngis v ha huyét dp 1hé dimg khi sit dung chung vGi rugu.
Cic dlng cim img men CYP3A4 nhu phenytoin vi carbamazepin ¢4 1hé lam gidm ndng d§ huyét wwong
Cic chit tic ché men CYPIA4 nhu ketoconazol vi erythromycin ¢ thé 1am thng ndng 40 huyét




- 1 \.
TAC DUNG KHONG MONG MUON

Budn ngs, chéng mit, khd miéng, suy nhuge nhe, tho bén, nhip tim shanh, ha huyét &p thé dimg, va kho tiéu, gidm vin dong, réi logn vin ddng, kéo diii
khodng QT (trong dién tim dd). Téng cin cling cb thé siy ra trong giai dogn ddu diéu tri. 5

Ngit, hdi chimg éc tinh do thudc an thin, gidm bach cAu, gim bach ciu trung tinh vi phd ngoai bidn c6 the xdy ra.

Rit thuémg gip (ADR > 10%): )
Réi loan chirc ning hé thin Kinh: hoa mit, chong mit, budn ngi.

Thutmg gip (1% < ARD < 10%):

- Réi lopn chirc ning hé thin kinh: ngit.

- Réi loan chirc ning hé hd hip, ngve va trung thit: viém mii.

- Réi loan chirc ning hi mau va bach huyét: gidm bach ciu,

- Rdi logn chic ning tim: nhip tim nhanh.

- Réi loan chirc ning mach méu: ha huyét ap thé dimg,

- R&i loan chirc niing h# tidu héa: khd miéng, tio bon, kho ticu.

- Téic dyng phu tai chd v todn thin: suy nhuge nhe, phi ngogi bién.
- Ciin lam sing; ting cin, ting transaminase huyét thanh (ALT, AST).
- Gidm bach cau trung tinh.

- Budmg miu ting dén mirc biah 1y.

it gip (0,1% < ARD < 1%):

- R&i loan chirc ning hi mau vi bach huyét: ting bach cau da nhin 4i toan,

- Réi loan chirc nfing hé mién dich: qué min.

- Cin lim sing: ting gamma-GT4, 1ng triglycerid huyét thanh tai thari diém bity, 1ing cholesterol todn phan (chi yéu 1a LDL-C)
- Réi loan chirc ning hé than kinh; ca gijt, hi chimg chin run. ¢

Hiem gip (0,01% < ARD < 0,1%:):

- Tic dung phu tai chd va todn thin: hi chirng &c tinh do thudc an thin.

- Réi logn chirc ning hé sinh duc: chitng cuong duomg. §
Rt hiém g3p (ARD < 0,01%):

Réi loan hé mién dich: phin ung phin v§.

LIEU LUQNG VA CACH DUNG

Ngwriri lém:

Didu tri tdm thdn phan fi¢e: Nén udng quetiapin hai lin mdi ngay, trong holc ngodi bita dn. Téng liéu mdi ngly trang 4 ngay diu didu tr 13 50 mg (ngdy 1),
100 mg (ngdy 2), 200 mg (ngay 3) va 300 mg (ngay 4). T ngdy thit 4 1rd di, nén didu chinh lidu theo liéu théng thuimg c6 hi¢u qud tir 300 dén 450 mg/ ngiy.
Toy theo dép img ldm sang va kha ning dung nop cia timg bénh nhan, c& the didu chinh lidu trong khoing 150 dén 750 mgf ngay.

s Inengz cém lién quan dén réi foan hang cire: Nén ubng quetiapin hai lin m3i ngiy, trong holic ngodi bita &n. Ban trj lifu hay didu tri hd trg

" cho cic thudc on dinh trang thai tim than, tong licu moi ngay trong 4 ngdy d didu tri 13 100 mg (ngéy 1), 200 mg (ngdy 2), 300 mg (ngdy 3) va 400 mg

(ngay 4), Liéu ding <5 tht dugc didu chich din 1n dén 800 mg/ ngdy vio ngay thir 6 nhung mdi lan Uing khdng nén virgt qué 200 mg/ ngay. Cé thé diéu
chinh li¢u tiy theo dap ing 13m sing va khi ning dung nap cia timg bénh nhin, trong khoing 200 dén 800 mg/ ngdy. Licu thong thutmg c6 higu qui dicu trj
14 400-200 mg/ ngay.

Ngudi cao tudi:

Gibng nhu cic thudc chéng loan thin khic, nén thn trong khi sir dung quetiapin & ngur cao tudi, dic biét trong giai doan bit ddu sir dung thudc. Bénh nhin
<30 tudi nén khoi diu véi quetiapin 25 mg/ ngay. Nén ting licu mdi ngay, 1mg mirc 25 dén S0 mg, dén lidu dat higu qui didu tr, thuimg thip hon lidu dat
higu qua diéu trj & bénh nhin tré wi.

Tré em vi tré vj thinh nién: .
Tinh an 10in va higu qui cia quetiapin d8i v6i tré em v tré vj thinh nién chua dugc dinh gia.

Bénh nhin suy gan vi suy thin:

Do thanh thii quetiapin dudng udng giam khoing 25% & binh nhin suy gan holic suy thin. Quetiapin duge chuyén héa chii yéu & gan, vé do d6 nén si dung
thin trong & bénh nhan suy gan. Bénh nhin suy gan hodc suy thin nén khoi 4hu voi quetiapin 25 mg/ ngdy. Nén ting liéu mgimngi  timg mirc 25 dén 50 mg,
dén licu dat higu qui diéu trj.

QUA LIEU

Trong cic thir nghi¢m lim sing, di ghi nhn cic trutmg hop sbng s6t khi ding qud lidu cdp lén dén 30 g quetiapin. Hau hét bénh nhan qué lidu ghi nhin
Kkhéng co bién cd ngosi ¥ holic hoi phuc hodn toan tr cic bién cb ghi nhin. D3 ghi nhin truimg hgp tir vong trong mdt thir nghi¢m lim sang sau khi ding qui
lidu 13,6 g quetiapin (khdng phéi hop véi cic thudc khic). Sau khi dua thudc ra thi trudmg, truimg hop bio cio qui lidu quetiapin (khdng phdi hop thude
khic) gdy tir vong holic hn mé rit hiem xdy ra. Bénh nhin d2 mic bénh tim mach nfng trudc diy cb thé ting nguy co qui lig.l:

Nhin chung, cic diu hiéu va trigu chirmg ghi nhin 1 do ting tic dong duoc Iy clia thudc, nhu ngdy ngit v an thin, nhip tim nhanh vi ha huyét dp.

Chua cb chit gidi doc dic higu cho quetiapin. Trong truimg hop nhiém ddc ning. chn xem xét dén khi ning do anh hidng clia nhidu thude, tién hanh cic
bién phip sin soc dic biét, bao gdm thiét lap va duy tri dudng tha, dém bio thang Khi va cung cép oxy diy 40, theo ddi va hd trg tim mach. Chn tiép tuc
gidm sit v theo d3i bénh nhin chit ch cho dén khi héi phyuc hoin toén.

DONG GOI: Hop 3 vix 10 vién.

HAN DUNG: 36 thing ké tis ngay sin xuit,

TIEU CHUAN CHAT LUQGNG: Tiéu chudn nha sin xuit.

BAO QUAN: Noi khd rao, trinh dnh sing, nhiét 43 khdng qui 30°C.

Sén xullt ti:

CONG TY TNHH DUQ/C PHAM DAT V1 FHU

(DAVI PHARM CO,, LTD.)

L& M7A, Duémg D17, Khu CN Mg Phudc 1, x& Théi Hoa, huyén Bén Cit, tinh Binh Duong, Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688




