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Ry Thubc bén theo don "~ . .+
._-:1  OPEPRAZO0® 20
\Zlavn nang cling chifa hat bao tan trong rudt
THANH PHAN: M&i v‘rén“ it 1;
Hoat chét:
ESOMERIAION ..coconmmmimiinninnminmmns 20 mg

(du6i dang vi hat tan trong rudt chiia Esomeprazol magnesi dihydrat)
T4 duge: Budng tring, hypromellose E5, meglumin, “'methylen clorid, (ethanol, talc, mannitol,
methacrylic acid co-polymer dispersion, propylen glycol, natri hydroxid, polysorbat 80, PEG 6000,
titan dioxyd, 'nuéic tinh khiét.
Ikh6ng hién dién trong thanh phdm
MO TA SAN PHAM:
Vién nang clng, ¢ nang s0 1, mau héng nhat, c6 in “20 mg” mau den trén nip nang, bén trong
chlfa cac vi hat hinh cdu mau tring hay trdng nga.
DUGC LUC HOC:
Esomeprazol 1a dang dong phan S- clia omeprazol va lam gidm sy bai tiét acid da day bdng mot
cd ché tdc dong chuyén biét. Thubc 1a ch4t (c ché ddc hiéu bom acid & t& bao thanh da day. Ca
hai dang déng phan R- va S- clia omeprazol déu c6 tac dong dugc Iuc hoc tuong tu. -
Vi tri va co ché tdc déng '
Esomeprazol 1a mgt base yéu, dugc tdp trung va bién d6i thanh dang c6 hoat tinh trong moi
trudng acid cao § ti€u quan 6ng ché tigt clia t& bao thanh, tai ddy thudc sé Gc chd men H*K*-
ATPase (bom acid) va (¢ ché ca su tiét dich co bén 14n su tiét dich do kich thich. W ¥
DUGC BONG HOC:
Esomeprazol dugc hdp thu nhanh v6i ndng do dinh trong huyét tuong dat dugc khodng 1 dén 2
gid sau khi udng. Thudc dé bj hlly & méi truting acid trong da day va dugc udng dusi dang vi hat
tan trong rudt. B9 sinh khd dung tuyét dbi 1a 64% sau khi ubng li€u don 40 mg va tdng 1&n 89 %
sau khi dung liéu Idp lai 1 lan/ngay. DGi v6i liu esomeprazol 20 mg, cac tri s6 nay tuong (ng 1a
50 % va 68 %.
Thic &n lam cham va gidm sy hap thu clia esomeprazol, nhung diéu nay khéng thay ddi dang ké
dén tac dong cla thubc Ien sy tiét acid da day. Khodng 97 % esomeprazol lién k&t véi protein
huyét tuong.
Thudc dugc chuyén héa rong rdi & gan nhd hé thsng men P450 isoenzyme CYP2C19, tao thanh
cac chdt chuyén hoa hydroxyl va desmethyl, cic chdt nay khong anh hudng dén su tiét acid da
day. Phdn con lai dugc chuyén héa nhd men cytochrome P450 isoenzyme CYP3A4 tao thanh
esomeprazol sulfon. Khi dung liéu I3p lai, c6 sy gidm chuyén héa & giai doan ddu va gidm do
thanh thai toan than, cd I€ do sy Gc ché men CYP2C19. Tuy nhién, khdng cd khuynh huéng tich
ldy khi dung thudc mot 1an/ngay. Thoi gian ban hily trong huyét tuong khodng 1,3 gid. Khodng 80
% liéu udng dugc thdi trir qua nudc ti€u dudi dang chat chuyén héa, phdn con lai thai trit qua
phan.
CHI DINH:
OPEPRAZ0 dugc chi dinh & cac trudng hop:
Bénh trdo ngugc da day thuc qudn (GERD)

- Diéu tri viém xudc thyc quan do trao ngugc

- Diéu tri phong ngira t4i phat viem thuc qudn da chita lanh

- Diéu tri triéu chiing bénh trao ngugc da day thyc quan (GERD)
Két hgp vdi mgt phdc dé khdng khudn thich hop dé diét trir xodn khudn Helicobacter pylori
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- Chiia lanh vét loét ta trang c6 nhiém xodn khudn Helicobacter pylori

- Phong ngua tai phat loét da day ta trang c6 nhiém xodn khudn Helicobacter pylori
Bénh nhén can diéu trj bang thudc khang viém khéng steroid lién tuc

- Lam lanh vét loét da day do dung thudc khang viém khong steroid

- Phong ngiia loét da day-ta trang do diing thudc khang viém khdng steroid & bénh nhan co nguy co.
Piéu tri tiép ndi sau khi ngdn ngua tai xuat huyet da day-td trang bang thuéc tiém tinh mach.
Diéu tri hoi chtfng Zollinger Ellison.
CACH DUNG - LIEU DUNG:
Udng nguyén vién thudc voi nuGc hodc thic ubng 16ng. Khdng dugdc nhai hodc nghién nat cic vi hat.
Ngudi I6n va tré vi thanh nién tir 12 tudi trd 1én:

Bénh trao ngugc da day-thuc quan (GERD)

Diéu tri viém xudc thuc quan do trdo nguoc:

40 mg x 1 I4n/ngay trong 4 tudn. Nén diéu tri thém 4 tudn nita cho b&nh nhan viém thuc quan

chua dugc chifa lanh hay van con triéu chiing.

Diéu tri phong ngua tai phat viém thuc quin da chia lanh:

20 mg x 1 lan/ngay.

Diéu tri triéu chiing bénh trao nqudc da day-thuc quan (GERD):

20 mg x 1 l&n/ngay & bénh nhan khong bj viém thuc qudn. N&u sy kiém soat triéu chiing khong

dat dugc sau 4 tudn, bénh nhan nén dugc kiém tra k§ hon dé xac dinh chdn doan. Khi da hét

céc trigu chiing, viéc kiém soét triéu ching sau dé cé thé dat dugc liéu 20 mg x 1 1dn/ngay. E
J ngudi I6n, c6 thé dung phac db diéu tri liéu 20 mg x 1 1dn/ngay, khi can thiét. C |
Ngudi Ién: | 'f

Két hgp vdi mgt phdc d6 khdang khudn thich hop d€ diét trir xodn khudn Helicobacter pylori
Chita lanh loét t4 trAng c6 nhiém xodn khu&n Helicobacter pylori vd phong nquia téi phat loét da
day-t4 trang & bénh nhin loét cd nhiém Helicobacter pylori: i
Esomeprazol 20 mg, amoxicillin 1 g va clarithromycin 500 mg, tat cd dugc dung 2 Ién/ngay
trong tir 10 - 14 ngay.
Bénh nhan can diéu trj bang thudc khdng viém khéng steroid lién tuc -
Chila lanh loét da day do dung thudc khana viém khdng steroid: g
Liéu thong thudng 20 mg, 1 14n/ngay. Thoi gian diéu tri 12 4-8 tuln. %
Phong nqua loét da day va loét ta trang do dung thudc khéng viém khdng steroid & bénh nhdn | o
c0 nquy ca:
20 mg, 1 14n/ngay. | 4
Diéu trj tiép n6i sau khi ngdn ngua t4i xuat huyét da day-td trang bdng thuéc tiém tinh mach.
40 mg, 1 lan/ngay trong 4 tudn sau khi phong ngifa tdi xudt huyét da day-ta trang bang thudc
tiém finh mach.
Diéu tri hoi ching Zollinger Ellison
Liéu kh&i ddu khuyé&n cdo la esomeprazol 40 mg x 2 Idn/ngay. Sau do diéu chinh liéu theo dap
itng cla ting bénh nhdn. Phdn I6n bénh nhidn ddp {ng liéu t&r 80 dén 160 mg
esomeprazol/ngay. Khi udng liéu hang ngay 16n hon 80 mg, nén chia liéu dung thanh 2
ldn/ngay.

Tré em dudi 12 tudi:
Khong nén dung esomeprazol cho tré em dudi 12 tudi vi chua co dif liéu ddy dd.

Ngu@i t6n thuong chifc ndng than:
Khong c4n phai diéu chinh liéu & b&énh nhén tén thuong chiic ning than nhe va trung binh.
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Ngudi tén thuong chic ndng gan:
Khong cdn phai diéu chinh lifu & bénh nhan t6n thuong gan & miic do tif nhe dén trung binh. O
bénh nhén suy gan ndng, khﬁng nén dung qua 20 mg/ngay.
Ngudi cao tudi:
Khong cdn diéu chinh liéu & ngudi cao tudi.
CHONG CHi DINH:
- Tién sl qua mén vGi esomeprazol, cac thudc ¢ nhom benzimidazol va thanh phan khéc trong
cong thac.
- Dung dbng thoi v6i atazanavir hodc nelfinavir.
LUU Y VA THAN TRONG:
- Khi c6 sy hién dién b&t ky mot triéu chiing bao dong nao (nhu & gidm can dang ké khong
chll y, non tai phat, kh nudt, ndn ra mau hay dai tién phan den) va khi bi hodc nghi ngd loét
da day, nén loai trir bénh Iy &c tinh vi diéu tri bing esomeprazol c¢6 thé lam che khuét céc
triéu chiing ung thu da day va cham tré viéc chdn doan ung thu da day.
- Do it kinh nghiém vé viéc dung thudc & bénh nhan suy thdn ndng, nén than trong khi diéu tri
G cac bénh nhan nay.
- Bénh nhén diéu tri thoi gian dai (dic biét nhitng ngudi da diéu tri hon 1 ndm) nén dugc theo
doi thudng xuyén.
- Bénh nhdn dang diéu tri cdn lién hé v6i bac ST néu co cac triéu ching thay ddi. Khi ké toa
thuGc esomeprazol, cdn xem xét dén su tuong tac véi cac thude khac do nbng do esomeprazol
trong huyét tuong co thé thay déi. W
- Khi ké toa thudc esomeprazol dé diét trii Helicobacter pylori, nén xem xét tuong tac cla cac
thudc c6 trong phéc dd diéu tri 3 thudc. Clarithromycin 1a thudc ¢ ché manh CYP3A4, vi vy ~
nén xem xét chdng chi dinh va tuong tac thudc véi clarithromycin khi dung phac d6 3 thudc <
cho nhiing bénh nhan dang dung cac thudc khac chuyén héa qua CYP3A4 nhu cisapride. 3
- Phu nif c6 thai: Chua c6 di di liu 1am sang vé viéc dung esomeprazol trén phu nif ¢d thai.
Nghién clu trén dong vat, esomeprazol khdng gy nguy hai truc ti€p hay gidn ti€p I18n sy phat 7,
trién clia phdi thai. Nén than trong khi ké toa cho phu nii ¢6 thai. -

- Phy nif cho con bii: Chua biét esomeprazol co tiét ra sita me hay khong. Chua c6 nghién ciu e
nao trén phu nit cho con ba dugc thyc hién. Vi vay, khéng nén dung esomeprazol trong thoi
ky cho con bu. |
- Tac dong cha thudc khi 1ai xe va van hanh may mdc: Knhong anh hubng dén kha ndng lai =7

xe va van hanh may méc.
TAC DUNG KHONG MONG MUON: Py
Nhic dau, dau bung, tdo bon, tiéu chay, ddy bung, bubn ndn hodc ndn. —
It gdp: Phi ngoai bién, mf{t ngl, chéng mit, di cdm, ngl ga, chdng mat, khd miéng, ting men ==
gan, viém da, ngla, ndi m&n, mé day.
Hiém gdp: Gidm bach cdu, gidm tiu cdu, phan (ng qué man (nhu sét, phi mach, phén iing
phén vé/séc phan vé), gidm natri mau, kich dong, 10 1&n, trdm cém, rdi loan vi gi4c, nhin md, co
thit phé quén, viem miéng, nhiém nidm candida dudng tiéu hoa, viém gan cd hodc khdng co |
vang da, rung téc, nhay cdm véi dnh sdng, dau kh6p, dau cd, mét moi, ting tiét mo hoi. ‘
R4t hiém gap: M4t bach ciu hat, giam cac dong té€ bao mau, noéng ndy, do gidc, suy gan, bénh |
ndo & bénh nhan da c6 bénh gan, hdng ban da dang, hoi chiing Stevens-Johnson, hoai tii biéu bi
nhi&m doc, yéu co, viem than mo k&, vi to § nam gidi.
Théng bao cho bac si nhifng tic dung khéng mong muén gap phai khi sir dung thuée.

TUONG TAC THUOC:
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Gidm ndng do acid da day trong qud trinh diéu tri esomeprazol c6 thé 1am ting hay gidm su
hap thu cla cac thudc khac néu co ché hdp thu clia céc thudc nay bi dnh hudng bdi ndng do
acid da day. Sy hdp thu clia ketoconazol va itraconazol c6 thé gidm trong khi diéu tri vi
esomeprazol.

Khong nén dung déng thdi esomeprazol v6i atazanavir vi né c6 thé lam gidm déng k€ ndng
do atazanavir trong mau (gidm dién tich dudi dudng cong, nong do toi da va toi thiéu).

o) ngudi finh nguyén khde manh, dung déng thoi esomeprazol va cisaprid k&t qud 1a lam téng
dién tich dui dudng cong va kéo dai thdi gian ban hlly, nhung khong lam ting déng ké ndng

. dd dinh trong huy&t tuong clia cisapride.

Khi esomeprazol dugc dung chung véi cdc thuSc chuyén héa qua CYP2C19 nhu diazepam,
citalopram, imipramin, clomipramin, phenytoin..., néng do cac thudc nay trong huyét tuong cé
thé tdng va cdn gidm liéu dung céc thudc nay.

Esomeprazol dugc chuyén hoa bai CYP2C19 va CYP3A4. Khi dung dong thoi esomeprazol v6i
thudc (fc ch& CYP3A4 s& lam ting gdp doi dién tich dudi dudng cong clia esomeprazol. Dung
déng thdi esomeprazol cling voi thudc c ch& cd hai CYP2C19 va CYP 3A4 co thé 1am ting
hon hai 14n ndng do cla esomeprazol. Khong cdn diéu chinh liéu esomeprazol thuding xuyén
trong nhiing finh hudng nay. Tuy nhién, sy diéu chinh liéu cdn dugc xem xét & nhiing bénh
nhan suy gan ning néu diéu tri lau dai dugc chi dinh.

Diéu tri esomeprazol & bénh nhan dang dung warfarin cho thdy thdi gian ddng mau trong miic
chdp nhan dugc. Theo d6i dugc yéu cdu khi khdi ddu va két thic diéu tri esomeprazol 6 bénh
nhan dang dung warfarin hodc céc dan xuét coumarin khac. l/{/

QUA LIEU VA XU TRI:
Cho dén nay rédt it kinh nghiém vé qué liu c6 chi dich. Cac triéu ching dugc mo ta c6 lién quan
dén viec dung lidu udng 280 mg 1 céc triéu chitng trén dudng tiéu hoa va y€u ngudi. Céc liéu
don esomeprazol 80 mg chua gay nén nhiing bién cd gi. Khong c6 thudc giai doc ddc hiéu nao.
Esomeprazol lién két manh véi protein huyét tuong va vi vay khong thé thdm tach dé& dang. Trong
trudng hop qua liéu, nén diéu tri tridu ching va diéu tri hd trg tong quat.

TRINH BAY:

Hop 5 vi x 6 vién nang ciing chia hat bao tan trong rudt.

Hop 10 vi x 6 vién nang clng chia hat bao tan trong rudt.

BAO QUAN: Béo quan & nhiét do dusi 30°C, nai khd réo, tranh dnh sang.

HAN DUNG: 24 thang ké tu ngay san xudt. Khong dung thudc khi qud han st dung.
NGAY XET LAI T0 HUGNG DAN SU DUNG:

BE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi DINH.

NEU CAN THEM THONG TIN, XIN-HOI Y KIEN BAC SI. \io}
: Nha sdn xudt:

. woHE 1, /6

— Py

PHO CUC TRUONG o

o, em 5 Yizr Hngeon TY ¢8 PHAN DUGC PHAM OPV
7, budng 3A, Khu Cong Nghiép Bién Hoa II, Thanh phd Bién Hoa, Tinh Bong Na:.
DT: (061) 3992999 Fax: (061) 3835088




