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THANH PHAN

M&i vién nén bao tan trong ruft chira:
Esomeprazol (dudi dang esomeprazol magnesi dihydrat) ... 20 mg
Ta dirgewid Ol i nnnaiinumiimsmnadayttinen
(Vi hat duéng 40 - 60 mesh, hypromellose, meglumin, poloxamer
188, natri lauryl sulfat, acid methacrylic-ethyl acrylat copolymer
(1:1) dispersion 30%, triethyl citrat, glycerol monostearat 40-55,
talc, natri hydroxyd, silicified microcrystaliin cellulose, starlac,
hydroxypropyl cellulose, macrogol 6000, crospovidon, colloidal
silica khan, magnesi stearat, opadry hdng 13GB84576)

MO TA
Vién nén dai, bao phim mau hdng nhat, hai mat khum tron.

DUQC LIPC HOC

Esomeprazol 13 thuéc e ché bom proton 1am giam tiét acid da
day béng cach trc ché chuyén bigt enzym H'/K'-ATPase tai té
bao thanh cla da day.
Esomeprazol |a ddng phdn S cla omeprazol, dugc proton héa
va bién di trong khoang c6 tinh acid cia té bao thanh tao thanh
chét trc ché co hoat tinh, dang sulphenamid khéng déi quang.
Do tac ddng chuyén biét trén bom proton, esomeprazol ngan
chan budc cudi cling trong qua trinh san xuét acid, qua do lam
giadm dé acid da day. Tac dyng nay phu thudc véao liéu dung mdi
ngay tir 20 - 40 mg va duwra dén (rc ché tiét acid da day.

DU'Q'C BONG HOC
Esomeprazol dwgc hap thu nhanh sau khi uéng, nbng 4 dinh
trong huyét twong dat dwoc sau 1-2 gid. Sinh kha dung cuia
esomeprazol tang theo lidu ding va khi ding nhéc lai, dat
khoang 68% khi diing lidu 20 mg va 89% khi dung liéu 40 mg.
Thirc &n 1am cham va gidm d§ hdp thu clua esomeprazol,
nhung lai khéng lam thay déi dang k& tac dung cua
esomeprazol 1én d6 acid trong da day. Esomeprazol lién két
v6i protein huyét tvong khoang 97%. Thubc dwoc chuyén hoa
chil yéu & gan nhd isoenzym CYP2C19 hé enzym cytochrom
P450 thanh cac chét chuyén hoa hydroxy va desmethyl khéng
con hoat tinh. Phdn con lai dugc chu;gn héa gua isoenzym
CYP3A4 thanh esomeprazol sulfon. Khi ding nhac lai, chuyén
héa buéc dAu qua gan va a9 thanh thai clia thube gidm, c6 thé
do isoenzym CYP2C19 bj trc ché. Tuy nhién, khdng co sy tich
Ity khi diing m8i ngay 1 1an. Thi gian ban thai trong huyét
twong khoang 1,3 gi¢. Hau hét 80% cua lidu ubng dugc dao
thai & dang chét chuydn héa trong nuéc tidu, phdn con lai
dwoc dio thai qua phan.

CHI DINH
Stadnex 20 dwoc chi dinh cho cac treéng hop:

- Bénh trao nguoc da day — thyc quén (GERD): Pidu tr viém
xuéc thye quan do trao nguec; didu tr dai han cho bénh nhén
viém thyc quan da chiva lanh dé phong nglra tai phat; diéu tr
triéu chirng bénh trdo ngwgc da day-thye quan (GERD).

- Két hop véi mot phac dd khang khudn thich hop dé diét try
Helicobacter pylori, chira lanh loét ta trang do nhiém
Helicobacter pylori va phong ngira tai phat loét da day ta trang
& bénh nhén loét do nhidm Helicobacter pylori.

- Bénh nhan cin didu tf thubc khang viém khong steroid
(NSAID) lién tyc: Chiva lanh loét da day do ding thubc NSAID;
phong naira loét da day va loét ta trang do ding thuéc NSAID
& bénh nhén c6 nguy co.

- Didu trj hoi chirng Zollinger-Ellison.

LIEU LUQ'NG VA CACH DUNG
Céach dung
Stadnex 20 nén duwgc nubt nguyén vién voi mét it nuédec.
Khéng nén nhai hay nghién nat vién.

Lidu lvgng
Nguweivi 16m va tré vj thanh nién tir 12 tui trér 1én
Bénh trao nguweee da day-thwe quan (GERD):

- Didu tr viém xude thye quén do trdo ngugc: 40 mg x 1 1An/
ngay trong 4 tudn. Nén diéu trj thém 4 tuan niva cho bénh nhan
viém thie quan chua dugc chira lanh hay vén cé trigu chitng
dai ding.

- Biéu tri dai han cho bénh nhén viém thyc quan da chira lanh
dé phong ngura téi phat: 20 mg x 1 14n/ ngay.

- Diéu tri trigu cm}n% bénh trdo nguoc da day thyc quén
(GERD): 20 mg x 1 lan/ ngay & b&nh nhan khoéng bi viém thuc
quan. Néu khéng kiém soat dugc triéu chirng sau 4 tudn, bénh
nhén nén dwoc chdn doan thém. Khi da hét triéu ching, c6 thé
duy tri viéc kiém soét tridu chirng véi lidu 20 mg x 1 14n/ ngay.
& ngudi 16m co thé st dung ché d¢ didu tri khi can thiét voi lidu
20 mg x 1 I&n/ ngay. O’ nhirng bénh nhén trdo nguwoc da day
thire quan (GERD) dang sir dyng NSAID c6 nguy co phat trién
loét da day ta trang, khong khuyén cdo kiém soét triéu chirng
bang ché d6 didu trj khi cin thiét,

Nguwei iém

th hop véi mét phac @b khang khudn thich hop dé diét
trir Helicobacter pyiori, chira lanh loét ta trang do nhiém
Helicobacter pylori va phéng ngtra tai phat loét da day ta
trang & bénh nhén loét do nhiém Helicobacter pylori: 20
mg esomeprazol, 1 g amoxicillin va 500 mg clarithromycin, tat
ca duoc ding 2 1An/ ngay trong 7 ngay hodc 14 ngay.

Bénh nhan cin didu trj bing thudc khang viém khéng
steroid (NSAID) lién tyuc:

- Chaa lanh loét da day do ding thubc NSAID: Lidu théng
thuong 20 mg x 1 1an/ ngay. Thei gian didu tri 13 4-8 tudn.

- Phong ngira loét da day va loét ta trang do ding thubc NSAID
& bénh nhan ¢6 nguy co: 20 mg x 1 1&n/ ngay.

Didu tri hoi chirng Zollinger - Ellison: )

Lidu kh&i d4u khuyén cao |a esomeprazol 40 mg x 2 I4n/ ngay.
Sau @6 diéu chinh lidu theo dap (ng cla tirng bénh nhan va
tiép tuc didu tri khi con chi dinh v& mat 1dm sang. Cac dir liéu
I&m sang cho thdy phin I6n bénh nhan dugc kidm soat voi
esomeprazol lidu tir 80-160 mg/ngay. Khi liéu hang ngay I6n
hon 80 mg, nén chia lidu diing thanh 2 [4n/ ngay.

Tré em dudi 12 tudi

Khéng nén dung esomeprazol cho tré em dudi 12 tudi vi chua
co dir liéu.

Ngueoi tén thwong chire ndng thin

Khéng can didu chinh liéu & bénh nhén tén thwong chirc nang
than. Do it kinh nghiém v& viéc diing thuéc & bénh nhén suy
than né?‘?‘ nén than trong khi diéu trj & cac bénh nhan nay.
Nguwéi ton thuong chiee ndng gan

Khéng cAn didu chinh lidu & bénh nhan tén thuong gan & mic
@ tir nhe dén trung binh. &' bénh nhan suy gan nang, khéng nén
diing qua liéu tdi da la 20 mg esomeprazol.

Ngudi cao tudi

Khéng cAn didu chinh lidu & ngudi cao tudi.

CHONG CHI B|NH

- Bénh nhadn qua min véi esomeprazol, cac din chét
benzimidazol hay bét cir thanh phén nao ctia thube.

- Phy n c6 thai 3 thang ddu.

CANH BAO VA THAN TRONG

- Khi c6 sy hién dién bat ky mét trigu chirng bao déng nao (nhu
l4 gidm cén dang ké khéng chli y, ndn tai phat, khd nuét, non
ra mau hay dai tién phan den) va khi nghi ngtr hoéc bj loét da
day nén loai trir bénh ly &c tinh vi diéu trj bang esomeprazol co
thé 1am giam triéu ching va 1am chém tré viéc chdn doan.

- SUr dyng céc thudc trc ché bom proton, dac biét khi ding ligu
cao va trong th&i gian dai (> 1 ndm), cé thé lam tang nhe nguy
co gay cb xuong dui, cb tay va xwong séng, chi yéu xay ra &
ngwoi gia hodc khi cé cac yéu té nguy co khac. Cac nghién
clru quan sat cho thdy céc thude e ché bom proton lam ieng
nguy co gdy xuwong tr 10 dén 40%. Mot s6 gia tang nay co th
do céac yéu té nguy co khac. Bénh nhan cé nguy co lodng
xwong phai dugc cham séc theo hudng dén 1am sang hién
hanh va can bé sung ddy du vitamin D va calci.

- Khi ké toa esomeprazol dé diét trlr Helicobacter pylori, nén
xem xét cac twong tac thudc cé thé xay ra trong phac ab diéu
tri 3 thube. Clarithromycin 1a chét (rc ché manh CYP3A4 va vi
thé nén xem xét chéng chi dinh va tuong tac ddi voi
clarithromycin khi ding phac @ 3 thuéc cho bénh nhén dang
dung cac thubc khac chuyén héa qua CYP3A4 nhu cisaprid.
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- Ha magnesi huyét ¢ triéu chitng va khdng triéu chirng da
dwoc bao cao hiém gdp trén bénh nhan didu trj véi cac thube
trc ché bom proton it nhat 3 thang, hdu hét cac trwéng hop
trén bénh nhan sau khi diéu trj 1 ndm. Tac dung phy nghiém
trong bao gém co clrng co, loan nhip tim va déng kinh. Hau hét
cac bénh nhan cdn phai bd sung magnesi dé didu tr ha
magnesi huyét hay nglrng st dung thubc (rc ché bom proton.
Can phai xem xét viéc theo dbi mirc magnesi huyét trong khi
bét d4u didu trj v&i thube (e ché bom proton va dinh ky sau do
& nhitng bé&nh nhan phai diéu tri lau dai hodc phai ding thubc
trc ché bom proton chung véi cac thudc khac nhw digoxin hay
nhirng thubc gay ha magnesi huyét (vi du thuéc lgi tidu).

- Giam acid da day do bat ky nguyén nhin ndo, ké ca dung
thuéc (rc ché bom proton, lam tang sé lwgng vi khudn thuong
tra trong dwong tiéu héa. Didu tri bang thubc (rc ché bom
proton c6 thé lam ting nhe nguy co’ nhiém khudn dwéng tiéu
héa do Salmonella va Campylobacter.

- Esomeprazol, ciing nhw cac thubc chen acid khac, co thé lam
giam s h4p thu vitamin B12 (cyanocobalamin) do sy giam
hoéc thidu acid hydrochioric trong dich vi. CAn cén nhéc yéu té
ndy & nhirng bénh nhan cé lwong dy tri¥ B12 trong co thé
gidm hodc c6 nguy co' gidm hép thu vitamin B12 néu didu tr
lau dai.

TUONG TAC THUGC

- Do (¢ ché bai tiét acid, esomeprazol lam ting pH da day, anh
hwdng dén sinh kha dyng clia cac thubce hip thu phy thude pH:
ketoconazol, mudi sat, digoxin,

- Dung dbng théi esomeprazol, clarithromycin va amoxicillin lam
ting ndng dd esomeprazol va 14-hydroxyclarithromycin trong
mau.

- Dung két hop omeprazol (esomeprazol) (40 mg x 1 lAn/ngay)
v atazanavir 300 mg/ ritonavir 100 mg & ngwdi tinh nguyén
khoe manh lam giam dap (rng cua atazanavir.

- Esomeprazol la mét chat (rc ché CYP2C19. Khi bét diu hay
ngung didu trj voi esomeprazol, cAn xem xét kha néng twong
tac véi cac thubc chuyén hoa qua CYP2C19. Mgt tuong tac
duwgc quan sat gilka clopidogrel va omeprazol. Chwa rd y nghia
1am sang cla twong tac nay. D& d& phong, khéng nén sir dung
dbng thoi esomeprazol va clopidogrel.

- Khi esomeprazol duwgc dung chung véi cac thubc chuyén hoa
bdng CYP2C19, nhw diazepam, Ccitalopram, imipramin,
clomipramin, phenytoin..., néng @9 cac thuéc nay trong huyét
twong co thé ting va cdn giam lidu dung. Nén theo dai néng dd
phenytoin trong huyét twong khi bit d4u hay ngung didu tri v&i
esomeprazol.

- Trong mét thir nghiém Iam sang, khi dung 40 mg esomeprazol
cho nhitng bénh nhan d3 dung warfarin cho thdy thi gian
dbng méau van con trong gi¢i han cho phép. Tuy nhién, mjt vai
truéng hop chi s6 INR tang cao c6 y nghia 1am sang da dwgc
bao céo khi ding két hop warfarin va esomeprazol.

PHU N’ O THAI VA CHO CON BU

Phy ni c6 thai: Chua c6 nghién clu ddy d va dugc kiém
soat trén phy nl mang thai. Chi s dyng thubc cho phy ni
mang thai khi that sy can thiét.
Phy nir cho con bii: Chwa biét esomeprazol cé dwoc bai tiét
qua sira me hay khdng. Chwa cé nghién ctru trén phy ni¥ cho
con bi. Do d6 khdng nén diing esomeprazol khi dang cho con
bu.

f\lgl-l HUGONG TREN KHA NANG LAI XE VA VAN HANH MAY
MOC
Bénh nhan bj chéng mit hodc &o gidc trong khi ding
esomeprazol khéng nén lai xe hay van hanh may mac.
TAC DUNG KHONG MONG MUON
Thuwdmg giip
- Toén than: Pau d4u, chéng mat, ban ngoai da.
- Tiéu héa: Bubn nén, nén, dau byng, tiéu chdy, tdo bén, gy
?tun. khé miéng.

- Toan than: Mét mdi, mét ngu, phat ban, ngira, réi loan thj giac.
Hiém gép

- Toan than: Sét, 48 md hai, phu ngoai bién, man cam véi anh
sang, phan (ng qua min (bao gbm may day, pht mach, co
thét phé quan, sc phan vg).

- Thén kinh trung uong: Kich dong, trdm cam, 10 13n c6 hdi phuc,
4o gidc & ngudi bénh nang.

B :féuyét hge: Chirng mét bach clu hat, gidm bach cau, giam tiéu

u.

- Gan: Tang enzym gan, viém gan, vang da, suy chi*c ndng gan.

- Tiéu héa: Réiloan vj giac.

- Co xwong: Pau khép, dau co.

- Tiét niéu: Viém than ké.

- Da: Ban bong nuéc, hi chirng Stevens-Johnson, hoai tr biéu
bi nhi&m déc, viém da.

- Do lam gidm dé acid cla da day, cac thubc trc ché bom proton
¢6 thé 1am tang nguy co nhidm khudn & dwing tiéu hoa.

QUA LIEU VA XUr an
Cho dén nay c6 rét it kinh nghiém vé viéc diing qua lidu c6 chi
dich. Cac triéu chirng dwgc mé ta co lién quan dén viée ding
lidu 280 mg Ia cac triéu ching trén dwong tiéu hoéa va tinh
trang mét moi. Cac lidu don 80 mg esomeprazol van an toan
khi dung. Chua co chét gidi déc dac hiéu. Esomeprazol gén két
manh véi protein huyét twong vi vay khdn% d& dang thdm phan
dugc. Trong trwdng hep qua lidu, nén diéu tr triéu ching va
str dyng cac bién phap hé tro tdng quat.

BAO QUAN : Trong bao bi kin, noi khé, tranh d4m. Nhiét d

. khéng qua 30°C.

HAN DUNG : 24 thang ké tlr ngay san xuét.

PONG GOI : Vi7vién. Hop 4 vi.

TIEU CHUAN AP DUNG: Tiéu chudn nha san xuét.

THUGC NAY CHI DUNG THEO PON CUA BAC Si

Dé xa tam tay tré em
Khéng diing thuéc qué théi han st dyng
E;oc !z‘huéng dén str dung trwde khi ding
Néu can thém théng tin, xin héi y kién bac st
Théng béo cho béc sT nhirng téc dung khéng mong muén
gdp phéi khi sir dung thudc
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