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Céc déu hiéu hru y va khuyén céo khi dung thudc
D€ xa tam tay tré em

Boc ky hurdmg dan sir dyng trurdre khi ding

Thanh phan céng thirc thubc

Thanh phén hoat chat:

Stadnex 20 CAP;

ESOUNCOZIONE . ... ccine vinnsimosnie s iami ossbosess simuiast seases it sesssrimmisnins  hmnisasomy iasray acess s 0 I
(duréi dang esomeprazole (magnesium dihydrate) pellets 22%)
Stadnex 40 CAP:

ESOMEPIazZOIe ........ooovveiaeeiiisiseecamncanmeeeea wnivrmmsavenl biad
(dudi dang esomeprazole (magnesium dihydrate) pellets 22%)

Thanh phan ta duoc:

Budng kinh hat tron, manitol, natri carbonat, talc, titan dioxyd, hypromellose, dinatri
hydrogen orthophosphat, natri lauryl sulphat, hypromeliose phthalat, cetyl alcol.

Dang bao ché

Vién nang cung.

Lot edivannsinnns0 TG

Stadnex 20 CAP:

Vién nang cUng 6 4, diu va than nang mau tim, dau nang in logo “R% " mau tréng, than
nang in “20" mau trdng, chira vi hat mau trdng dén tring nga.

Stadnex 40 CAP;

P,

Vién nang cung s6 3, dau va than nang mau tim, dau nang in logo * &9 mau tréng, than
nang in “40” mau trdng, chira vi hat mau trdng dén tring nga.

Chi dinh

Stadnex CAP durrgc chi dinh cho ¢ac trurdmg hop:

Bénh tréo nguot da day-thyrc quan (GORD): Bidu tri viém xudre thye quan do trao nguoc;
diéu tri dai han cho bénh nhan viém thurc quan da chira lanh dé phong ngira tai phat; digu
tn tiéu chumg bénh trao ngurgc da day-thurc quan (GORD).

Két hop vl mdt phac @b khang khudn thich hop dé diét trir Helicobacter pyfori, chira lanh
loét ta trang do nhiém Helicobacter pyjori va phong ngira tai phat loét da day ta trang &
bénh nhan loét do nhiém Helicobacter pyiori.

Bénh nhan can didu trj thuéc viém non-steroid (NSAID) fién tuc: Chira lanh loét da
day do dung thude NSAID; phong ngira loét da day va ot ta trang do dung thu6c NSAID
& bénh nhén co nguy co.

Bigu tn hdi chimg Zollinger-Ellison

Céch dung, ligu ding

Céch dang

Stadnex CAP nén dugc nudt nguyén viénvén mdt it nurére. Khdng nén nhai hay nghign nat

vién
Lidu dung
NguroT Iém va tré vj thanh nién tir 12 twéi trér 1én
Bénh trao nguoc da day-thure quan (GORD):
D¥éu (1] viém xudre thuc quén do tréo nguoc: 40 mg x 1 1&n/ngay trong 4 wan. Nén didu tri
thém 4 wan nlra cho bénh nhan viém thuc quan chura duoc chira lanh hay van cé trigu
ching dai
Diéu Ui dai han cho bénh nhan viém thuc quan dd chira lanh 0€ phong ngira ti phat:
20 mg x 1 lan/ngay.
Bidu try téu chung bénh trao ngurot da day-thure quan (GORD): 20 mg x 1 lan/ngay & bénh
nhéan khong bi viém thuc quan. N&u khdng kiém soat duoc tiéu ching sau 4 twan, bénh
nhan nén duroc chén do4n thém. Khi 4 hét triéu chimg, 6 thé duy tri viéc kiém soat triéu
chirng vani fidu 20 mg x 1 1an/ngay. & ngudi I6m o6 thé sir dung ché dd didu tn khi can thiét
voi ligu 20 mg x 1 1an/ngay. O nhimg bénh nhan trao nguoc da day-thire quan (GORD)
dang sir dung NSAID cé nguy co phat tnién loét da day t4 trang, khdng khuyén cao kiém
S04t téu chimg bing ché dd didu tri khi can thist.
Nguwrén Iom
K&t hop v&i mot phac dd khang khuéin thich hop dé diét trir Helicobacter pylori,
chira lanh loét ta trang do nhiém Helicobacter pylori va phong ngira téi phat loét da
day ta trang & bénh nhén loét do nhim Helicobacter pylori: 20 mg esomeprazole, 1 g
amoxicillin va 500 mg clarnithromycin, tat ca dugc dung 2 lan/ngay trong 7 ngay
Bénh nhan can digu tri bing thubc khéng viém non-steroid (NSAID) lién tuc:
Chira lanh loét da déy do dung thuc NSAID: Ligu thdng thirrng 20 mg x 1 1an/ngay. Theri
gian didu trj 14 4 - 8 Wwan
Phong ngira loét da day va loét té trang do dung thubc NSAID & bénh nhan c6 nguy co:
20 mg x 1 lan/ngay.
Didu tri hi chimg Zollinger - Ellison:
Ligu kh&i dau khuyén cao |a esomeprazole 40 mg x 2 lan/ngay. Sau d6 digu chinh ligu theo
d4p Ung cda timg bénh nhan vA tiép tuc didu i khi con ch dinh v& mat 1am sang. Cac dr
liéu 1am sang cho thdy phan I6n bénh nhan duoc kiém soat voi esomeprazole lidu tir
80 - 160 mg/ngay. Khi lidu hang ngay ldn hon 80 mg, nén chia lidu dung thanh 2 lan/ngay.
Tré em duor 12 tubi
Khong nén dung vién nang esomeprazole cho tré em dudi 12 twéi vi chua co dir liéu.
Nguwoi ton thuong chire ndng thén
Khéng ¢an digu chinh liBu & bénh nhan t6n thurong chirc nang than. Do it kinh nghiém vé
viéc ding thudc & bénh nhan suy than nang, nén than trong khi diu tri & cic bénh nhan

nay.

Nguoi tén thuong chire ndng gan

Khéng cn didu chinh li2u & bénh nhan t6n thirong gan & murc d6 tir nhe dén trung binh.
¢ bénh nhan suy gan ning, khdng nén dang qua lidu t5i da la 20 mg esomeprazole.
Ngui cao tubi

Khong can didu chinh li2u & ngudi cao tudi.

Chéng chi dinh

Bénh nhan qua man vai esomeprazole, cac dan chat benzimidazol hay bat cir thanh phan
nao ctia thubc

Phy nir ¢6 thai 3 thang dau

Cénh béo va than trong khi diung thubc

Khi co su hién dién bét ky mot triéu chimg bao dong nao (nhu 12 gidm cén dang ké khdng
chii y. ndn tai phat, kh6 nubt, ndn ra méu hay dai tién phan den) va khi nghi nger hodc bi

joét da day nén loal trir bénh ty &c tinh vi didu tri bAng esomeprazole c6 thé 1am giam trigu

chirng va 1am cham tré viéc chén doén.

Sir dung cac thube (rc ché bom proton, d&c biét khi dung liBu cao va trong thin gian dai
(> 1 n&m), c6 thé |am tang nhe nguy ca gay xuong hdng, ¢ tay va xuong séng, chi yéu
xAy ra & ngudn gia holic khi c6 cac yéu t6 nguy co khac. Cac nghién clru quan sat cho thay
céc thubc Urc ché bom proton lam tang nguy co géy xurong tir 10 dén 40%. Mot sb gia ting
nay co thé do cac yéu 16 nguy co khac. Bénh nhan ¢6 nguy co lodng xuong phai duoc
cham s6c theo hutng din 1&m sang hién hanh va can b sung diy du vitamin D va calci.
Khi ké toa esomeprazole d€ digt trir Helicobacter pylori, nén xem xét cac trong téc thuge
c6 IhE xay 1 rong phac dd digu trj 3 thubc. Clarithromycin [a chét irc ché manh CYP3A4
va vi thé nén xem xét chBing chi dinh va rong 1ac d6i vén clarithromycin khi dung phac dd
3 thuc cho bénh nhan dang diing cac thubc khac chuyén hoa qua CYP3A4 nhur cisaprid

10.

14,

16.

17.
17.1.

17.2.
17.3.

Ha magnesi huyét co triéu ching va khdng triéu chirng da dugc bao cao hiém gip trén
bénh nhan didu trj véi cac thudc e ché bom proton It nhét 3 thang, hau hét cAc trudmg
hop trén bénh nhan sau khi diéu tri 1 ndm, Tac dung khdng mong mudn nghiém trong bao
gdm co crng co, loan nhip.tim va ddng kinh, Hau hét cac bénh nhan cAn phai b sung
magnesi dé didu tri-ha magnesi huyét va ngirng sir dyng thubc (rc ché bom proton. Cin
phai xem xét viéc theo 0ol mirc magnesi huyét trirre khi bit dau dieu trj vén thubc (e ché
bom proton va dinh ky sau d6 & nhirng bénh nhan phai diéu tr) 1au dai hoac phai dung
thuéic trc ché bom proton chung véi cac thude khac nhur digoxin hay nhirng thube gay ha
magnesi huy8t (vi dy thuéc Igri tiéu). )

Giam acid da day do bét ky nguyén nhan nao, ké ¢4 dung thude rc ché bom proton, lam
tAng s5 Irong vi khudn thuremg tris trong dudmg tiéu hoa. Biéu i bAng thube e ché bom
proton c6 thé 1am tang nhe nguy co nhiém khufin dudng téu héa do Salmonella va
Campylobacter.

Thudc ¢ chira sucrose (durdmg kinh hat trdn). Khong nén dung thuéc nay cho bénh nhan c
cac vén d@ ve di truyen hiém gap khong dung nap fructose, kém hap thu glucose-galactose
hodc thiéu hut enzym sucrase-isomaltase.

Str dung thubc cho phu n{r cé thai va cho con bu

Phy ni¥ ¢ thai

Chura c6 nghién ciru day di va dugc kiém soat trén phy nir mang thai. Chi str dung thudc
cho phy ni¥ mang thai khi that sy can thiét.

Phy nir cho con bu

Chua biét esomeprazole ¢6 duoc bai tiét qua sra me hay khong. Chura c6 nghién ciu trén
phu nir cho con bl. Do A6 khdng nén diing esomeprazole khi dang cho con bl

Anh hirong cia thudc 18n kha naing l4i xe, van hanh may méc

Bénh nhan bj chéng mit hodc &0 giac trong khi ding esomeprazole khdng nén lai xe hay
van hanh may mac.

Twong tac, twrong ky, cia thube

Twong tdc cua thube

Thudc c6 46 hép thu phu thude pH cua da day:

Sy hép thu ctia ketoconazol, itraconazol c6 thé gfdm trong khi didu tri vé&i esomeprazole
Dung két hop omeprazol (40 mg x 1 lan/ngay) véi atazanavir 300 mg/ritonavir 100 mg &
ngud tinh nguyén khde manh 1am giam dap (rng clia atazanavir.

Thubc chuyén héa nhé CYP2C19:

Esomeprazole 1d mdt chat (rc ch& CYP2C19. Khi bdt dau hay ngung didu tri voi
esomeprazole, can xem xét kha néng twong tac vén cac thudc chuyén héa qua CYP2C19.
MGt trrong tac duoc quan sét gitra clopidogrel va omeprazol. Chwra ré y nghia 1am sang cia
tuong tac nay. D€ dé phong, khong nén sir dung dbng thén esomeprazole va clopidogrel.
Khi esomeprazole duoc ding chung v6i cac thudc chuyén héa b&i CYP2C19, nhu
diazepam, citalopram, imipramin, clomipramin, phenytoin .., ndng dd cac thudc nay trong
huyét trong c6 thé tang va can giam litu dung. Nén theo déi ndng dd phenytoin trong
huyét tirong khi bat dau hay ngung didu trj voi esomeprazole

Trong mot thir nghiém I&m sanq. khi dung 40 mg esomeprazole cho nhimg bénh nhan da
dung warfarin cho thay thon gian dong mau van con trong gi¢i han cho phép. Tuy nhién,
mbt vai tnrdng hop 'chi s6 INR t&ng cao cb y nghia 1am sang da duoc bao cao khi ding két
hop warfarin va esomeprazole.

Twong ky cla thubc

Do khong c6 cac nghién ciru vé tinh twong ky cda thudc, khang trdn I&n thubc nay ven cac
thude khac.

Téc dung khéng mong mudn cua thudc

Thuong gép (1/100 s ADR < 1/10)

Toan than: Dau dau, chéng mat, ban ngoai da

Tiéu héa: Bubn nbn, ndn, dau bung, tiéu chay, tao bon, day hoi, khé miéng.

It 9dp (1/1.000 s ADR < 1/100)

Toan than: Mét mdi, mét ngi, phat ban, ngura, r6i loan thj giac.

Hiém gap (1/10.000 < ADR < 1/1.000)

Toan than: S6t, d6 md hdi, phi ngoai bién, man cam véi anh sang, phan (rng qua man (bao
gdm may day, phu mach, co that phé quan, séc phan vé).

Than kinh trung wong: IKich dong, trAm cam, I 1an ¢6 hdi phuc, Ao gidc & ngudi bénh niing
Huyét hoc: Ching mat bach cau hat, giam bach cau, giam tiéu cau.

Gan: Tang enzym gan, viém gan, vang da, suy chirc ndng gan.

Tiéu héa- R6i loan vi gidc.

Co xuong: Dau khép, dau co.

Tigt niéu: Viem than ké

Da" Ban bong nirérc, hdi chirng Stevens-Johnson, hoai tir bi€u bi nhim agc, viém da.

Do l1am gidm d8 acid cla da day, cac thuBc (rc ch@ bom proton cé thé 1am tang nguy co
nhiém khudn & duéng tiéu héa.

Qud lidu va cach xur tri

Cho @én nay c6 rat it kinh nghiém v& viéc dung qua liéu cé chi dich. Cac triéu chizng dugc
mo ta o lién quan dén viéc dang lidu 280 mg 1A céac triéu chimg trén dwrdng tiéu hba va
tinh trang mét mdi. CAc lidu don 80 mg esomeprazole van an toan khi dung. Chua cé chat
gidl ddc dAc hiéu. Esomeprazole gin k&t manh véi protein huyét rong vi vy khéng dé
dang thdm phan duoc. Trong trurdng hop qua lidu, nén didu trj triéu chirng va sir dung cac
bién phap hd tro t8ng quat.

Dic tinh dwec e hoc

Nh6m duoc ly: Thube digu trj loét da day - t& trang va bénh trao nguoc da day - thuc quan;
Cac thubc (rc ché bom proton.

M3 ATC: AD2BCO5.

Esomeprazole |a thuéc (rc ché bom proton 1am gidm tiét acid da day béng cach (¢ ché
chuyén biét enzym H+/K+ -ATPase tai t& bao thanh cila da day.

Esomeprazole la ddng phan S cua omeprazol, dugc proton héa va bién ddi trong khoang
c6 tinh acid cla té bao thanh tao thanh chét (rc ché c6 hoat tinh, dang sulphenamid khéng
d6i quang. Do tac dong chuyén biét trén bom proton, esomeprazole ngan chén buréc cubi
cung trong qua trinh san xudt acid, qua d6 1am giam dé acid da day. Tac dung nay phuy
thude vao litu dang mdi ngay tir 20 - 40 mg va dura dén tre ché tiét acid da day.

Biac tinh dwoc dong hoc

Esomeprazole duoc hap thu nhanh sau khi udng, ndng dj dinh trong huyét twong dat
duoc sau 1 - 2 gidr. Sinh kha dung clia esomeprazole tang theo liBu dung va khi ding nhic
lai, dat khoang 68% khi dung ligu 20 mg va 83% khi ding liéu 40 mg. Thirc &n lam chém
va giam dd hp thu cia esomeprazole, nhung lai khong 1am thay ddi dang ké tac dung cha
esomeprazole |én do acid trong da day. Esomeprazole lién két v&i protein huyét tuong
khodng 97%. Thudc duoc chuyén héa chi yéu & gan nho isoenzym CYP2C19 hé enzym
cytochrom P450 thanh céc chat chuyén hoa hydroxy va desmethyl khéng con hoat tinh
Phan con lai duge chuyén héa qua isoenzym CYP3A4 thanh esomeprazole sulfon. Khi
dung nhéc lai, chuyén hoa buoc dau qua gan va d thanh thai cia thuée gidm, co thé do
isoenzym CYP2C19 bj trc ché. Tuy nhién, khéng c6 sir tich IOy khi dung méi ngay 1 lan.
Théi gian ban thai trong huyét trong khoang 1,3 gi¢r. Hau hét 80% cua liguudng dugc dao
thai & dang chét chuyén héa trong nurére tiéu, phan con lai dugc dao thai qua phan.

Quy cach déng géi

Vi 10 vién. HOp 2 i,

Vi 7 vién. Hop 4 vi.

Vi 7 vién. Hop 6 vi.

Vi 7 vién, Hop 8 vi

Vi 7 vién. Hop 10 vi.

PiBu kién bao quén, han dung, tiéu chufin chiit igng cua thude

Piéu kién bao quan

Bao quan trong bao bl kin, not khé, tranh &nh sang. Nhiét A0 khong qua 30°C

Han dang

24 thang ké tir ngay san xudt.

Tiéu chudin chét rgng g
T

'CCS.
Tén, dia chi cUa co s& san xufit thudc
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