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Dé xa tam tay tré em.
Boc ki hudng dan st dung trude khi ding.
Thudc nay chi ding theo don thudc.
THANH PHAN CONG THUC THUGC:
Thanh phén hoat chat:
Esomeprazol (dang vi hat bao tan trong ruft chia esomeprazol magnesium trihydrat)

Thanh phan ta dugc: Polysorbat 80, titan dioxyd, talc, natri hydroxyd, sugar spheres, natri
carbonat, acid methacrylic L30 D, HPMC, triethyl citrat.

DANG BAO CHE: Vién nang ciing chfa vi hat bao tan trong rudt.

M0 ta san phdm: Vién nang clmg, mau tim, bén trong chfa thudc dang vi hat bao tan trong
rubt mau trang nga.

CHi DINH:

Loét da day - ta trang.

Phong va diéu tri loét da day - ta trang do dung thudc chéng viém khong steroid.

Phong va diéu tri loét do stress.

Bénh trao ngudgc da day - thuc quan.

HGi chiing Zollinger - Ellison.

Xuat huyét do loét da day - ta trang ndng, sau khi diéu tri bang ndi soi (d€ phong xué&t huy8t
t4i phat).

CACH DUNG, LIEU DUNG: Ung thudc it nhdt mot gid trudc bita dn. C6 thé ubng ciing Vi
thudc khang acid khi cdn thiét dé giam dau.

Liéu ding cho ngudi I6n:

- Digu trj loét da day - td trang cd Helicobacter pylori:

Udng 20 mg x 2 I14n/ ngay, trong 7 ngay.

Hodc 40 mg x 11an/ ngay, trong 10 ngay.

- Biu tri loét da day do ding thudc chong viém khdng steroid hodc du phong loét do
stress: Udng 20 mg x 1 14n/ ngay, trong 4 - 8 tudn.

- Diéu tri bénh trao ngugc da day - thuc quén ndng cd viém trot thuc quan:

Udng 40 mg x 1 14n/ ngay, trong 4 tudn, ¢6 thé udng thém 4 tudn niia néu can.

Hodc udng 20 - 40 mg x 1 14n/ ngay, trong 4 - 8 tudn, c6 thé udng thém 4 - 8 tudn niia néu ton
thuong chua lién.

- Diéu tri duy tri sau khi da khdi viém trgt thuc quan hodc dé diéu tri triéu chiung trong
truong hop khéng cd viém trgt thuc quan: Ung 20 mg x 1 14n/ ngay.

- Digu tri hoi ching Zollinger - Ellison:

Liéu khdi dau: Udng 40 mg x 2 14n/ ngay.

Liéu c6 thé kiém soat dugc bénh: Udng 80 mg x 1 - 2 14n/ ngay hodc 120 mg x 2 14n/ ngay.
Liéu diing cho tré em:

- Bénh trao nguge da day - thuc quan:

Tré em tir 1 - 11 tudi va trong lugng > 10 kg: USng 10 mg x 1 14n/ ngay, trong 8 tudn.

- Viém thuc quan trgt xude: Ligu dung dua theo trong lugng co thé:

Tir10 - 20 kg: Udng 10 mg x 1 14n/ ngay, trong 8 tudn.

> 20 kg: Udng 10 - 20 mg x 1 1an/ ngay, trong 8 tudn.

Tré em > 12 tudi: C6 thé dung liéu nhu ngudi I6n.

Ngudi suy gan:

- Suy gan nhe va trung binh: Khdng giam liéu.

- Suy gan ngng: Toi da 20 mg/ ngay.

Ngudi suy than va ngudi cao tudi: Khong gidm liéu.

Chay:

- Vi liéu 20 mg va 10 mg: Dé nghi chuyén sang st dung san pham khac ph hap.

Hodc theo chi dan clia Thdy thudc.

CHONG CHi PINH: Bénh nhan qua man véi esomeprazol, cic dan chdt benzimidazol hay bt
cif thanh phén nao clia thudc.

Esomeprazol khdng nén ding dong thoi véi nelfinavir.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

Khi c6 su hién dign clia cac trigu chig cénh béo (nhu: Sut can déng k& khéng chii dich, non
mifa tai phat, kho nut, ndn ra mau hodc dai tién ra mau den), khi ¢6 nghi ngd bi loét da day,
nén loai trir khd nang 4c tinh vi viéc didu tri bing esomeprazol c6 thé che I&p tridu chiing va
lam cham tré qué trinh chén doén.

Bénh nhan diéu trj dai han (ddc biét la nhitng bénh nhan ding thudc trén 1 nam) can phai
theo ddi thuGng xuyén.

Diéu tri biing thudc (ic ch& bom proton ¢6 thé din dén tang nhe nguy cd nhiém tring duding
tiéu hoa nhu Salmonella va Campylobacter.

sU DUNG THUGC CHO PHY NG C6 THAI VA CHO CON BU:

Thubc khong anh hubng d&n phy nil c6 thai va cho con bd. Tuy nhién, gidng nhu cac thudc
khac, can than trong khi st dung thudc cho cac ddi tugng nay.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thén trong ddi v6i nhiting ngudi dang van hanh may mac, dang lai tau xe, ngudi dang lam
viéc trén cao va cac trudng hgp khéc do thudc cd kha ning gay dau dau, chong mt.

TUGNG TAC, TUGNG KY CUA THUGC:

Do (c ché bai tiét acid, esomeprazol lam tang pH da day, nh hubng dén sinh kha dung clia
cac thudc hap thu phuy thudc pH: Ketoconazol, itraconazol, erlotinib, mudi sét, digoxin.

"Haxium 40

Esomeprazol 40 mg

Esomeprazol tc ché CYP2C19, enzym chinh chuyén hoa esomeprazol. Do vdy, khi esomeprazol
dugc dung chung véi cac thudc chuyén hoa biang CYP2C19 nhu diazepam, citalopram, imipramir,
clomipramin, phenytoin,... néng do cac thudc ny trong huyét tuong c6 thé tang va cin giam lidu
dung.

Esomeprazol dugc chuyén hda bai CYP2C19 va CYP3A4. Khi ding déng thoi esomeprazol véi mt
chét (¢ ché CYP3A4, clarithromycin (500 mg, 2 14n/ ngay) lam tang gép doi dién tich dudi dudng
cong (AUC) clia esomeprazol. Ding ddng thdi esomeprazol cung v6i mot chat dc ché ca hai
CYP2C19 va CYP3A4 c6 thé [am tdng han hai Idn néng do va thoi gian tiép xic cla esomeprazol.
Can diéu chinh liéu & nhiing bénh nhan suy gan nang hodc diéu trj |au dai.

TAC DUNG KHONG MONG MUGON CUA THUOC:

Thudng gdp, ADR > 1/100.

Toan than: Pau ddu, chéng mét, ban ngoai da.

Tiéu hoa: Budn ndn, non, dau bung, tiéu chay, tdo bon, ddy hai, khd miéng.

it gap, 1/1000 < ADR < 1/100.

Toan than: M&t moi, mat ngl, budn ng, phat ban, ngira, di cam.

Rdi loan thj giac.

Hiém gap, ADR < 1/1000.

Toan than: Sét, todt md hoi, phil ngoai bién, man cam véi 4nh séng, rung toc, phan ing qua méan
(bao gdm may day, phi mach, co that ph& quan, sdc phan vé).

Thén kinh trung uong: Kich dong, trdm cam, 1 1an, o gidc.

Ho hdp: Nhiém khuén hd hép.

Huy&t hoc: Gidm toan thé huyat cdu, ting bach cdu, gidm bach cdu, gidm tiéu cAu.

Gan: Tang enzym gan, viém gan, vang da, suy chic nang gan. '

Tiéu hoa: Rai loan vi giac, viem miéng.

Chuyén hoa: Ha magnesi huy&t, ha natri huyét, rdi loan chuy&n hda porphyrin.

Ca xuong: Pau khdp, dau co, loang xuong, gay xuong.

Tiét niéu: Viém than ké.

NOi tiét: Chiing to vii & nam.

Da: Ban bong nudc, hdi chiing Stevens - Johnson, hoai tif biéu bi nhiém doc, viém da.

Do lam gidm do acid clia da day, céc thudc (c ché bom proton c6 thé 1am ting nguy co nhiém
khudn & duting tigu hoa.

Thong béo cho béc si nhiing tac dung khdng mong mudn gép phai khi st dung thudc.

Huwdng d4n cach xir tri ADR:

Phai ngting thudc khi c6 biéu hién tac dung khdng mong mudn ning.

QUA LIEU VA CACH XU TRi:

Qud liéu: Cho dén nay c6 rat it kinh nghiém vé viéc dung qua liéu c6 chi dich. Céc triéu chiing dugc
md ta 6 lién quan dén viéc dung liéu udng 280 mg la céc triéu chiing rdi loan tiéu héa va tinh trang
suy nhugc. Céc lidu don esomeprazol dang uéng 80 mg van an toan khi diing.

Céch xu tri- Chua co thudc gidi doc dic hidu khi qua liéu esomeprazol. Esomeprazol gan két manh
véi protein huy&t tuong va vi vay khong d& dang b phdn tach. Trong truting hgp qua liéu, nén diéu
tri trigu chiing va sif dung cac bién phap hd trg tdng quét.

DAC TiNH DUGC LYC HOC:

Ma ATC: A02BC05

Esomeprazol 13 dang déng phan S clia omeprazol va 1am gidm su bai tiét acid da day bing mot co
ché tic dong chuyén biét. Thudc Ia chat (ic ché ddc higu bom acid & té bao thanh. Esomeprazol 1a
mdt chat kiém yéu, dugc tap trung va bign déi thanh dang cd hoat tinh trong méi truding acid cao &
ong tidu quan ché tiét clia t& bao thanh, tai day thudc Gc ché men H'K'ATPase (bdm acid) va (ic ché
ca su tiét dich co ban 1n su tigt dich do kich thich.

DAC TiNH DUGC BONG HOC:

Esomeprazol hap thu nhanh sau khi udng, dat néng do cao nhét trong huyét tuong sau 1 - 2 gid.
Sinh kha dung clia esomeprazol ting Ién theo liéu dung va khi ding nhdc lai, dat khoang 68% khi
dung lidu 20 mg va 89% khi dung liéu 40 mg. Thiic dn lam chdm va gidm hédp thu esomeprazol.
Dién tich dugi duding cong (AUC) sau khi udng 1 liéu duy nhat esomeprazol 40 mg vao biia an so véi
ltic d6igidm tir 43% d&n 53%. Do d6, esomeprazo! phai ufing ft nhat 1 git trudc bifa &n-

Khodng 97% esomeprazol gin vao protein huyét tuong. Thudc bj chuy&n héa chil y8u & gan nh hé
enzym cytochrom P450, isoenzym CYP2C19, thanh céc chat chuyén héa hydroxy va desmethyl
khdng con hoat tinh. Phan cdn lai dugc chuyén héa qua isoenzym CYP3A4 thanh esomeprazol
sulfon.

Nira ddi thai trir trong huyét tuong 1,3 git. Khodng 80% liéu ubng dugc thi trir dudi dang cac chat
chuyén héa khong co hoat tinh trong nudc tiéu, phan con lai dugc thai trir trong phén. G ngudi suy
gan ning, gia tri AUC @ tinh trang on dinh cao hon 2 - 3 1an so vdi ngudii cd chic nang gan binh
thuding. Vi vay, c6 thé phai xem xét gidm liéu esomeprazol & nhiing ngudi bénh nay.

QUY CACH BONG GOI: Hop 2 vix 10 vien. Hop 3 vix 10 vién.

HAN DUNG: 24 thang ké tli ngay sén xuat.

DIEU KIEN BAO QUAN: Noi khd, nhiét dg khong qué 30°C, tranh anh séng.

TIEU CHUAN: TCCS.

Sé&n xudt tai:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhanh nha méy dugc phdm DHG tai Hau Giang
L6 B2 - B3, Khu cong nghiép Tan Phi Thanh - giai doan 1, xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang

DT: (0293) 3953454 e Fax: (0293) 3953555

xin vui long lién hé

@ 0292.3899000

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn

Moi thac méc vé san pham, ]




