https://nhathlllﬂ)lanh.com/

Rx Thude nay chi ding theo don thudc

Stadnex CAP

Tén thudc

Stadnex 20 CAP

Stadnex 40 CAP

Cac déu higu lvu ¥ va khuyn céo khi dung thudc
BE xa tam tay tré em

Boc ki huémg dan sir dung trurdre khi ding

Thanh phin céng thire thudc

Thanh phin hoat chét:

Stadnex 20 CAP:

ESOIMEIEZING .......ovoeeeeseesmcnmnsaes 20 mg
(durai dang esomeprazole (magnesium dinydrate) peJlers 22%]
Stadnex 40 CAP;

ESOMBPIAZOIE .....cvcvovitossrrimssssssintassasssansnssasemnsatimsmatnsessssees snss s enied 40 MG

(duréri dang esomeprazole (magnesium dinydrate) peliets 22%)

Thanh phin td duoe:

Budng kinh hat trén, manitol, natri_carbonat, tale, titan dioxyd, hypromellose, dinatri

hydrogen orthophosphat, natri lauryl sulpha! hypromellose phthalat, cefyl alcol.

Dang béo ché < rivbee solbong (<o i

Vién nang clmg.

Stadnex 20 CAP:

Vign nang cirng 58 4, dau va than nang mau tim, dau nang in logo P~ mau tréng, than

nang in “20" mau lréng chira vi hat mau tréing d&n wing nga.

Stadnex 40 CAP:

Vién nang cimg s6 3, dAu va than nang mau tim, diu nang in logo *R¥" mau trdng, than

nang in 407 méu trdng, chira vi hat mau tréing dén trdng nga.

Chi dinh

Stadnex CAP dwgc chi dinh cho cac trring hop:

Bénh trao nguoc da day-thure quan (GORD): Bigu tri viem xurdc thire quan do trao nguot;

digu tri dai han cho bénh nhén viém thire quan da chira lanh dé phong ngira tai pl’lat digu

tri triéu chirmg bénh trao ngugc da day-thue quan (GORD).

K&t horp wii mat phac db khang khudn thich hop dé diét tris Helicobacter pylor; chira Enh

loét ta trang do nhiém Helicobacter pyfori va phéng ngira tai phat loét da day 14 u-ang &

bénh nhan loét do nhiém Helicobacter pylori.

Bénh nhin cin didu trj thudc khang viém non-steroid (NSAID) ién tue: Chira lanh !cétda

day do ding thubc NSAID; phang ngira loét da day va loét ta tréng do ding thudc NSAID

& bénh nhan cb nguy cor.

Bigu trj hii ching Zollinger-Ellison.

Céch ding, ligu ding

Cédch ding

Stadnex CAP nén dwroc nudt nguyén vién v mdt it nuére. Khing nén nhai hay nghién nat

vién.

Ligu diang

Ngurdi Iém vé tré vj thanh nién tir 12 tui trér 1én

Bénh trao ngwoc da day-thire quin (GORD):

Bidy [rj viém xude thyre quan do trao ngupe: 40 mg x 1 [an/ngay trong 4 tudn. Nén digu trj

thém 4 tudn nira cho bénh nhan wigm mm: quan r.l'u.rammc chira lanh rn;rvan co triéu

chimg dai déng.

Bigu trj dai han cho bénh nhén viém thyc quan dé chira lanh d& phang ngira tai phat:

20 mg x 1 lan/ngay.

Diéu trj trigu chumg bénh trao nguoc da day-thue quén (GORD): 20 mg x 1 laningay & bénh

nhén khéng bi viém thirc quan. Néu khéng kiém soat duge triéu chimg sau 4 tuan, bénh

nhén nén durge chdn do&n thém. Khi 43 hét trigu ching, €6 the duy tri viéc kifm soét trigu

chirng véi liBu 20 mg x 1 [Bringay. ¢ ngurdr I6m ¢6 thé sir dyng ché 86 diiu trikhi can thiét

woi idu 20 mg x 1 lin/ngay. O nhirng bénh nhén trao nguec da day-thirc quéan (GORD)

dang sir dyng NSAID cé nguy co phat trién loét da day ta trang, khdng khuySn cdo kiém

SOt riéu chirng bling ché ) didu trj khi can thiét,

Nguron lom

Két hop véi mdt phac d& khang khudn thich hop dé dit trie Helicobacter pylori,

chira lanh loét ti trang do nhiém Helicobacter pylori va phing ngira tai phat loét da

day ta trang & bénh nhén loét do nhifm Helicobacter pylori: 20 mg esomeprazole, 1

amaoxicillin va 500 mg clarithromycin, 1At cA due dilng 2 [An/ngay frong 7 ngay.

Bénh nhéin cin digu tri biing thudc khang viém non-steroid (NSAID) lién tuc:

Chi¥a lanh loét da day do ding thudc NSAID: Ligu thdng thirdmg 20 mg x 1 En/ngay. Thén

gian digu trj la 4 - B wan.

Phang ngira loét da déy va loét ta trang do ding thudc NSAID & bénh nhén cd nguy co:

20 mg x 1 lan/ngay.

Biéu tri hdi ching Zollinger - Ellison:

Ligu khéri d3u khuyén c4o 13 esomeprazole 40 mg x 2 [an/ngay. Sau dé digu chinh ligu theo

dap (mg chia tirng bénh nhén v i€p tue B tr khi cbin chi dinh v& mat IAm sang. Cac dir

liéu 1am sang cho thdy phan Iém bénh nhén dugc kiém sodt vii esomeprazole lidu tir

80 - 160 mg/ngay. Khi ligu hang ngay lén hon 80 mg, nén chia liéu ding thanh 2 lan/ngay.

Tré em dwoi 12 twéi

Khéng nén ding vién nang esomeprazole cho tré em dudi 12 tudi vi chwra oo di ligu.

Ngerdi t8n thuromg chire nding than

[Khiing can digu chinh liéu & b&nh nhan 18n thuong chirc néng than. Do it kinh nghigm vé
" vigc diing thudc & bénh nhn suy than niing, nén than trong khi digu tri & céc bénh nhén

nay.

Ngerod tén thurong chire ndng gan

Khéng cin diéu chinh lidu & bénh nhan t6n theeng gan & mikc 4 tir nhe dén trung binh.

© bénh nhén suy gan néng, khang nén ding qua ligu tfi da la 20 mg esomeprazole.

Ngeroi cao tudi

Khéng can diéu chinh lidu & ngudi cao tudi.

Ching chi dinh

Bénh nhan qua man wii esomeprazole, cac din chit benzimidazol hay bt cir thanh phan

nao cia thudc.

Phu ni¥ cé thai 3 théng dau.

Canh béo va than trong khi diing thude

Khi c6 sir hién dign bat ki mdt trigu chirng bao ddng ndo (nhir 1a gidm can dang ké khang

chi y, ndn tai phat, khd nudt, non ra méau hay dai tién phan den) va khi nghi ngér hodc bi

Ioét da day nén loai trir bénh Iy &c tinh vi digu tri bang esomeprazole cé thé lam giam wiéu

chirng va 1am chém tré viéc chén dodn.

Sir dung cac thudc trc ché bom proton, déc biét khi dung ligu cao va trong lhtn gian dai

(> 1 n&m), cé thé lam t&ng nhe nguy cor gdy xwrong hong, cd tay va xweng sdng, chi yéu

*Ay ra & ngurii gia hofc khi ¢6 cac y&u t8 nguy cor khic. Céc nghién ciru quan sét cho thay

céc thudc irc ché bom proton lam tang nguy co glly xwrong tir 10 d&n 40%. Mdtsh gia ting

nay co thé do cac yéu td nguy co khac. Bénh nhan cd nguy co lodng xwong phai dugc

chim s6c theo hurdng dan [am sang hién hanh va ciin bd sung day dd vitamin D va calci.

Khi ké toa esomep @€ diét trir Helicobacter pylor, nén xem xé1 cac tong tac thudc

co thé xay ra trong phéac db digu tri 3 thudc. Clarithromycin 1a cht trc ché manh CYP3A4

v vi thé nén xem xét chdng chi dinh va trong tac ddi véi clarithromyein khi ding phac d

3 thudc cho bénh nhén dang ding céc thudc khac chuyén hoa qua CYP3A4 nhir cisaprid.
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Ha magnesi huyét ¢6 triéu chirng va khidng triéu chimg da duge bao cao hiém gip rén
bénh nhan digu trj wéi cac thudc drc ché bom proton it nhat 3 thang, hau hét cdc trudmg
hep trén bénh nhéan sau khi digu tri 1 ndm. Tac dung khéng mong mudn ngl‘n'ém trong bao
gdm co cing cor, loan phip tim va dgng kinh. HAu hét cae bénh nhan can phai bd sung
magnesi d& digu tri ha magnesi huyét va ngimg sir dung thudc trc ché bom proton. Can
phai xem xét vigc theo dal mire magriesi huyt tree khi bat dau diu i véi thuc Gc ché
bom proton va dinh ki sau dd & nhirng b&nh nhan phai digu trj l4u dai hodc phai ding
thudc rc ché bom proton chung v cac thubc khac nhur digoxin hay nhirng thudc gay ha
magnesi huyst (vi du thudc lgi tiéu).
Giam acid da day do bit ki nguyén nhan nao, |(§ cé ding thubc tre ché bom proton, lam
téng s& lugng vi khudn thuérng trd trang tiéu hoa. Bigu tri biing thudic tre chi bom
proton co thé 1am tang nhe nguy co nhigm khudn duéng figu héa dé Salmonelia va
Campﬂubacier
Thubc co chira sucrose (dutrng kinh hat rdn). Khéing nén diing thubc nay cho bénh nhén cd
céc vin dé vé di truyén hiém gap khong dung nap fructose, loém hdp thu glucose-galactose
hodc thiéu hut enzym sucrase-isomaltase.
SiF dung thuéc cho phu ni¥ c6 thai va cho con bl
Phu ni¥ cd thai
Chura o6 nghién ciu day dit va dirge kifm soat trén phu nir mang thai. Chi sirdung thudc
cho phy nir mang thai khi that sur can thiét.
Phy ni¥ cho con b
Chura bigt esomeprazole o6 dugre bai tiét qua sira me hay khong. Chura co nghc!n ctru trén
phu nir cho con bi. Do d6 khiing nén ding escmeprazde khi dang cho con ba
nh hwréng clia thubc 18n kha néing 14i xe, vén hanh mdy méc

Benh nhén bi chéng mét hodic 4o gidc trong khi ding esomeprazole khong nén l4i xe hay
van hanh may moc.
Tweng téc, tweng ky cia thude
Twong tic cia thude
Thudc cé dé hép thu phu thuéc pH cia da day:
Sur hép thu cia ketoconazol, itraconazol co the gidm trong khi di2u tri vl esomeprazole.
Diing két hop omeprazol (40 mg x 1 laningay) v&i atazanavir 300 mgfritonavir-100 mg &
ngurixi tinh nguyén khoe manh lam giam dap (rng clia atazanavir.

Thude chuyén héa nhé CYP2C19:

12 mét chit de chE CYP2C19 Khi bir ddu hay ngumg diBu tri voni
esomeprazole, cin xem xét khd néng trong tc wii cac thudc chi héa qua CYP2C19.
MGt trong tac durgre quan sét gilra r:lnpidgrel Va umepram{ Chura rd ¥ nghia lam sang cla
twrong tac nay. B dié phong, khong nén sir dung dng thai esomeprazole va clopidogrel.
Khi esomeprazole dirgc dung chung véi cac thubc chuyén hoa béi CYP2C19, nhu
diazepam, citalopram, imipramin, clomipramin, phenytoin..., ndng dd cac thufic nay trong
huyét tromg ©b thé ting va cin giam ligu ding. Nén Ihea ddi nﬁng dd phenytoin trong
huyét tiromg khi bat déu hay ngumg digu tr v esomeprazole.

Trong mot thir nghiém I&m sang, khi ding 40 mg esomeprazole cho nhirng bénh nhan da
ding warfarin cho lhéy théri gian ddng méau van con trong gidi han cho phép. Tuy nhién,
MGt vai trromg hopehi $6 INR 1ang cao o6 y nghia lam sang da dugc bAo cao ki dung két

Twrong ky ci
Do khang co cac nghién ciu vé tinh tirong ky cia thube, khang tron 1n thudc nay voi cac
thudc khac.
Tac dyung khdng mong muén cla thubc
Thuwomg gdp (1/100 < ADR < 1/10)
Toan than: Bau daw, chéng mét, ban ngoai da.
Tiéu hda: Budn ndn, ndn, dau bung, tiéu chay, tao bon, day hoi, khi miéng.
ft gdp (1/1.000 < ADR < 1/100)
Toan thén: Mgt mdi, mat ngl, phat ban, ngira, rdi loan thi giac.
Hiém gdp (1/10.000 s ADR < 1/1.000)
Toan than: Sét, dd md hai, phii ngoai bién, min cim wéi dnh sang, phan img quéa mén (bao
gbm may day, phi mach, co that phé quén, séc phan vé).
Than kinh trung uong: Kich dong, trim cam, 16 1n ¢6 hdi phuc, 4o gide & ngurn bénh néng.
Huy#t hoc: Chimg mat bach ciu hat, gidm bach ciu, gidm téu ciu.
Gan: Téng enzym gan, viém gan, vang da, suy chirc ning gan.
Tiéu héa: Rbi loan vi gidc.
Cor xwromg: Bau khirp, dau co.
Tigt nigwr Viém than k.
Da: Ban bong nuéc, hii chirng Stevens-Johnson, hoai tir biéu bi nhiém dc, viém da.
Do Jam giém @0 acid cla da day, cac thubc (rc ché bom protan b thé lam tang nguy cor
nhiém khudn é& durdmng tigu hoa.
Qué lidu va cach xir tri
Cho dén nay co rit it kinh nghiém v& viée ding qua lidu cd chirdich. Cac méu chimg duoc
mé ta co lién quan dén viéc mmlﬁuzmmlacacmqu durdmg tiéu hoa va
tinh trang mét méi, C4g lidu don 80 mg esomeprazole van an toan khi dung. Chura o chét
gidi dijc dac hiéu. Esomeprazole gin két manh wdi protein huyét trong vi vay khang dé&
dang thdm phén duworc. Tmnglruhghqpqtﬂhéu nénﬁéummmﬁnuﬂwdm cac
bién phép hd trer tng quat. " W24 meo e g
Bic tinh dwoe lwe hoo
Nhém duge iy: Thudc diéu tri loét da day - ta trang va bénh trao nguec da day - thire quén;
Céc thudc irc ché bom proton.
M3 ATC: AD2BCOS.
Esomeprazole la thufic irc ché bom proton lam giam 6t acid da day béng cach irc ché
chuyén biét enzym H+/K+ -ATPase tai t€ bao thanh clia da day.
Esomeprazole la ddng phén S ciia omeprazol, dugc proton hda va bién ddi trong khoang
¢ tinh acid cla té bao thanh tao thanh chét trc ché co hoat tinh, dang sulphenamid khing
ddi quang. Do tac diing chuyén biét trén bom proton, esomeprazole ngén chin budc cubi
ciing trong qué trinh san xuft acid, qua do lam giam dd acid da day. Tac dung nay phy
thude vao ligu ding mai ngay tir 20 - 40 mg va dwa dén (rc ché tiét acid da day.
Bic tinh dugre dong hoc
Esomeprazole dugc hip thu nhanh sau khi uéng, néng dé dinh trong huyét tuong d;
durge sau 1 - 2 giiy. Sinh khé dyung cla esomeprazole ting theo liBu ding va khi ding nhic
lai, dat khoang 68% khi dung ligu 20 mg va 89% khi ding liéu 40 mg. Thirc &n lam chim
v giam dd hap thu clia esomeprazole, nhung lai khbng [&m th kg( dii dang ké tac dung cla
esomeprazole 18n dd acid trong da day. Esomeprazo viri protein huyét tirong
khodng 97%. Thudc duwgc chuyén héa chi yéu (’f gan nhcr ispenzym CYP2C18 hé enzym
cytochrom P450 thanh cac chat chuyén hoa hydroxy va desmethyl khong con hoat tinh.
Phan con lai dwge chuyén hoa qua isoenzym CYP3A4 thanh esomeprazole sulfon. Khi
ding nhéc lai, chuyén hda budre ddu qua gan va dj thanh thai cia thude giam, cd thé do
isoenzym CYP2C19 hi trc ché. Tuy nhién, khaing co si tich Iy khi ding mai ngay 1 [an.
Théri gian ban thai trong huyst tirong khodng 1,3 gicr. Hauw hét 80% cda ligu udng duge dao
thai & dang chét chuyén hoa trong nurére tiéu, phan con lai dwge dao thai qua phan.
Quy cach dong goéi
Vi 10 vién. Hop 2 vi.
Wi 7 vién, HOp 4 vi.
Vi 7 vién. Hp 6 vi.
Vi 7 vién. Hop 8 vi.
Vi 7 vién. Hap 10 vi.
Biéu kién bao quan, han ding, tiéu chuén chét lreng cua thudc
Biéu kién bao quan
Bénqu:ntrmg bao bi kin, nod kha, trénh dnh sang. Nhiét db khong qua 30°C.
Han dung
24 thang ké tir ngay sén xudt.
Tiéu chudn chat Iwong

TCCS.
Tén, dia chi clia co sé& san xudt thudc
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