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Rx — Thude bdn theo dom o
HUGNG DAN SU DUNG THUOC

Boc k¥ hudng din sir dung trude khi ding
Hoi Béc s7 hodic Durgre s§ dé bidt thém thong tin chi tiét.

Vién nén bao tan trong rut
ESOSWIFT 20

THANH PHAN: M3i vién nén bao tan trong rut chira:

Hoat chét: Esomeprazol magnesi trihydrat twong img esomeprazol 20 mg

Té duge: manitol, natri carbonat khan, hydroxy propyl cellulose, crospovidon, magnesi stearat,
hypromellose, ethyl cellulose, diethyl phthalat, cellulose acetat phialat, titan dioxyd, oxyd sit do, opaglos
6000 P.

PAC TiNH

Esomeprazol duge sir dung trong diéu trj loét da day ta tring, ding dudmg ubng. Vé mit héa hoc,
esomeprazol 1A (S-meﬂmxy-Z [(S)-[(4- melhoxy 3.5- dlmelhyl 2-pyridinyl)methyl]  sulfinyl]-15-
benzimidazole-1-yl) magnesi trihydrat, Esomeprazol dang bit kcl tinh miu trfing hofic trfng nga, fttan 7.7
trong nude. Cong thire phan tr: (Cy7H; ¢N:038) Mg x 3 H:0, thl lugmg phén tir 767,2, Hesl

Caong thire cau tgo ciia esomeprazol magnesi trihydrat

\% CA

{I i 1@ e 3
CHI o I | A
DUGC LU'C HQC 1
Vién nén bao tan trong rudt ESOSWIFT 20 chira esomeprazol 14 dang ddng phian S ciia omeprazol. g

Esomeprozol khong bén trong mai trudmg acid, vi vily duoe ding dudmg uﬁng dudi dang hat bao tan trong
rugt dip thinh vién nén. Esnmeprazol la mot base ;feu dm;rc tip trung vi bién ddi thianh dan}; ¢ hoat tinh
trong moi trudng acid cao & ong Ilf.'l.l quin ché tiét cua 1 bio thinh, tai diy thude e ché men H+K+-
ATPase (bom acid) va (re ché ca sur tiét acid co ban Hn sy tiét acid do kich thich.

=N il

DUQC PONG HOC

Hep thu

Esomeprazol Lhﬁng bén trong moi trudmg acid va duge ding dudng ubng dudi dang hat bao tan trong
rugit. Trong cor thé, sur chuyén dii sang dang dung phan R khong ding ké. Esomeprazol duge hap thu
nhanh, vdi ndng d6 dinh trong huyét trong dat duge khodng 1-2 gidr sau khi ubng. Sinh khi dung tuyét
déi 14 64 % sau khi ubng lidu don 40 mg va tang 1én §9% sau khi ding nhiic lai | lin/ ngay. Vé&i lidu 20
mg esomeprazol, gid trf tuong imyg 14 50% va 68%,

Thire dn lam gnm vi kéo dii thii gian Emp thu esomeprazol tuy nhién diéu nay khdng c6 dnh hudng dang
ké tdi tac dung clia esomeprazol dén sur tiét acid da day.

Phdn bd

Ti hé tich phin bé biéu kién & trang théi hiing dinh trén ngudi khoé manh khodng 0,22 Likg thé trong. Ti 1g
ghn két vdi protein huyét trong 1a 97%.
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Chuyén hia : :
Esomeprazol durge chuyén hén hoan todn qua hé thing cytochrom P450 (CYP).Phiin chinh cla qud trinh
chuyén héa esomeprazol phy thudic vio enzym CYP2C19, tao thanh ¢dc chit chuyen hoa hydroxy va
desmethy! ciia esomeprazol. Phin con lai cia qud trinh chuyén hoa phy thude vio mgt chat déng dang djic
hi¢u khie, CYP3A4, tao thanh esomeprazol sulphon, chit chuyén hoa chinh trong huyét tuong.

Thed trie

Cic thing so dudi day chi yéu phan anh dige déng hoe & nhimg cd nhén ¢6 enzym chire ning CYP2C19,
chuvén héa rong rii.

Trfmg d5 thanh thii huyét wong khodng 17L/gidr sau khi ding liéu don va khoang 9L/gior sau khi ding
li¢u Iap lai. Thot gian ban thii trong hu?‘é’t wrong khodng 1,3 gitr sau khi ding lidu lap lai | lin/ngiy,
Esomeprazol thai trir hoin toin khdi huyet wong gifa cie liéu ding ma khéng cd khuynh hudng tich liy
khi dimg | lan/ngiy.

Cic chat chuyén hoa chinh cia esomeprazol khong dnh huéng dén su tiét acid da day. Khodng 80%
esomeprazol liéu ubng duge bai tiét qua nude tiéu dudi dang cdc chit chuyén hoa, phin con lgi qua phin.
Durdi 1% thude & dang chua chuyén hoa dugc tim thiy trong nurde tidu.

Sie fuven tinkvkhang tuven tinh

Duge ding hoc cha esomeprazol duge nghién ciru dén lidu ding 40 mgx2 Ji’in.-'ngﬂy.

Dign tich dudi dusng cong bi¢u dién ning d3 thude trong huyét twrong theo thiri gian (AUC) ting Ién sau
khi ding I3p lai esomeprazol. Sy ting niy phu thube vio liéu va két qua cho thay liéu ding ting nhiéu
hon AUC sau khi diing liéu 1ap lai. Sy phy thude vio thi gian va lidu diing niy la do s giam chuyén hoa
lan ddu & gan vi gidm d§ thanh thai toan thin ¢6 1€ do su e ché enzym CYP2C19 cia esomeprazol
vitfhodic chit chuyén héa sulphon,

Cdc nhdm bénh nhin dic bigt @.’/"

Nhdm nguoi chuyen hoa kém |

Khoing 2.9 £1.5% din s6 khdng c6 enzym chire ning CYP2CI19 va duge goi la nhém ngudi chuyén hoa
kém. O cic cd nhin nay, sy chuyén hod ciia esomeprazol thing qua enzym CYP3A4, Sau khi diing liéu
lip lai esomeprazol 40 mg, | lin/ngdy, AUC trung binh & ngudi chuyén hoa kém cao hon khodng 100%
so véi ngudi cd enzym chirc niing CYP2C19 (ngudsi chuyén héa manh). Néng dd dinh trung binh trong
huyét wong ting khoang 60%.

Nhimg ghi nhiin niy khéng anh huémg liéu diing esomeprazol.

Gidi tinh

Sau khi ding liéu don esomeprazol 40 mg, AUC trung binh & phy nit cao hon nam giéi khoang 30%.
Khong ghi nhiin ¢6 sy khic biét gilm cdc gidi tinh sau khi ding liéu lap lgi 1 lan/ngdy. Nhimg ghi nhin
nity khong lién quan dén liéu lugng esomeprazol.

Sty gan . y

Sur chuyén hoa ciia esomeprazol ¢é thé bj suy gidm & bénh nhan i logn chire niing gan tir nhe dén trung
binh. Téc d§ chuyén hoa gidm & bénh nhin rdi loan chire ning gan ndng, din dén lam ting gip dai AUC
cia esomeprazol. Vi vy, khong ding qua liéu 16i da 20 mg & bénh nhin roi logn chirc nding gan ning.
Esomeprazol hofic cdc chit chuyén héa chinh khang ¢6 khuynh hudng tich |Gy khi ding | lin/ngay.

Suy thin

Chua ¢6 nghién ciru ndo duwge thie hidn wén bénh nhin giam chirc ndng thin. Vi thin chiu trach nhi¢m
trong viée dio thai cdc chit chuyén hoa cia esomeprazol nhumg khéng chju trich nhi¢m cho sy dao thai
thube dudi dang khang ddi, sir chuyén hoa cia esomeprazol ¢6 thé khéng thay ddi & bénh nhiin suy giim
chirc niing thin.

Neweai tdm tuoi X - i

Sur chuyén hia cia esomeprmzol khing thay doi dang ké & bénh nhin cao tudi (71-80 wbi).

Tré vi thanh nién (12-18 twii)

Sir dung liéu I3p lai 20 mg esomeprazol, AUC vi thai gian dat néng do thude 1di da rong mau (imax) &
tré vj thanh nién wong 1y nhe & ngudi lon
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CHIi DINH

Vién nén bao tan trong rugt ESOSWIFT 20 duge chi dinh & ngudri 1én trong cac trudng hgp:
Bénl trao nguepe da dav-thee quan (GERD)

- Didu trj viém thyre quin bao mon do trio ngirge.

- Diéu trj dai han cho bénh nhin viém thire quan da chita lanh dé phong ngira tai phat,

- Diéu tri tridu chimg bénh trio nguge da day-thye quin (GERD).

Kt hgp voi mit phée dé khdng khudn thich hop dé diét triv Helicobacter pylori v

- Chira linh loét ti trang ¢6 nhiém Helicobacter pylori vi

- Phong ngira tdi phit loét da diy-td wing & bénh nhin loét ¢6 nhiém Helicobacter pylori.
Bénh nhin dang divig NSAID

- Chira lanh loét da day do ding NSAID .

- Phong loét da daly va loét t tring lién quan dén sir dung NSAID & bénh nhin ¢6 nguy co.
- Diéu trj hoi chimg Zollinger Ellison.

Vién nén bao tan rong rudt ESOSWIFT 20 duge chi dinh cho tré vi thinh nién trong cic trudmg hop:
Trio n}fipmf efa déy thee grian

- Dicuurj viém thye quin bio mon do trio nguoe,

- Biéu trj dai han cho b¢nh nhin viém thue quan di chira linh dé phong ngira tai phit.

-, Dicu trj trigu chimg bénh trio nguge da day-thye quan (GERD).

Két hop vii cac khang sinh trong diéu tri loét td trang do Helicobacter pylori,

i
LIEU LUQNG VA CACH DUNG e
Newoi lon
Bénh rao nguge da day-thue quan (GERD)
- Diéu trj viém thye quan bio mon do trdo nguge: 40 mg x 1 lin/ngdy trong 4 win
Nén diéu tri thém 4 tudn nira cho bénh nhin viém thie quan chua duge chifa linh hay vin ¢6 trigy
chimg dai dang.
- giéu trj dii hgn cho bénh nhiin viém thyre quan da chira linh dé phong ngira tai phit: 20 mg x |
lan/ngiy
- Diéu trj trigu chimg bénh trio nguge da day-thue quan (GERD): 20 mg x 1 lin/ngay & bénh nhan
khong bi viém thyc quan.Néu sy kiém sodt trigu chimg khong dat duge sau 4 tuin, bénh nhin nén
duge kiém tra thém, Khi cdc trigu chimg da duge gidi quyét, vige kiém sodt trigu chimg sau do ¢6 thé
dat duge voi phic do diéu trj theo nhu cdu 1d 20 mg x 1 lan/ngay khi cin thiét. O bénh nhin dang diéu
tri biing NSAID c¢é nguy co loét da day va loét 14 trang, viée sir dung phdc dd diéu trj theo nhu ciu dé
kiém sodt tri¢u chimg sau do khong duge khuyén cio,
Két hop vai mit phiic do khdng kndn thich hop d&é digt tric Helicobacter pylori va
- Chira lanh loét ti trdng c6 nhidgm Helicobacter pylori va
- Phong ngira tii phit loét da diy-td ring & bénh nhin loét c6 nhidm Helicobacter pylori: 20 mg
esomeprazol + | g amoxicillin + 500 mg clarithromyein, tit ca ding 2 lan/ngdy x 7 ngay
Bénh nhin dang dimg NSAID
- Chira linh loét dg day do ding NSAID: 20 mg x | lin/ngay. Thei gian didu trj tir 4-8 tuin,
- Plhtmg loét da diy va lodt 1 wang lién quan dén sir dung NSAID & bénh nhan cé nguy co: 20 mg x |
lan/ngdy. N .
- Diéu trj hoi chimg Zollinger Ellison: khai diu bing lidu 40 mg x 2 ln/ngdy, sau do chinh liéu ty
theo dip (mg cta bénh nhin. Phin lén bénh nhin duge kiém sodt véi lidu wr 80-160 mg/ngdy.Vai
lidu Iém hom 80 mg/ngdy, nén chia lidu va sir dung 2 lan/ ngay.

Dii tiegng dic bidt
Bénh nhin suy gidm chire ndng thin ) )
Khong cin thiét phai diéu chinh liéu & bénh nhin suy thin. Do it kinh nghiém sir dung thuoc & bgnh nhin

a7

wik



https://trungtamthuoc.com/

suy thin ning, nén sir dung thude thin trong & nhém bénh nhan nay.

Bénh nhdn suy giam chiee nang gan

Khéng cin thiét diéu chinh liéu & bénh nhin suy gan nhg dén trung binh. & bénh nhin suy gan ning,
khong nén sir dung liéu Iém hon 20 mg/ngdy.

Ngieai lim tuoi

Khong cén diéu chinh liéu

Tré vi thinh nién (12-18 tuii)

Trao nguwoe da day thiee gquan

- Diéu trj viém thyre quin bao mon do trio nguge: 40 mg/ngay trong 4 tudn

- Nén diéu tri thém 4 twén nira cho bénh nhan viém thire quin chua dirge chiva lanh hay vin ¢6 triéu
chimg dai dang.

- Diéu trj dii han cho bénh nhin viém thyc quan da chira lanh dé phong ngira tai phat: 20 mg/ngdy

- Diéu 1 triéu chimg bénh trio nguoc da day-thye quan (GERD).20 mg x | Iﬁnfngé.y & bénh nhin
khdng b viém thyre quan.Néu sy kiém soat tri¢u chimg khong dat duge sau 4 tudn, bénh nhén nén
duge kiém tra thém. Khi cde trigu c'hl.mg dd dugce giai quyét, vige ku"&m sodt trigu chtmg sau d6 c6 thé
dat duge voi phic do diéu trf theo nhu ciu 13 20 mg, 1 lan/ngay khi cin thiét.

Két hgp véi cic - khang sinh trong diéu tri loét 1d trang do Helicobacter pylori.

Khi lya chon két hgp diéu tr thich hop, nén cin nhiic dén phéc d6 chinh thirc ctia timg qunc gia, khu vy,

dia phuong lién quan dén sy dé khang cla vi khuin, thii gian diéu trj [pho bién nhit la 7 ngiy nhung

thinh thodng cé thé [én dén 14 ngay), lua chon khang sinh thich hop. Viée dicu trj nén duge kiém soat béi

chuyén gia.

Liéu diu trj duoe khuyén cdo nhy sau:

Ciin niing Licu ding

30-40kg | Két hop vai 2 khing sinh: esomepmzol 20 mg + amuxicillin 750 mg + clarithromycin 7,5
mgfkg thé trong, Tit ci sir dung 2 lin/ngiy trong | tuin

=40kg Ket hgp véi 2 khing sinh: esomeprazol 20 mg + amoxicillin 1 g + clarithromycin 500
mg. Tit ca sir dung 2 lin/ngay trong 1 tuin

Cich dimng: Nudt nguyén vién véi nude, khdng nén nhai hoéic nghién. (_La
CHONG CHi DINH v
Qué min vdi esomeprazol, phin nhém benzimidazol hoje vii bét ki thanh phin ndo ctia thube,
Khong sir dung dong théi vai nelfinavir.

THAN TRONG DAC BIET VA THAN TRONG KHI DUNG THUOC

Khi ¢ s hlén dién bt ki mét triéu chimg bao ding nao (nhur 13 gidm cén ddng ké khong chu y, non 1ai
phit, khd nudt, nbn ra mau hay dai tién phan den) m:lﬂluilc khi nghi ng& hodc bi Iact da day, nén logi trir
bénh 1y dc tinh, vi diéu trj bing esomeprazol ¢6 thé lam giam triéu chimg va cham tré viéc chin dodn.

TUONG TAC THUOC VA CAC TUONG TAC KHAC

Tdc ding cia emmepmza! irén dicge dong hoc ciia cic thuic khdc

Cde thude tre ché enzym protease

Omeprazol di duge bdo cdo cb urong tic vai cdc chﬂl. ché enzym protease. Tang pH da day trong qu:i
trinh diéu trj bing omeprazol ¢é thé thay ddi sur hdp thu caa cdc chit e ché enzym protease. Céc co ché
twong tic khac co thé thong qua sy tre ché CYP2C19.

Gidm nong d§ atazanavir va nelfinavir trong huycl thanh dd duoc ghi nhiin khi sir dung chung vai
omLprazuI vi vty viée sir dung ddng thiri edc thube nay véi nhau khang duge khuyén cdo.

Téng nong di trong huyét thanh (80-100%) cla saquinavir (két hgp vai ritonavir) da duge bdo cdo khi sir

ke
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dung chung véi omeprazol {I:eu Wmgxl !anfnga)r]

Ding déng thii umcprazu] liéu 20 mg x | lan/ngay khong co tic dong dén darunavir (két hep vai
ritonavir), amprenavir (két hgp vdi ritonavir hofic khing)

Ding ddng thoi omeprazol liéu 40 mg x 1 lin/ngdy khing co tic ding dén lopinavir (két hgp vai ritonavir
hofic khong)

Methotrexar

Khi sir dyng ding thoi véi cic thude irc ché bom proton, ndng dé methotrexat ting lén & vai bénh nhin.
Khi sir dung liéu cao methotrexat, nén cin nhiic tam ngimg sir dung esomeprazol.

Tacrolimus

Sir dung dong thisi véi esomeprazol lim ting ndng d§ tacrolimus hu_w..l thanh, Vlcc theo doi nﬁng dg
tacrolimus ciing nhw 1heo ddi chirc ning thiin (46 thanh thdi creatinin) nén duge tién hanh va diéu chinh
liéu tacrolimus néu can thiét,

Vigi ede .'.frpmc i st hap thu phu thuge pH

Uk L]'IC sir tiét acid da day trong qua trinh diéu tri bEng esomeprazol va cic thude tre ché bom proton khie
¢t thé lam tang hodc giam sy hilp thu ctia cde thube ma co ché hip thu cia cdc thube niy bj anh hidmg
bai pH da day.

Gibng nhir cac thude irc ché tiét acid da day, sy h.1|:| thu ciia ketoconazol, itraconazol va erlotinib ¢ thé
gidm va sy hip thu cla diguxln ¢G thé ting trong khi diéu trj voi esomeprazol. Sir dung déng thoi
esomeprazol (20 mg x 1 lin/ngdy) va digoxin & ngudi khoe manh Iarn ting sinh kha dung ctia digoxin
10%(ed the ting dén 30% & 2 trong so 10 ngui). Ngg dic dlgoxln hiém khi duge bio cdo.Tuy nhién, cﬁn
thin trong khi str dung esomeprazol liéu cao & ngudi 16n tudi. Theo ddi tr liéu bing digoxin nén duge tién
hinh,

Vi ede thude chuyén hoa bai CYP2C19

Esomeprazol ire ché CYP2CI9, enzym chinh _chuy-:":n héa esomeprazol, Do viy, khi esomeprazol duge
dung chung v&i cde thude thuyen hoa bing CYP2C19, nhw diazepam, citalopram, imipramin,
c]umspramm phenytoin..., ndng d§ cdc thude ndy trong huyét trong cd thé ﬁng va cin gidm liéu ding.

Diéu niy ciin duge dic blc;t chit ¥ khi ké toa esomeprazol cho diéu trj theo nhu céu.
Diazepam -
Dung déng thii vdi esomeprazol 30 mg lim gidm 45% d§ thanh thdi cia diazepam, cof chit cia

CYP2CI19.

Phyenytoin

Khi ding ddng thisi véi esomeprazol 40 mg lam ting 13% néng dd ddy cla phenytoin trong huyét twong
& bénh nhéin dong kinh. Nén theo di ndng o phenytoin trong huyét tuong khi bt diu hay ngung didu tri
vii esomeprazol.

Variconazol

Ding déng thii vai omeprazol (lidu 40 mg x | lin/ngay) ldm ting 15% Cmax vi 41% AUC cia
voriconazol (co chit cia CYP2C19)

Cilostazol

Omeprazol ciing nhir esomeprazol 13 chirc &re ché CYP2C19. Omeprazol liéu 40 mg & bgnh nhin khoe
manh lam ting 18% Cmax, 26% AUC cua cilostazol, va 29% Cmax, 69% AUC ciia cac chit chuyén hoa
cua cilostazol.

Cisaprid

(6] ngmin nnh nguyén khoé manh, khi ding dbng thai vii 40 mg esomeprazol, dién tich dudi drmng cong
biéu dién nong d cisaprid trong huyu twong theo thii gian (AUC) ting 1én 32% va thai gian bin thii
cisaprid kéo dai thém 31% nhumg néng d¢ dinh cisaprid trong huyét twong ting Ién khong ding ké.
Khoﬁng QTe hoi kéo dai, sau khi ding cisaprid riéng 1¢, khoang QTc khong bi kéo dii hon nira khi ding
dbng thoi cisaprid vai esomeprazol.

War;fann

Ding déng thisi emmcpmzol liéu 40 mg & bénh nhin dang diéu trj biing warfarin trong cdc thir nghiém
lim sing cho thiy thisi gian ddng méu nim trong gidi han cho phép. Tuy nhién, sau khi dua thube ra thi
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trudmg, di ¢ mgt 50 bio cdo vé vige ting tri s6 INR trén lim sang. Cin theo ddi khi bit diu vé két thic
dicu trj bing esomeprazol & bénh nhin dang diéu trj bing warfarin hodic cic din xuit coumarin khéc.
Clopidogrel

Ciée nghién clu trén ngudi khde manh cho thiy tuong tic vé mit duge lve hoe/duge ding hoe giita
c!ln?pidagrcl gliéu khdi diu 300 mg/ngay, liéu duy tri 75 mg/ngay) va esomeprazol (liéu 40 m /ngay) liam
giam 40% ndng d9 chat chuyén hoa c6 hoat tinh ciia clopidogrel v gidm 14% tdc dung ire ché két tap ticu
cau (cdm (mg ADP),

Trong mgt nghién ¢l trén nhom ngudi khoe manh cho thity, khi sir dung clopidogrel trong mét phdi hgp
liéu ¢d dinh voi esomeprazol 20 mg vi aspirin 81 mg lim giam 40% nong do chat chuyén héa co hogt
tinh cua clopidogel so véi khi sir dung clopidogel riéng 1¢. Tuy nhién mire tic dung chéng két tip tiéu cu
Iﬁ._: dalt? nhém ngudi ndy khong 6 sy khic bigt khi sir dung clopidogrel dang phdi hop ¢6 dinh va sir dung
riéng lé.

D4 ¢d bao cdo vé bién ¢b tim mach khong trong img vai twong tic duge déng hge / duge Ive hoe trén lim
sing etia Esomeprazol ¢d trén thue nghiém va lam sang.

Bé dé phong nén tranh sir dung dong thai vai Clopidogrel.

Ciic thudc di dwge chirng minh khéng cé tweng tic lién quan vé mt lim sing

Amoxicillin va guinidin [
Esomeprazol khong cé cdc tic dfng lién quan vé lim sang trén duroc ding hoc cia amoxicillin va
quinidin,

Naproxen va rofecoxib

Cic nghién ciru dinh gid vige sir dung d_E‘mg thdi esomeprazol vai naproxen hofie rofecoxib khdng cho
thay tuong tée duge ding hoe lién quan vé mit lam sang trong cdc nghién ciru ngdn han.

Tiic dgng ciia cic thuiie khde dén dege ding hoe ciia esomeprazol

Cec thudc we che CYP2C19 vidhode CYP3A4

Esomeprazol duge chuyén héa bai CYP2C19 va CYPIA4. Sir dung dbng thoi esomeprazol véi cdc chit
ire che CYP3A4, clarithromycin (500 mg x 2 lin/ngdy) lam ting gép doi AUC cia esomeprazol. Sir dung
déng thoi esomeprazol véi cic thude ire ché CYP3IA4 va CYP2CI9 lam tang gip d6i AUC cia
esomeprazol. Voriconazol ire ché CYP2C19 va CYP3A4 ldm ting 280% AUC cia omeprazol. Vige didu
chinh liéu esomeprazol khong cin thiét trong nhimg trwimg hop nay. Tuy nhién, viée digu chinh liéu nén
cin nhic & bénh nhin suy gan ning trong trwémg hop cin didu trj kéo dai.

Cdc thude cam rmg CYP2C19 vivhodc CYPIAA

Cac thube cam img CYP2C19 hoiic CYP3A4 hodc c¢a hai (nhu rifampicin) cé thé lim gidm ndng dj
esomeprazol huyét thanh do ting chuyén héa esomeprazol.

Tré em

Twong tic thude mdi chi duge nghién ciru & nguoi lon.

SUDUNG THUOC TRONG THOT Ki MANG THAI VA CHO CON BU

Thevi ky mang thai

Khong ¢6 dir li¢u lam sang nao vé diéu tri bing esomeprazol trén phy nir ¢ thai, Khong nén ké toa cho
phy ni¥ ¢é thai trir khi lgi ich cao hon nguy co.

Thei ki mudi con bit )

Ngudi ta chura biét ring esomeprazol ¢6 tiét ra sita me hay khong, Khong ¢6 nghién ciru ndo trén phy nir
cho con bi durge thue hign. Vi vy, khang nén ding esomeprazol trong khi cho con bi.

SU DYNG THUOC O NGUOT DANG LAI XE VA VAN HANH MAY MOC
Khang o ghi nhin bét ki téc dong ndo cia thude dén ngudi dang lai xe va viin hinh mdy mée.

TAC DUNG KHONG MONG MUON

#a # £ P I - 'y
Khei qudt vé edc dung khong mong muon cia thuie
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Nhire diu, dau bung, tidu chay, buc’Sn non [ nhimg phén img phy thudng dirge ghi nhin tir cic thir nghiém
lam sing {ké cd sau khi dia thude ra thi trurdmg). Ngodi ra, cde tie dung niy |4 gidng nhau cho cic dang
bio ché, chi dinh, wdi, gidi tinh, ching tge.

Cée phin o img khéng mong mudn do thude sau diy da duge ghi nhiin hay nghi ngd trong cic nghién clu
lim siing cia esomeprazol. Khing 6 phan (mg nio lién quan dén liéu ding,

Thiegng gdp (> 17100, < 1/10)

Nhire diu, dau bung, tiéu chay, diy hoi, budn ndn/non, tdo bon.

It gap (= 1/1000, < U."UU)

Phis n@,u*u bién, mét ngd, hoa mit, dj cdm, mo ming, chong mat, khd mn;ng, ting men gan, wctn da,
ngira, ndi min, néi mé day, gdy xwong héng, xwomg 6 tay hofic coit sdng.
Hiém gap (>1/10,000, <1/1000)

Giam bach ciu, gidm | ticu ciu, P['u;n img qua méin nhur: sbt, phil mach, phin img phan vé/ sbe phin ve, ha
natri mau, lo ling, nham |in, trim cim, réi logn vj gige, mér mit, co thit phé quén, viém da diy, bénh nim
Candida dudng tiéu hoa, viém gan kém theo vang da hode khing, rung toe, ting nhay cam dnh séng, dau
khdp, nhire gin, ting tiét md hdi,

Réit hiém gap (< 1/10000)

Mit bach cdu hat, gidm ba dong té bao mau ngogi vi, 4o tuimg, dé kich dang, xo gan, bénh nio & bénh.,
nhin cd bénh gan tir trrde, Imng ban da dang, hoi chimg Steven-Johnson, hoai tir da nhiém ddc, yéu co, L
wemkudwn i to & nam gidi. RN
Cae phdn i tmg ngoai y khdc A ,l
Ha magnesi méu, hg magnesi mau nghiém trong kém theo ha calel mdu. Ha magnesi méu ¢ thé lién quan .
dén ha kali méu, viém dai trdng. "
Thing beiv cho Bie s7 ctia ban bt ky tde dung nae khing mong mudn xay ra lién quan 161 vige sir dlm.g’
thude. -

SUDUNG QUA LIEU

Dir ||¢u vé sir dyng qud liéu con han ché. Céc tri¢u chimg khi ding lidu 280 mg duge mdé ta la: suy nhuge
vil cic trigu chimg trén dudng ti¢u hoa. Vi liéu don esomeprazol 80 mg van an toan khi dung Chura ¢o
chit gigi déc die hi¢uEsomeprazol gan két manh vai protein huyét twong, vi vily khéng d€ ding bj phin
tach. Trong tredng hgp qud liéu, nén diéu tri tridu chimg vé sir dung cdc bién phap hd trer chung.

HAN DUNG: 24 thing ké tir ngay sin xut, D& xa tim tay iré em
TIEU CHUAN: Nhi sin xudt

BAO QUAN: Bio quin & nhiét 4§ dudi 30°C. Tranh 4m va dnh séng.
PONG GOIL: Hip 03 vi x vi 10 vién

San xufit tai An Do besi: IND-SWIFT LIMITED
Off. NH-21, Village Jawaharpur, Tehsil Derabassi,
District SAS Nagar (Mohali), Punjab-140307, An Ba .

Dai dign co s dAng ki

Ho tén: Nguyén: mg}yﬁpm |
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