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“Céc dau hiéu lwu 'y va khuyén céo khi diing thudc !

DE xa tam tay tré em

Poc ky hiréing dan st dung treére khi ding

Thanh phan céng thire thudc

Thanh phéan hoat chét:

Stadnex 20 CAP:

Esc 20mg
(dwéidang esomeprazole (magnesium dihydrate) pellets 22%)

Stadnex 40 CAP:

Esc 40mg
(dwéidang esomeprazole (magnesium dihydrate) pellets 22%)

Thanh phén t4 dwoc:

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

Dang bao ché 4

Vién nang ctrng.

Stadnex 20 CAP:

Vién nang clrng's6'4 mau tim, dau nang in “STADA”, than nang in “20”, chira vi hat hinh cau mau
trdng dén tréng nga.

Stadnex 40 CAP:

Vién nang cirng s6 3 mau tim, dau nang in “STADA", than nang in “40", chtra vi hat hinh cau mau
tréng dén tréng nga.

Chidinh

Stadnex CAP duoc chi dinh cho cac trudng hop:

Bénh trao nguoc da day-thuc quan (GORD): Piéu tri viém xudc thue quan do trao ngugc; diéu tri
dai han cho bénh nhén viém thirc quan da chia lanh dé phong ngira téi phat; diéu tri triéu chitng
bénhtrao nguoc da day-thirc quan (GORD).

K&t hgp véi mot phac dd khang khudn thich hop dé diét trir Helicobacter pylori, chira lanh loét ta
trang do nhiém Helicobacter pylori va phong ngira tai phatloét da day ta trang & bénh nhan loét do
nhiém Helicobacter pylori.

Bénh nhén can diéu trj thubc khang viém non-steroid (NSAID) lién tuc: Chira lanh loét da day do
dung thuéc NSAID; phong ngira loét da day va loét ta trang do ding thuc NSAID & bénh nhan c6
nguy co.

Bidutrj hoi chirng Zollinger-Ellison.

Céachdung, lituding

Céachdang

Stadnex CAP nén duoc nudt nguyén vién véi mét it nuéc. Khdng nén nhai hay nghién nat vién.
Liéu lwong

Nguwdi I6m va tré vj thanh nién tir 12 tui tré1én

Bénh trao ngwoc da day-thwe quan (GORD):

DiBu trj viém xwdc thyre quan do trao ngugc: 40 mg x 1 1an/ ngay: trong 4 tuan. Nén digu trithém 4
tuan nira cho bénh nhan viém thyrc quan chwraduwoc chiralanh hay van cé triéu chirng dai ding.
Di&u trj dai han cho bénh nhan viém thyrc quan dé chira lanh dé phong ngira tai phét: 20 mgx 11an/
ngay.

Diéu trj triéu chimg bénhtrao nguoc da day-thurc quan (GORD): 20 mg x 1 1an/ ngay & bénh nhan
khéng bi viém thyc quan. Néu khdng kiém soat dugc triéu chirng sau 4 tuan, bénh nhan nén diroc
ch&n doan thém. Khi d& hét triéu chirng, c6 thé duy tri viéc ki€m soat triéu chirng véi ligu 20 mg x 1
1an/ ngay. O ngudi I6m cé thé st dung ché dé diéu tri khi can thiét véi lieu 20 mg x 1 [an/ ngay. &
nhirng bénh nhan trao nguoc da day-thire quan (GORD) dang sir dung NSAID c6 nguy co phéat
trién loét da day té trang, khong khuyén céo kiém soat triéu chirng bang ché do diéu tri khi can
thiét.

Ngwoilén

K&t hop v&i mét phac dd khang khudn thich hop dé diét trie Helicobacter pylori; chivkalanh
loét t4 trang do nhiém Helicobacter pylori va phong ngira téi phat loét da day ta trang &
bénh nhén loét do nhiém Helicobacter pylori: 20 mg esomeprazole, 1 g amoxicillin va 500 mg
clarithromyecin, tit ca dugc dung 21an/ ngaytrong 7 ngay.

Bénh nhan can digu trj biing thuéc khéng viém non-steroid (NSAID) lién tuc:

Chira lanh loét da day do ding thuc NSAID: Ligu théng thudong 20 mgx 1 lan/ ngay Thoigian
digutrila4-8tuan.

Phong ngira loét da day va loét ta trang do diing thuéc NSAID & bénh nhan cé nguy co:20mg x 1
1an/ ngay.

Piéu tri hdi chirng Zollinger - Ellison: :

Ligu khéi dau khuyén céo |a esomeprazole 40 mg x 2 lan/ ngay. Sau d6 diu chinh ligu theo dap
(rng ctia tirng bénh nhan va tiép tuc digu tri khi con chi dinh v& mét 1am séing. Cac di liéu lam sang
cho thdy phan I6n bénh nhan dwgc ki€m soat véi esomeprazole ligu tir 80-160 mg/ngay. Khi ligu
hang ngay I&n hon 80 mg, nén chia liu dung thanh 2 1an/ ngay.

Tré em dwéi 12 tubi

Khéng nén duing vién nang esomeprazole cho tré em du6i 12 tui vi chua c6 dir liéu.

Nguwi tén thwong chire ndng than

Khong can diéu chinh liéu & bénh nhan t6n thirong chirc nang than. Do it kinh nghiém vé viéc.dung
thudc & bénh nhan suy than nang, nén than trong khi diéu trj & cac bénh nhan nay.

Nguwdi tén thwong chike ndng gan

Khoéng:-can diéu chinh ligu & bénh nhan ton thrrong gan & mirc do tir nhe dén trung binh, &'bénh
nhén suy gan néng, khdng nén ding qué liéu téi da la 20 mg esomeprazole.

Nguwéicao tubi

Khéng can diéu chinhlidu & ngudi cao tudi. }

Chéng chi dinh {

Bénhnhén qué manvei le, c4c dan ch&t benzimi hay bét cir thanh phan nao clia
thudc.

Phu nir cé thai 3thang dau.

Canh béo va than trong khi dung thuéc

Khi c6 sir hién dién bat ky mot triéu chirng bao déng nao (nhw la gidm can dang ké khong chii y,
ndn tai phat, khé nudt, nén ra mau hay dai tién phan den) va khi nghi ng& hodc bi loét da day nén
loai trir bénh Iy &c tinh vi didu tri b&ng esomeprazole c6 thé lam giam triéu chirng va 1am cham tré
viéc chdn doan.

Str dung céc thudc tre ché& bom proton, d&c biét khi diing liu cao va trong thdi gian dai (> 1 ném),
c6 thé lam tang nhe nguy co gay xwong hdng, c8 tay va xwong s6ng, ch yéu xay ra & ngudi gia
hodc khi c6 céc yéu t6 nguy co khac. Cac nghién ctru quan sét cho thdy cac thudc trc ché bom
proton lam téng nguy co gay xwong tir 10 dén 40%. Mot s6 gia ting nay c6 thé do cac yéu té nguy
co khac. Bénh nhan c6 nguy co lodng xwong phai dugc cham séctheo huéng dan lam sang hién
hanh va can b sung day du vitamin D va calci.

Khi ké toa dé diét trir'F pylori, nén xem xét c4c turong tac thubc ¢o thé
xay ra trong phéc dd digu tri 3 thuéc. Clarithromycin 1a chét trc ché manh CYP3A4 va vi thé nén
xem xét chéng chi dinh va trong tac d6i véi clarithromycin khi diing phac d6 3 thuéc cho bénh
nhén dang duing céc thudc khac chuyén héa qua CYP3A4 nhur cisaprid.
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Ha magnesi huyét c6 triéu chirng va khong triéu chirng da durgc béo céo hiém gap trén bénh nhan

diBu trj v&i cac thubc trc ché bom proton it nhét 3 thang, hau hét cac trdng hop trén bénh nhan sau

khi diu trj 1 ndm. Tac dung khong mong mudn nghiém trong bao gdm co cing co, loan nhip tim va

dang kinh. Hau hét c&c bénh nhan can phai bé sung magnesi dé didu tri ha magne5| huyét va ngirng

sir dung thudc trc ché bom proton. Can phai xem xét viéc theo ddi mirc.magnesi huyét truréc khi bat

dau didu trj voi thube tre ché bom proton va dinh ky sau dé & nhitng bénh nhan phai digu trj 1au dai

hoéc phai dung thubc (rc ché bom proton chung véi cac thudc khac nhu digoxin hay nhirng thudc gay

hamagnesi huyét (vi du thudc loi tiéu).

Giam acid da day do bt ky nguyén nhan nao, ké ca dung thudc (rc ché bom proton, lam ting s6

lugng vi khuén thudng trd trong dudng tiéu héa. Bigu tri bang thudc trc ché bum proton cé m&lam

téng nhe nguy co nhiém khu&n dwong tiéu héa do Salmonellava Camp

Thudc c6 chira sucrose (dwdng kinh hattran). Khdng nén dung thudc nay cho benh nhén c6 cac vin

d8 va di truyén hiém gzip khéng dung nap fructose, kém hap thu glucose-galactose hozc thiéu hut

enzym sucrase-isomaltase.

St dung thu6c cho phu ni¥ ¢é thai va cho con bl

Phu nrcé thai

Chura c6 nghién ctru day di va duoc kiém soét trén phyu nir mang thai. Chi str dung thudc cho phu

ni mang thai khi that st can thiét.

Phu ni¥cho con b

Churabiét esomeprazole cé dugc bai tiét qua sita me hay khong. Chura cé nghién ctru trén phu nir cho

con bu. Do d6 khéng nén ding esomeprazole khi dang cho con bu.

Anh hwéng ctia thudc 18n kha néng lai xe, vén hanh may méc

Bénh nhan bj chéng mét hodc &o giac trong khi diing esomeprazole khéng nén lai xe hay van hanh

may méc.

Twong tac, twong ky ctia thudc

Twong tédc cda thube

Thudc ¢6 d6 hadp thu phu thudc pH clia da day:

Sir hdp thu clia ketoconazol; itraconazol c6 thé giam trong khi diéu trj voi esomeprazole.

Dung két hop omeprazol (40 mg x 1 lan/ngay) v6i atazanavir 300 mg/ritonavir 100 mg & ngudi tinh

nguyén khoe manh lam gidm dap (rng clia atazanavir.

Thudc chuyén héa nhd» CYP2C19:

Esomeprazole la mdt chét (rc ché CYP2C19. Khi bdtdau hay ngung didu tri v6i esomeprazole, can

xem xét kha nang twong tac véi cac thude chuyén hba qua CYP2C19. Mot trong tac dugc quan sat

gitra clopidogrel va omeprazol. Chua rd y nghfa 1am sang ctia tirong tac nay. & dé phong, khong

nén sir dung ddng thoi esomeprazole va clopidogrel.

Km esomeprazole duqc dung chung véi céac thudc chuyén héa bdi CYP2C19, nhu diazepam,
1, clomipramin, phenytoin..., néng d6 cac thudc nay trong huyét twong c6 thé

tang va can glém lidu diing. Nén theo ddi nong do phenytom trong huyét trong khi bét d&u hay

ngung digu tri véi esomeprazole.

Trong mét thtr nghiéf lam sang, khi ding 40 mg esomeprazole cho nhttng bénh nhén aa dung

warfarin cho thay thei gian dong mau van con trong gi6i han cho phép. Tuy nhién, mot vai trrong

hop chi s6 INR téng cao c6 ¥ nghfa 1am sang da dwroc bao céo khi‘dung két hop warfarin va

esomeprazole.

Twong ky cua thuée

Do khdng c6 cac nghién ctru v& tinh twong ky ctia thudc, khéng tron 18n thubc nay véi cac thube

khéc.

Téc dung khéng mong mudn ctia thube

Thwéng gép (1/100 <ADR <1/10)

Toan than: Bau dau, chéng mét, ban ngoai da.

Tiéu héa: Budn ndn, ndn, dau bung, tiéu chay, tao bén, dayhoi, khd miéng.

ltgdp (1/1.000S ADR <1/100)

Toan than: Mét moi, matngd, phatban, ngira, réi loan thi giac.

Hi€ém gdp (1/10.000 SADR < 1/1.000)

Toan than: S6t, d6 md hdi, phii ngoai bién, man camvéianh séng. phén (rng qua mén (bao gdm may

day, phitmach, cothatphé quan, s6c phan vé).

Than kinh trung wong: Kich dong, tram cam, It 1&n c6 hdi phuc, o giac & ngudi bénh néng.

Huyét hoc: Chirng méat bach cau hat, giam bach cau; giam tiéu cau.

Gan: Téang enzym gan, viémgan, vang da; suy chirc nang gan.

Tiéu héa: R6i loan v giac.

Coxwong: Pau khép, dau co.

Tiétniéu: Viemthan ké.

Da: Ban bong nuéc, hﬁl chirng Stevens-Johnson, hoai tir biéu bi nhiém ddc, viém da.

Do lam giam dd acid clia da day, cac thudc trc ché bom proton c6 thé lam tang nguy co nhiém khuén

& duongtiéu hoa. i

Qualiéu vacach xir tri

Cho dén nay c6 rét it kinh nghiém vé viéc dung qué lidu c6 chi dich. Cac triéu chieng dwrgc md ta co

lién quan dén viéc duing lidu 280 mg 1a c4c triéu chirng trén duwang tiéu héa va tinh trang mét moi.

Céc ligu don 80 mg esomeprazole van an toan khi dung. Chua cé chét giai doc déc hiéu.

esomeprazole gén két manh v6i protein huyét twong vivay khdng dé dang thém phan dugc. Trong

trrong hop qualidu, nén digutritriéu ching va str dung cac bién phap hé tro'téng quat.

Déc tinh dwoe Iwc hoc

Nh6m duge ly: Cac thudc e ché bom proton.

M&ATC:A02BCO5.

Esomeprazole 1 thudc (rc ché bom proton lam giam tiét acid da day bang cach r¢ ché chuyén biét

enzym H'/K"-ATPase tai té bao thanh clia da day.

Esomeprazole 1a dong phan S ciia omeprazol, dugc proton héa va bién déi trong khoang c6 tinh

acid cta té baothanh tao thanh chét trc ch& c6 hoattinh, dang sulphenamid khang d8i quang. Do tac

dong chuyén biét trén bom proton, esomeprazole ngan chin buéc cudi cling trong qué trinh san

xuétacid, qua d6 lam giam dd acid da day. Tac dung nay phu thugc vao liéu dung mdi ngay tir 20 - 40

mg va dua dén rc ché tiét acid da day.

Péctinh dwgcddnghoc

Esomeprazole dugc hép thu nhanh sau khi uéng, ndng dé dinh trong huyét twong dat duoc sau 1-2

gitr. Sinh kha dung ctia esomeprazole tang theo ligu diing va khi diing nhac lai, dat khoang 68% khi

dung liéu' 20 mg va 89% khi diing lieu 40 mg. Thirc an lam cham va giam do hap thu cia

esomeprazole, nhung lai khong lam thay d6i dang ké tac dung clia esomeprazole [én do acid trong

da day. Esomeprazol lién két véi protein huyéttuong khodng 97%. Thudc dwoc chuyén héa chi yéu

& gan nhd isoenzym CYP2C19 hé enzym cytochrom P450 thanh cac chét chuyén héa hydroxy va

desmethyl khéng con hoat tinh. Phan con lai dwoc chuyén héa qua isoenzym CYP3A4 thanh

esomeprazol sulfon. Khi dung nhéc lai, chuyén héa buéc dau qua gan va do thanh théi cua thube

giam, c6 thé do isoenzym CYP2C19 bj trc ché. Tuy nhién, khéng c6 sy tich Ity khi dung mdi ngay 1

1an, Thei gian ban thai trong huyét twong khoang 1,3 gidr. Hau hét 80% clia liéu udng duoc dao thai

& dang chat chuyén héa trong nuréc tiéu, phan con lai dwrgc dao thai qua phéan.

Quy cach déng géi

Vi 10 vién. HOp 2 vi.

Vi7vién. Hop 4 vi.

‘Diéu kién bao quan, han dung, tiéu chuln chét lwong cua thudc 2

Piéu kiénbao quin Rione

Trong bao bi kin, noi khd, trdnh &nh séang. Nhlet dd khéng quéa 30°C.

Handung

24 thang ké tir ngay san xuét.

Tiéu chuén chétlwgng

TCCS.

Tén, dia chi ciia co’ s& san xuét thudc
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