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Vién nén bao phim tan trong ruft

JIRACEK

Thube bin theo dem
DE xa tim tay cia tré em
Bge k§ hwémg din sir dung trrge khi di
Thing bio ngay cho bic 5§ nhimg tic dung khing mong m:fn khi sir dyng thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOT BENH

Thinh phin, him lwgng ciia thube:

M3Bi vién nén bao phim tan trong ruft chira:

Hogat chit:

Esomeprazol magnesi dihydrat twong dwong Esomeprazol...... 40 mg

Td dugre:

Cellulose vi tink thé MI01, magnesi hydroxyd, natri bicarbonat, poviden (kollidon 30),
natri lauryl sulfar, matri starch giycola, cellulose vi tink thé M112, magnesi stearal,
HPMC 615, tale, polyethylen glyeol 6000, eudragit L100, mau oxyd sdr d6, tale, titan
dioxyd

M3 ti siin phiim: Vién nén dii, bao phim tan trong rujt miu hing cam, hai mt trom,

Quy céch dong gbi: Hop 4 vi x 7 vién.

Thube ding cho b¢nh gi?

JIRACEK chira hogt chét esomeprazol, mdt chiit thudc nhém thude goi la “thude ire ché
bom proton”. Nhém thube niy cé tic dung didu trj bing céch gidm luomg acid tiét ra trong
dg dity cua ban.

Esomeprazol duge diing trong didu tr:

Nguii ldm:

- Loét da diy - ti tring do nhifm mdt logi vi khudn goi 1d * Helicobacter pylori”, Néu ban
c6 tinh trang niy, béc s§ cla ban cé thé s¢ ké thém khang sinh dé didu trj nhilm tring va
cho phép chita lanh vit loér.

—thtrﬂnnmcd#d& +ﬂr:xtn1ud.n(GERD].Bﬁylﬁh&uhnﬁuidtﬁunngdpdiynh
ban trio 1én cudng hong ( i c0 hong vi da diy cia ban) gly dau, viém vi ¢ néng.

~ Dy phang loét da dity & nhimg nguli ¢é nguy co cao vé bién chimg & da diy - t4 tring,
nhumng c6 yéu ciu phdi 1iép tye di uuibhgmﬁchﬁngﬁémkhéngnmidu

— Qui nhiéu acid trong da diy do sy ting sinh tyy (H{i chimg Zollinger - Ellison),

- Biéu trj kéo di sau khi tiém truyén finh mach dé phong ngira xudt huyét i phat trong
loét da day - 1 tring.

Tré em = 12 wbi: Bénh trdio nguge da day - thye quén va viém thye quin trgt xude.

Nén ding thude niy nhu thé nio vi lidu lugng?

Ludn ditng thude chinh xdc nhw huémg din cia bic s§ hode duge s§. Néu ban chum r3, hiy
héi lgi cho chiic chin.

- Néu byn ding thube théri gian dai, bic s§ cia ban s& cin phii theo ddi ban trong
subt qué trinh ban ding (di:bihmklﬁbandﬁnglhu:yﬁuénlnhm.
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1.

Liéu diwng:

Ngubi lém:

Bic 5§ cda ban s& ndi cho ban biét cin udng bao nhiéu vién thudc va ubng trong bao lu.
Diéu niy phy thude vio tinh trang bénh, Iira tudi, v tinh trang chire ning gan cua ban.

iéw Ir = Idi Ir. > B

Cé thé ding licu udng 1 vién/ ngiy.

Esomeprazol & mt thanh philn trong phac db diéu tri cing véi khing sinh. Tay ty I¢ khing
:huécujdinpnuuug:ﬁ.mmsymwmnpmaaaiéuuipmmchom.

ngi ngy mdt Idn trong 4 tuin, Béc s§ ciia ban c6
thé bdo ban diing thudc thém 4 tulin néu cudng hong cia ben vin chua duge chita khéi.
Hojc cich khic, udng 1 vién/ ngily trong 4 - § tudn, néu chun khoi bc s§ ¢6 thé cho ban
uong thém 4 - 8 win nira. Truémg hop ndng, bic 5§ c6 thé ting liéu Ién 1 vién x 2 lin/ nghy.

21137 w0 dai sau A Vi 1 eyameprarol 4¢ phong ngwa xudl hupél (d
It - :
Liﬁkhuyﬁc&oltlviémm}'. ubng trong 4 tulin sau khi tiém truyén tinh mach 4é phong

ngira xudit huyét tii phit trong loét da day - té tring.

ilinger - *
Ngudi [én: Liciu khén d'a'iu khuycn; cdo 14 1 vién x 2 lin/

ngay.
Béc s§ cla ban ¢6 thé s diéu chinh lidu thy vﬂonhuciueﬁabgnﬂcﬂngs!quyhdinh
viéc bgn phai diing thue trong bao liu,
Tré em:
Tré em > 12 tudi: C6 thé ding lidu nhur ngudi 16m dé diéu trj bénh trio nguge dg day - thye
quin vi viém thye quan trgn xude.
Tré em <I2 tudi: Dang bio ché JIRACEK khdng thich hop diing cho tré em dudi 12 i,
Ciic dgng bao ché khic c6 thé phit hgp hon.

Cdeh ding:

Esomeprazol khong On dinh trong mdi trubmg acid, nén phii ubng thubc dudi dang vién

bao tan trong rudt dé khéng bipldhﬂgﬂdad&yv&lﬁmsinhmwng.Phiinu&tnguyen

vién&uﬁquinuﬁc.khﬁngd:rnghinuhb.nhailw#cl&mv&vi:én.

géﬂngthubcw&cbﬂaﬂnlln mdt gitr. C6 thé ding cing thubc khang acid khi cin thiét
gidm dau,

Thing bdo cho bac s§ néu ban cé vin dé khi nubt 8¢ bdc sy lya chon dang bio ché khic

thich hgp hon cho ban.

Néu ban 6 bt ky thic mic ndo v& vige ké don cia minh, hily lién h§ ngay véi bic s9 hofic

durgre s§ eia ban.

Khi nio khing nén ding thube niy?

Khéng nén ding thube ny néu ban:

- Qui min vdi esomeprazol hode cdc thube irc ché bom proton khie (nhy pantoprazol,
lanzoprazol, rabeprazol, omeprazol), hofic céc diin chit thé benzimidazol hoje qua mén véi
bét ky thinh phin nio cia thubc.

- Dang diing thube chir nelfinavir (thude diéu trj nhi¢m HIV),
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Khéng diing esomeprazol néu ban gip phdi bit ky tinh trang nio & trén, Néu ban khéng
chéc chén, hly hoi lai bic 5§ hofic duge s§ trude khi ung esomeprazol,

7. Tée dyng khing mong muén

iR [

- Ban ¢6 cdc trigu chimg phi mach nhu ban da, mén dd, phir (mi mit, mat, méi, miéng va
lui¥i), khé thér hojie kho nubt. iy 14 cdc triéu chimg ciia phan tmg qua min.
- Ban bj db da hojc da o6 myn nuée hofic trdc da. Ciing ¢6 thé b bong nurde hodie chiy méu
nfng & mdi, mét, mii va by phin sinh dye. Dy c6 th 14 trigu chimg clia chimg hang ban
da dang, hji chimg Stevens-Johnson hodic héi tir biéu bi nhiém dge. Diéu ndy rgt hiém khi
x4y ra.
- Ban bj ving da, nuée tiéu sim mau va mét moi. DAy li trigu chimg xay ra vin dé & gan,
hiém khi giip phéi.
Ciic tdc dung khéng mang mudn khéc bao gém:
zap
Bau dau .
ﬁ'h hwémg trén da diy hofic rudt cia ban: Budn ndn, ndn, dau bung, tiéu chay, téo bén,
y hoi.
I
Milgpngﬂ.
Chodng, bubn ngil, cim gidc ngira rim ran, nhét nhat, chim chich hofc t céng tam thisi va
d6i khi 6 “cim gidc 1& budn nhir ¢6 kién ba“,
R&i logn thj gide.
Surng bdn chén va mét ca chin.
Chéng miit.
Khi mi¢ng.
Thay déi trong céic xét nghiém dinh gi chirc niing gan.
Viém da, ngira, phit ban, ndi miy day,
Lam d& gay xwong chiu, cd tay, cit séng (néu diing thude liéu cao kéo dai).
Hiém gip
Cam thiy bj kich dgng, chdn nan hay 1 lin,
Réi loan vi giac.
Cécv .;gvéu:i Iyre nhur nhin mé,
Nhiém khudn h hip, ddt nhién cim thiy tiéng thé khd khé holic khé thé (co thit phé quén),
Cic viin d& vé méu nhur ting bach ciiu, gidm bach ciu hofic gidm tiéu ciu. Didu ndy cb thé
giy ra tinh trang yéu 61, bim tim hofic d& nhiém tring.
Viém gan ¢6 holic khéng kém vang da.
Viém mi¢ng, nhiém_nﬁm candida dwimg tiéu hoa.
Eg natri huyét c6 thé giy ra yéu ét, budn nén hofic chudt rit.
i logn chuyén hoa porphyrin.
Bau khép, dau co.
Ruyng toc. ) y
Ndi mén trén da khi tiép xic dnh ning mat tréi. 1'/
Mt méi, dé mé hoi. '
Rat hiém gap ;
Cic vin dé vé méu bao ghm gidm 1odn thé huyét ciu, milt bach ciu hat,
Biéu hién hung tinh.
Nhin thiy, cim gidc hode nghe thiy nhimg thir khéng c6 thét (2o gidc).
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Cée vin dé nghiém trong vé gan nhu: Suy chire ning gan, bénh nfio gan & nhimg ngudi di
timg bj bénh gan.

Yeéu co.

Viin 42 nghiém trong vé than.

Chimg vii to & nam gidi,

Chira rd

Néu ban diing thubc trén 3 thing, mirc magnesi trong mdu ciia ban ¢6 thé gidm. Biéu hién
nhir mét méi, co cimg co biip, mét phuong huémg, co gift, chéng mit hodic ting nhip tim,
Niuh::noéwki tri¢u chimg ndo trong cdc trigu chimg trén, thong bdo ngay cho bdc s§
= .

Gidm magnesi mdu ciing 6 thé din dén giam kali miu hofic canxi mau. Bée s cia ban b
thé s& quyét dinh tién hinh cic xét nghiém miu thuimg xuyén ¢ theo ddi mirc magnesi
trong mdu cia ban.

Viém rudt (gdy titu chiy).

Phit ban, 6 thé c6 cic con dau & cic khap.

Thube ¢6 thé gdy ra cde tdc dung khong mong mubn khdc, thing bdo cho bic sT nhimg tde
dung khong mong mudn gdp phai khi sic dung thude,

8. Nén trinh ding nhirng thudc hofic thye phim gi khi dang sir dung thude niy?
ﬁﬁn%mbéu cho bée s§ hojic duge s§ ciia ban vé tit cd cic logi thube ma ban dang sir dyng,

bao gdm ca cic thude ké dom hofic khéng ké don, cédc vitamin holc thude tir duge ligu,
Théng bdo cho bdc 39 hode ducc Qﬁg ban dang sir dung ede I'm.m?r

= Atazanavir or saquinavir (Thude diéu trj HIV).

= Clopidogrel (Thudc chéing dong mau),

+ Ketoconazol, itraconazol or voriconazol (Thube diéu tri nhi#m nim).

= Erlotinib (Thude didu trj ung thu).

» Citalopram, imipramin or clomipramin (Thube chéng trim cim).

» Diazepam (Thude ching lo du, gifin co hofic diéu trj ddng kinh).

+ Phenytoin (Thude didu trj ddng kinh). Néu ban dang udng phenytoin, bic s cia ban s&
clin theo ddi ban lie bit diiu va két thiic ubng esomeprazol.

» Thube duge sir dung dé 14m loding mdu cita ban, chiing han nhu warfarin. Béic s o6 thé
chin phiii theo di ban khi ban bit ddu hode ngung diing Esomeprazol.

« Cilostazol (duge sir dyung dé didu trj con dau cich quing - con dau & chin cia ban khi ban
di bj do khang cung cip di méu dén chiin).

+ Cisaprid (Thube trj kho tiéu, ¢ néng).

» Digoxin (thude diéu trj bénh tim),

* Methotrexat (ding trong hoa ligu phip & lidu cao dé diéu tri ung thu) — Néu ban dang
diing licu cao methotrexat, bic s§ ctia ban ¢6 the 52 cho ban tam théi ngumg s dung
esomeprazol.

» Tacrolimus (diing trong ghép co quan).

= Rifampicin (thude khing lao).

= St John's wort (Hypericum perforatum) (didu i chimg trim cim).

Néu bac s§ cia ban k& cie khing sinh amoxicillin and clarithromycin cling nhu
esomeprazole dé didu uri loét do nhiém Helicobacter pylori thi vige thdng bdo vé bl ki
thude nio mi bgn dang ding cho béc s§ 14 rit quan trong.

&%Wmm
Ubing thude trudsc bixa &n it nhit mt gio. _ﬁ/’
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9.

10.

12.

13.

14.

Ciin lim gi khi m§t lin quén khng diing thube?

r-l:ééu ban quén khong ding 1 liéu, udng liéu tiép theo nhu lich trinh efi. Khing udng gip dbi
ligu.

Néu ban mudn ngimg thubc

Tiép tye sir dung thudc cho dén khi béc s§ bio ban ngimg. Khdng duge ty § ngimg thubc.
Ludn lam theo chi din cia bic sp.

Néu ban 6 thic méc gi khi sir dyng thube ndy, hiy lién hé véi bic s7 hoic duge s9.

. Ciin bio quin thube niy nhir thé niae?

Git thube trong bao bi glc cia nha sin xuit, djy kin.
Pé thude noi khd rdo, trinh dnh sing, nhiét 46 khéng qud 30°C, vi ngodi thm véi cla té

cm.

Khéng sir dung thude sau ngiy hét han in trén bao bi (hdp va vi thuédc),

Nhimg diu higu vi trigu chirng khi ding thude qus lidu

Diing thude chinh xdc nhu huéng din cia bac s9. Néu byn ding qud lidu hoge tré em nubt
phiii thude, lién hé ngay véi bac s va trung tim y 1é gin nhit.

Chura ¢6 bdo cdo vé qua lidu esomeprazol & nguén,

Céc trigu chimg dige md 14 & lidu esomeprazol 280 mg bao gdm cde wigu chimg tidu héa
v suy nhuge, Khong ¢ tai bién xdy rm khi ding liéu 80 mg esomeprazol,

Ciéin phii lam gi khi dung thudc qué lidu khuyén cio

Ngung diing thude v lién lge ngay véi bic s§ hojc trung tim v té pin nhit,

Mang theo vién thude ciing véi bao bi dé béc sy biét ban di udng thude gi vA 6 bién phip
xir Iy kip théi.

Nhimg di¢u ciin thin trong khi diing thude niy

Truce khi dimg thudc ndy, thing béo cho bdc sp néu ban dang cd cdc vén dé vé site khoe
sau diy:

Ban dang c6 vén dé vé gan, thin.

Ban dil img bj dj tmg ngoai da sau khi diéu tri mt thudc twong tr esomeprazol dé gidm
acid da day.

Neéu ban bj phit ban & da, dfic biét 1 ving da tiép xtc dnh niing mit trid, théng béo cho béc
57 ciia ban sém nhit c6 thé vi ban c6 thé s& phéi ngumg thubc. Nhé théng béo cho béc s7 bit
k¥ dnh huémg xdu ndo sau khi diing thubc mé ban gip phii nhur dau khép.

Ban ¢ timg duyge bdc s§ cho biét ban bj gidm dyr trir vitamin B12, .
Esomeprazol ¢ thé che lip tridu chimg ciia mdt s bénh khic. Do 46, néu ¢é bt ky trigu
chimg nio duéi ddy xdy ra tnrde hojic trong khi ubng esomeprazol, thdng bdo ngay cho bic
5§ ¢iia ban:

- Bgn bj siit cin manh ma khong rd nguyén nhin, ¢6 viin dé khi nuét.

- Ban bj dau byung hofic kho tiéu.

- Ban bj ndn ra thire in hofic nén ra miu,

- Ban bj di ciu phin den (cé mau trong phin).

Bac s c6 thé ciin theo d3i ban néu ban duge ké ding esomeprazol kéo dai.

Néu ban dang duge diéu trj *theo nhu ciiu’ ban nén lién lac véi béc s§ cla ban néu cde trigu
chimg ciia ban viin tip tyc hofic thay ddi tinh chit. ,

Théng bdo cho béc s7 néu ban b ia chiy ning holc dai ding, esomeprazol cé thé di kém
véri vige lam ting nhe nguy co tiéu chiy do nhiém tning.

Udng cée thude tre ché bam proton nhur esomeprazol, dic biét & trong khodng thir gian dai
trén | ndm, 6 thé lim ting nhe nguy co gly xuwong chiu, ¢b tay hofic it sdng. Théng bio
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cho bac s§ néu ban dang bj loing xuong hoic dang ding cic thube corticosteroid (thudc
lam ting nguy co lodng xwong).

Néu ban chudn bj tién hanh xét nghiém chn dodn cic khéi u thin kinh (CgA), bic s 6
thé s& cho ban ngimg esomeprazol trude d6 it nhit 5 ngay.

Thude c6 chira magnesi hydroxyd cé thé gdy ia chay va ting magnesi huyét, bic sy c6 thé
can theo dai ban trong qud trinh dung thube, diic biét 14 néu ban bj suy thin.

Qa‘mi thuée cho tré em _
Thudc khéng thich hop diing cho tré em duéi 12 tudi. Cic dang bio ché khic cé thé thich
hop hom,

Diing thudc cl_rg ngudi ¥ cap Iﬁ_.i :
Khong cin thiét diéu chinh liéu khi ding cho ngudi cao tudi.

nit mang thai hode ch i 1
Néu ban dang mang thai hodc dang trong thii ki cho con bi, hodic ban nghi rfing minh
dang mang thai hofic ¢6 ¥ dinh mang thai, théng bdo cho béc s§ hodc duge sy dé duge cho
1&1 khuyén trude khi ding thuoe.
Bic s§ ciia ban s& quyét dinh viéc ban c6 nén ding thudc trong thisi ky nay hay khong.
Khéng chiic chiin vé viéc esomeprazol c6 di véao sira me hay khéng. Do d6, ban khéng nén
ding thude khi dang trong théi ky cho con bi.
Ldi xe va vdn hanh mdy moc
Khi ban diing thude ndy, ban c6 kha nang bj chéng mit, mét méi, gdy anh huémg dén phan
xa ciia ban. Do d6, ban khéng nén thye hién cdc cong vige cén tip trung cao dj nhu l4i xe
hofic viin hanh mdy mdc, cho dén khi xdc dinh chac chin minh c6 bj dnh hudng hay khing.

15. Khi nio cin tham véin béc sy, dugc sy,
Cin lién lac ngay véi bac s§ hofic trung tam y té gin nhét khi ding thube qué lidu chi dinh;
Théng thuémg, bao giér ciing phai hdi ¥ kign béc s§ hodic duge s§ trude lic ding bat
thude nao khi mang thai hodic cho con bi.
Théng bao ngay cho bdc s§ hofc duge s§ nhimg tic dung khéng mong mubn gdp phai khi
sir dung thude.
Néu cin thém thong tin xin héi ¥ kién bac sy hodic duge sy.

16. Han ding cia thude: 36 thing ké tir ngay sén xudt,
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. PAC TINH DUGC LUC HOC:
Nhém durge Ij: Thubc e ché bii tiét acid da day thude nhém ire ché bom proton.
Mi ATC: A02BCOS.
Esomeprazol |4 dang dong phin S cla omepmzol, duge ding twong ty nhu omeprazol
trong diéu tri loét da diy - 14 tring vi bénh trio nguoe dy diy - thye quin vi héi chimg
Zollinger-Ellison. )
Esomeprazol 1d mét base yéu, gin voi H/K*-ATPase (con goi 14 bom proton) & € bie
thinh ciia dy ddy, Jim bit hogt h¢ thing enzym niy, ngin cin bute cudi cing cda sy bii
tiét acid hydrocloric vdo long dp diy. Vi viy esomeprazol <6 tc dyng irc ché da diy tiét
:fngmd ¢a ban vi ¢ khi bi kich thich do bit k¥ the nhén nio. Thude tic dyng manh, kéo
Céic thude tre ché bom proton ¢6 tic dung e ché nhumg khong tiét trir duge Helicobacter
pylori, nén phii phdi hop voi cic khing sinh (nhu amoxicillin, tetracyclin va
clarithromycein) mdi & thé tiét toir 6 higu qui vi khudn niy.

2. PAC TINH DUGC DONG HOC:
Hap thu:
Esomeprazol I chit khng bén trong méi tnsimg acid vi duge diing duimg ubng dudi dang

vién bao tan trong rut. fn vive, esomeprazol bj chuyén sang dang ddng phin R-isomer
khéng ding ké. Esomeprazol hip thu nhanh sau khi ubng, phét huy tic dyng trong vong 1
gid, dgt ndng d§ cao nhit trong huyét twong sau | - 2 gid. Sinh kha dung eiia esomeprazol
ting lén theo lidu ding vé khi ding nhic Ipi: dat khodng $0% sau khi ding 1iéu duy nhdt 20
mg, ting lén 68% khi diing lidu Hp lgi hing ngdy; 64% khi dimg litu duy nhit 40 mg vi
ting dén 89% sau khi dang liéu Mip lyi hing ngdy. Thite &n lim vh gidm hip thu
esomeprazol, namg khdng ldm thay ddi ¢é ¥ nghia tic dung cia thisde dén ndng d§ acid
trong da dity. Dién tich dudi dudmg cong (AUC) sau khi ubng 1 lidu duy nhit esomeprazol
40 mg vio bir dn so véi lie Abi gidm tir 43% dén 53%. Do 45 esomeprazol nén ung trude
bita &n it nhit | gid,
Phin bd: )
97% esomeprazol gin vio protein huyét twong. Thé tich phin bé khi ndng 43

thube 6n dinh & ngudi tinh nguyén khde manh 140,22 I/ kg thé trong.
Chuyén hia:

chuyén hda chil yéu & gan nhé hé enzym cytochrom Pes, isoenzym CYP2C19 thinh
che chit ehuyén hoa hydroxy vi desmethyl Khdng con hogt tinh, philn cén Iy duge chuyén
héa qua isoenzym CYP3A4 thinh esomeprazol sulfon. Khi diing nhic lgi, chuyén hda bude
dhu qua gan v 4} thanh thli ciia thube giam, c6 thé do isoenzym CYP2C19 bj tre ché. Tuy
nhién, khing cé hién teomg tich 10y thube khi ding mBi ngay | lin.
Thii trie:
Tdng thanh thai ctia thude trong huyét nromg 1 khodng 17 1 giér sau khi ubng lidu duy nhit
vl khodng 9 I/ git sau khi udng lidu 13p Ini, Thid gian bén thii trong huyét tuong khodng
1,3 gid. Esomeprazol duge thii trir hodn todn ra khdi huyét twomg gitm cée lidu vi khong
gﬁy&chlﬁyklﬂu&d?lihulz!phii Ui/ ngdy, Che chit chuyén héa chinh ciia esomeprazol
khing dnh hudmg dén sy i middad&y.l(iwﬂnsiﬂ?@liéuuéngﬂuwihﬁiuﬁdmﬂidmg
cdc chit chuyén hoa khdng cé hogt tinh trong nude tidu, phin con lpi duge thii rir wong
phan. Dudi 1% thude duge thii trir trong nude tiéu,
Sir tuyén tinks khong tuyén tink:
Dirge ding hoe cia esomeprazol d3 duge nghién el véi Iihlhﬂéndﬂmg:!liﬂng?.
Dign tich dudn dwdmg cong m*mgd@ theo thin gian (AUC) ting khi ding esomeprazol licu
I3p lgi. Sy ting [én ndy phy thuje lidu vit diln dén sy ting AUC & t§ 1§ 16m hom so véi sy
ting fi¢u sau khi diing lifu 1dp lai. Sw phy thude thoi gian va lidu ndy 14 do gidm chuyén
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3.

4.

hoa lin diu qua gan va thanh thii todn thin, ¢6 thé do the dyng e ché CYP2CI9 cia
esomeprazol vi/ hofic chit chuyén hoa sulphon ciia nb.

Duge dfng hee trén cic abi trgmg e bigt:

Neredi chuyén hda thute kém:

G mit sb ngudi vi thidu CYP2C19 do di truyén (15 - 20% ngudi chdu A), nén lam chim
chuyén héa esomeprazol. O nhimg ngudi ndy, chuyén héa cia esomeprazol chit yéu duge
xic tic bdi enzym CYP3A4. O trang thdi 6n dinh, gid trj AUC & nguisi thidu enzym
CYP2CI9 tang khoing 2 Iin so véi ngudi ¢é di enzym.

Gidi tinh

Sau khi uéng liéu don esomeprazol 40 mg, AUC & phy nit cao hon nam giéi kholng 30%.
Khong co sy khdc bit gitra cde gidi tinh khi ding li{u Iap lai hing ngay.

Suy gan:

Sy chuyén héa esomeprazol & ngudi rdi logn chirc ndng gan vira vi nhe cé thé gidm. Tée
4% chuyén héa giam & nhimg bénh nhin r6i logn chirc ning gan ning lam ting gdp doi
AUC cia esomeprazol. Do d6, khong ding qui 20 mg esomeprazol cho bénh nhén bj réi
loan niing. Esomeprazol vi chit chuyen héa chinh cia nd khong gy tich lly khi ding lidu
1 ldn/ ngay.

Suy thin:

Chura ¢d nghién ¢l ndo duge thye hign & nhimg bénh nhén bj suy gidm chirc ning thin,
Do thin déng vai trd dio thai cdc chit chuyén héa cia esomeprazol nhung khing dio thai
hoat chéit ban diu, sy chuyén hoa cla esomeprazol c6 thé khéng thay déi & bénh nhén suy
gidm chirc ning thin.

Nguoi cao tudi; .

Chuyén héa esomeprazol khong thay dbi ding ké trén déi trgng bénh nhin 14 ngudi cao
i 71 - 80 twbi).

Tré em: .

Tré v thanh nién 12 - 18 twéi: Sau khi ding 13p lai esomeprazol liéu 20 mg v 40 mg, AUC
vl Trax @ cdie 46 tugng 12 - 18 wdi twong e nhur & ngudi lom & ¢ 2 liéu,

CHI DNH:

Ngreai lim;

~ Ding phéi hop véi phac db khing sinh thich hop dé diéu tri loét da diy - 1 wing do
nhiém Helicabacter pylori,

=~ Dy phong loét da diy & nhimg ngubi c6 o cao vé bién chimg & da diy - th trhng,
nhimg ¢6 yéu chu phii tiép tyc diéu trj biing thudce ching viém khong steroid.

= Bénh trio nguge da diy - thye quin (GERD) niing ¢6 viém trgt thye quan.

= Hi chimg Zollinger-Ellison.

~ Diéu trj kéo dai sau khi tiém truyén tinh mach esomeprazol dé phong ngira xudt huyét i
phét trong loét dp day - 14 tring.

Tré em = 12 tidi:

Esomeprazol ding duémg ubng cho tré em dé dicu trj bénh trio nguge da diy - thye quan
va viém thyre quan trgt xude.

LIEU DUNG - CACH DUNG:

Esomeprazol duge ding dudi dang mubi magnesi nhumg liéu ding duge tinh theo
esomeprazol:

Lidu ding cho ngurdi lon:
B ; Ty

' da day - 1o (]

(M 1 e thiém e abacier pylori;

Esomeprazol 1a mot thinh phén trong phéc db diéu trj ciing v6i khing sinh, vi dy phéc d 3
hojc 4 thude (cling véi amoxicilin va clarithromycin hodc clarithromycin, metronidazol va
bismuth). Udng esomeprazol mdi ngay mét lin 40 mg trong 10 ngay. Tiy ty 1& khing thubc

/
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Dicu tri DERR TR0 g il 1ing " ir qudn;

Ubng m3i ngdy mt lin 40 mg eso I trong 4 tudn, ¢6 thé udng thém 4 tuin nira néu
cln. Hofie cich khic, bit diu ubng mdi ngay mit lin 40 mg trong 4 - 8 tuln, c6 1hé ubng
thém 4 - § tuiin nira néu viin cdn trigu chimg hodic bidu hign tdn thuong chia lién, Trrimg

hop nding ¢6 thé ting lidu lén 80 mg/ ngdy chia 2 kin.
Didu irf kéo dil sau Khit 176 (yén finkh mac (e

40 mg esomeprazol/ ngay, udng trong 4 tulin sau khi tiém truyén finh mach dé phéng ngia
sufit huyd tai phit rong loét dg day - ¢ tring.

Tiy theo wmg cd thé vi mirc d) wing tiét acid cia dich da diy, liéu ding m8i ngay cé thé
cao lion trong mt s& truémg hop, ding mit lin hogic chia 2 ldn trong ngay. Lidu khdi diu
udng 40 mg esomeprazol x 2 lin/ ngdy. Sau d6 diéu chinh lidu khi cin thiét tiy theo dip
{mg ciia timg bénh nhin v tiép tyc dieu trj khi cdn chi dinh vé mat lim sing, Da sé ngui
bénh cd thé kiém sodt duge binh & lidu 80 - 160 mg/ ngay, mic dit ¢é trwimg hgp d& phai
diing dén 240 mg mbi ngay. Céc liu lon hon 80 mg/ ngdy phai chia lam hai Iin.

Liéu dang cho ede déi tigng dic bigt:

Tré em:

Esomeprazol dimg duémg uéng cho tré em dé didu trj bénh trdo nguge da ddy - thye quin
v viém thye quin trgt xude.

Tré em 2 12 tdi: C6 thé ding liu nhur ngudi lém.

Tré em <12 tudi: Dang bo ché ndy khéng thich hop ding cho teé em dudi 12 tudi. Khuyén
cdo ¢ho bénh nhin ding cdc dang bdo ché khic phi hgp hon. B an toan va hi¢u qua cia
esomeprazol ding dudmg ubng dé didw tri ngin han bénh tro nguge dg diy - thye quan &
tré dudii 1 tudi hofic diing trong ede trutmg hop khice ehua duge xdc lip.

Negvai suy gan; .

Khang ¢in phai gidm lidu & nguidi suy gan nhg hodic trung binh,

Dang béo ché ndy chira him lugng khéng thich hop diing cho nguixi suy gan nfing.

Ngeiri suy then:

Khéng can phai giém liéu & ngudri suy thin nhumg thin trong & ngudi suy thin nfing vi kinh
nghiém sir dyng thudc & nhimg bénh nhin ndy con han ché. ‘

Newdi cao tudi (= 63 rudi): Khong cin phii gidm liéu & ngudi cao tudi,

Cich ding:

Esomeprazol khong én dinh trong mdi tnrdmg acid, nén phai uéng thude dudi dang vién

bao tan trong rudt dé khong bj phé hiy & da diy va ting sinh khi dyng. Phdi nudt nguyén

vién thude vai nude, khong duge nghién nho, nhai hofic lim vix vién,

;ang thube trude bira &n it nhat mit gid. C6 thé ding clng thudc khing acid khi cin thiét
gidm daw,

Dang bao ché niy khéng thich hep ding cho nhimg bénh nhin bi khé nudt hofic khing thé

nudit. Chon cée dang bao ché khac phit hop hom cho bénh nhin.

5. CHONG CHI DINH:
Qui min véi esomeprazol hofie cée thube ire ché bom proton khdc, hojic cae diln chit thé
benzimidazol, hode qua min véi bit ky thanh phin no cia thube.
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Khing ding thube déng thixi véi nelfinavir.

6. THAN TRONG VA CANH BAO:
Trude khi diing thubc (e ché bom proton, phii logi trir kha niing ung thyr da déy vi thuc cé
thé che lp trigu chimg, 1dm chjim chin dodn ung thy.
Thén trgng khi ding & ngudi bj bénh gan, ngudi mang thai hodic cho con bi.

Binh nhan diéu tri kéo dai (dge bigt trén | ndm): Nén duge theo ddi thumg xuyén.

Diing esomeprazol kéo dii cé thé gy viém teo dp diy hofic ting nguy co nhidm khudn

(nhu viém phéi mic phai tai cong dong).

B¢nh nhin didu frj theo péu cdu: Nén duge chi diin lién hé vi bdc sTnéu o6 sy thay déi

tinh chdt cian cde trigu chimg,

Diét Helicabacter pylori:

Ciin cin nhic khi ning xay ra tuong tie véi cie thube khic khi ding esomeprazol trong

phic b 3 thubc diét Helicobacter pylori. Clarithromyein 1 thude e ché CYP3IA4 manh,

do d6 cdn luu ¥ ede ching chi dinh va twong tdc thudc cta clarithromycin khi ding

clarithromycin trong phic d 3 thuc cho bénh nhin dang sir dung ddng thii cde thube

chuyén héa qua CYP3A4 nhur cisaprid.

Nhiém trimg dwimg tiéu héa:

Diéu trj véi cde thubc ire ché bom proton c6 thé 1am tang nhe nguy co nhiém tring dudmg

tiéu hda nhu Samonella va Campylobacter.

Cé thé ting nguy co tiéu chiy do Clostridium difficile khi ding cde thube irc ché bom

proton.

Hép thu vitamin B12:

Nhur cée thube khing acid khic, esomeprazol cé thé lim gidm hip thu vitamin BI2

(cyanocobalamin) do tic dyng lim gidm hojic thiéu acid dich vi. Cin cin nhic khi diing

thube cho bénh nhin blgiim dyr trit vitamin B12 hofic ¢6 ede yéu t nguy co lim gidm hip

thu vitamin B12 khi dicu trj kéo dii,

Ha magnesi huyét (c6 hodc khéng cé tridu chimg) hiém khi gap & ngudi bénh ding thude

ﬂcc!;éburn]xom:l kéo dai (it nhit 3 thing hodc trong hiu hét cde trudng hop ding kéo dai

trén | néim),

D ¢4 trudmg hop xay ra ha magnesi huyét niing & nhimg bénh nhin diéu trj véi thube e

ché bom proton nhu esomeprazol trong it nhit 3 thing va trong hiu hét cic trutmg hop

ding kéo dai trén | ndm. Biéu hién nghiém trong cia ha magnesi huyét nhur mét méi, co

cimg, mé sing, co gifit, chéng mit v rdi loan nhip thit c6 thé xdy ra, nhumg cde tridu

chimg ndy c6 thé khdng thé hién rd ring va bi bo qua. & nhimg bénh nhin bj dnh hudmg

ﬂéu nhat, tinh trang ha magnesi huyét cb thé dwge cii thién sau khi ngimg thude vi thay
magnesi,

Ddi voi bénh nhin ¢6 khi ning phii ditu i bang thude irc ché bom proton kéo dai hofic

ding phdi hop digoxin hofic cdc thudc c6 thé giy ha magnesi huyét khic (nhu thube Igi

tiéu), Bée sT didu trj nén tién hinh kiém tra, ddnh gia ndng 40 magnesi huyét trude khi bit

dhiu diéu trj va dinh ky trong qud trinh diéu tri véi ede thube (e ché bom proton, bao gbm

cit esomeprazol,

Nguy ca gdy xuemg:

Khi ding eée thube ire ché bom proton, diic biét khi ding lidu cao vi kéo dii (= | nim), ¢6

thé 1am ting nguy co gly xuong chiu, xuong ¢ tay hofic cit sbng do lofing xwomg, chi yéu

xdy r & ngudi cao twdi hofic ngudi ¢b sin cdc yéu 16 nguy co. Co ché cia hién twgng ndy

chua duge gidi thich, nhumg ¢ thé do gidm hip thu calci khong hoa tan do tang pH da ddy.

Khuyén céo diing liéu thip nhit ¢6 tic dyng trong thixi gian ngdn nhét c6 thé, phii hop véi

tinh trang lm sang. Nhimg bénh nhéin ¢b nguy co gy xuomg do lodng xvong nén ding db

calei v vitamin D, dénh gid tinh trang xueng va quén I theo h din,

Lupus bar dé bén edp a da (SCLE): &
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Thue ire ché bam proton ¢6 lién quan dén tin sult xdy ra khong thutmg xuyén SCLE. Néu
€6 thn thirong xiy n‘dbcﬁéllivﬁnfdatiépxﬁcmtiép vai gnh ndng mjt trin, c6 di kém
dau khép, khuyén cdo bénh nhin dén gdp bic s va cin nhic vige ngung thude cho bénh
nhiin. B¢nh nhiin di c6 tién sir bj SCLE sau khi ding mdt thube trc ché bom proton c6 thé
ting nguy co bi SCLE véi céc thube irc ché bom proton khic.

Dimg phii cde thude khde;

Khéng khuyén cio ding ddng thii esomeprazol vi atazanavir. Néu bit bujc ding déng
thiri phai theo ddi chit chd, ting lidu atazanavir 1én 400 mg phdi hop vé&i 100 mg ritonavir,
khing nén dung esomeprazol qua 20 mg.

Esomeprazol 14 chiit irc ¢hé CYP2C19. Khi bit diu hoje két thic diéu t véi esomeprazol,
cin cén nhilc cic tdc cd thé xdy ra véi cac thube chuyén héa qua CYF2C19, P cb
bio clo tuong tac thuoe xdy ra gilra clopidogrel vi esomeprazol. Cic lién quan lim sing
ciia twong the ndy khong chiic chin. Cin thin trong v6i twomg the nhy, khong khuyén cdo
diing ddng thsi esomeprazol va clopidogrel.

Cée xét nghigm cdn lim sing:

Tang mirc Chromogranin A (CgA) c6 thé gy cin trér cho vige chiin dodn che khdi u thin
kinh nji tiét. D¢ trinh dnh hwdng niy, ngung csomeprazol it nhit 5 ngay tnate khi tién
hinh xét nghiém Cga.

Thiin trong d6i veri td dge magnesi hydroxid

Thudic ¢4 chira esi hydroxyd ghy nhuiin tring, c6 thé din dén ia chay.

Ting magnesi huyét (gdy ha huyét dp, suy gidm tm thin, hon mé), dic bidt thén wong khi
diing cho nguin suy thin,

Dé xa thm tay tré em,

Sir dyng cho phy nir ¢6 thai vi cho con bi:

Thini k¥ mang thai

Chura ¢6 nghién el diy di khi diing esomeprazol & ngudi mang thai. Trén dng vit, chudt
chng tring ubng esomeprazol lidu 280 my ke/ ngdy (gdp 57 lin liéu ding trén ngudi tinh
theo dign tich li miit co thé) va tho ubng lidu 86 mg/ ke/ ngay (gip 35';31 liéu dimg trén
ngudi tinh theo dién tich b miit co thé) khing thiy cé bing chimg vé suy gidm khi ning
sinh sin hofe dje d6i vi thai do esomeprazol. Tuy nhién, chi sit dung esomeprazol trong,
thér ki mang thai khi thit cdn thiét,

Thién ki ¢ho con bi

Chua biét esomeprazol cé bii tiét vio sira hay khéng. Tuy nhién, omeprazol duge phin
phéi vito trong stra me.

Esomeprazol ¢6 khi nang gdy ra cde tie dung khéng mong mudn & tré b mg, vi vily phai
quyét djnh ngimg cho con bi hofic ngimg thude, thy theo thm quan trong ciia vige ding
thubc d6i véi ngudi me,

Kha niing sinh sin

Nghién ciru trén djng vit véi hdn hop racemic cla omeprazol ding dutmg udng khong
thity c6 dnh huimg trén khd néing sinh sén.

Anh hwimg ciia thube d6i véi céing viée (ngudi vin hinh miy moc, nguin dang 14i thu xe,
ngudi lim vige trén cao va céic trudmg hop khic): Esomeprazol dnh huwémg nhe dén kha
niing ldi xe va vin hinh miy mée. Cic tic dyng khdng mong mubn nhi: dau ddu, chéng
mft (it gip), buon ngd, gidm thi lyc (hiém)... Thin trong khi tham gia vio cic hoat dgng
nguy hiém cin sy tinh 40 nhir lm vige trén cao, viin hinh mdy méc hode 14 thu xe.

TUONG TAC CUA THUOC V31 CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
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Dil ¢b bio edo twrong tic xdy ra gida omeprazol véi mt s6 chilt irc ché protease. Thm quan
trgng trén lim sing v ca ché diing sau nhimg twong the ndy hi¢n chira 13, Tiing pH da diy
trong khi diéu tri bing omeprazol'cé thé lim thay déi hip thu ede chif Ge ché prolease, Cic
<o ché ki 6 thé gidi thich cho tuomg the trén li thong qua sy e ché CYP2C19, DA c6
b cdo gidm ndng dd trong huyét thanh cila atazanavir va nelfinavir khi ding ding thei
véi omeprazol, do d6, ¢6 the lim gidm tic dung khéng virus. Khong khuyén céo dimg dhng
thi ede thubc ndy. Do omeprazol vi esomeprazol twong ty vé céc dic tinh dwrge e hoe va
durge ding hoc, khing khuyén edo diing ddng thiri esomeprazol vi atazanavir vé chéng chi
dinh ding déng thiri esomeprazol vi nelfinavir.

Omeprazol (40 mg/ ngdy) lim ting nfing &6 huyét thanh cia saquinavir (phdi hop ritonavir)
80 - 100%. Omeprazol 20 mg/ khéng dnh hudmg sinh khi dyung cia darunavir (phéi
hop ritonavir) hay amprenavir m hop ritonavir). Esomeprazol 20 mg/ngdy khing nh
hudmg sinh kha dyng ela smprenavir (¢6 hofic khdng phbi hop ritonavir), Omeprazol 40
mg/ ngdy khong dnh huémg sinh khi dung ¢ia lopinavir (phéi bop ritonavie),

Methotrexai:

Tang ndng d9 methotrexat & mt vili bénh nhin ki ding dbng thin thube tre ché bom
proton, Cén nhic vige ngung esomeprazol khi chi dinh lidu cao methotrexat cho bénh nliin,
Tacrofimus:

Ting néng 45 trong huyés thanh ciia tacrolimus khi ding dbng théi esomeprazol. Cln tidn
hinh theo ddi chit ché ndng 4§ tacrolimus cm;g nhur theo ddi chire ning thin (Cl) cia
bénh nhin, diéu chinh lidu tacrolimus néu cin thidt

Thudc hdp thu phy thuge p

Us ché tiét acid da diy khi diéu trj véi esomieprazol hoge edc thubc e ché bom proton
I:héco&lhéIi.ml.insholacgiima:ldplhucﬁac&ﬂhuécudwh!plhuphwhch vio pH
cla dg diy. Tang pH da day 1am gidm hip thu mot s6 thude nhu ketoconazel, itraconazol
vi erlotinib vé ting hip thu cla cic thubc nhw digoxin. By tinh cda digoxin hiém khi duoe
bdo cdo, tuy nhién, cin thin trong khi ding lidu cao esomeprazol cho ngudi cao tudi. Theo
dbi chiit chi liéu trinh didu trj vai digoxin,

Thudc diege chuyén hda bot CYP2CI9:

Esomeprazol trc ché CYP2C19, enzym hoa chil yéu cila esomeprazol. Do d6, khi
ding ddng thai esomeprazol véi cée thude chuyén héa boi CYP2CI9 nhur diazepam,
citalopram, imipramin, clomipramin, phenitoin s& lim ting ndng 9 cia cdc thude trén
trong huyét twomg, cé thé cin gidm lidu,

Diazepam: Diing dong théi esomeprazol vi diazepam lim gidm chuyén hoa diazepam vi
ting nong 4 dinzepam trong huyét trong.

Phenytoin: Ding dong thii 40 mg esomeprazol lim ting ndng dé phenytoin trong huyét
twong ciia bénh nhin aaminh. Khuyén cdo theo ddi ndng 49 phenytoin trong huyé% tuomyg

khi biit ddu hoge ngumg di 1ri.b§ngesomprml.
Voriconazol: Omeprazol (40 mg/ ngay) 1am ting Crues vA AUC 1 clia voriconazol lin hugt 14
15% v 1%,

Cilostazal: Dimg déng théri esomeprazol vdi cilostazol lim ting ndng 4 cilostazol va ehir
chuyén hoa c6 hogt tinh cia n, xem xét gidm liéu cilostazol.

Cisaprid: O ngudi tinh nguyén khoe manh, ding ddng thisi véi csomeprazol 40 mg lim
ting AUC vil kéo dii thri gian ban thii ninmg khéng lim 1ing ding k& ndng & dinh trong
buyét wamg ciia cisaprid. P ¢6 bdo edo tie dung kéo dii khodng QT nhe sau khi chi diing
cisaprid v khdng kéo dii hom khi ding cisaprid v&i esomeprazol.

Warfarin: Tang INR v4 théi gian prothrombin khi ding warfarin déng thér véi thube ire
ché bom proton, ¢6 thé gdy chiy miu bit thirémg va tir vong. Theo doi INR va thoi gian
prothrombin lie bit diu va khi két thic didu trj esomeprzol dng thii véi warfarin hode
cée dfin xuiit coumarin khic.

Clopidogrel: Diing cing thude irc ché bom proton lim gidm néng 46 trong huyét tromg cia
cita chit chuyén hoa cd hogt tinh cia clopidogrel lim gidm tic dung klynu tidu chu,
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Ding esomeprazol véi cic thube gdy cim img CYP2C19 vi CYP3A4 nhur rifampin 1am
gidm nong df esomeprazol, tranh dung déng thii.
Nehién ciou edc thude ¢o womg tdc trén ldm sang;
Amoxicillin va quinidin;
Khéng thiy c6 anh hwémg ciia esomeprazol dén duge dong hoe clia amoxicillin, quinidin
trén lam sang,
Naproxen hoge rofecoxib:
Trong cdc nghién ciru ngiin han dénh gia ding déng thési esomeprazol véi naproxen hoiic
rofecoxib khong thiy cé twong téc duge ddng hoe trén lim sing.
Anh huegmg et thude khdic dé I/ ia £so azol:
Thube tee ché CYP2C19 v/ hodc CYP3A4-
Esomeprazol chuyén héa bsi CYP2C19 va CYP3A4. Dimng dbng thdi esomeprazol va mét
thudc ire ché CYP3A4 nhur clarythromycin (500 mg x 2 lan/ ngdy) lam ting gip ddi AUC
cua esomeprazol. Ding dong thdi esomeprazol va clarithromycin lim ting ndng d¢
esomeprazol va 14-hydroxyclarithromycin trong mau.
Ding déng thdi esomeprazol va mt thube irc ché cd CYP2CI9 va CYP3IAM cb thé lam
ting hon gép d6i AUC cua esomeprazol. Voriconazol tic ché CYP2C19 v CYP3A4, lam
tng AUC ciia esomeprazol khodng 280%, xem xét & nhimg bénh nhin dung lidu cao
esomeprazol (240 mg/ ngdy) nhur khi diéu trj hoi chimg Zollinger-Ellison,
Trong nhimg truémg hop niy, viée diéu chinh lidu c6 thé khong cin thiét, Tuy nhién, cin
nhic vige diéu chinh liéu khi ding thudc cho bénh nhan suy gan ning hodc duge chi dinh
diéu tri kéo dai,
Thude cam img CYPZC19 va/ hoge CYP3A4:
Céc thuoc cdm vmg CYP2C19 hodc CYP3A4 hojic ¢i hai (nhwr rifamicin v& St John's wort)
¢ thé lam gidm nong d esomeprazol huyét thanh do lam tang chuyén héa esomeprazol.
Sucralfat: Uc ché hﬁ: thu va lam gidm sinh kha dyng cla thude trc ché bom proton. Ding
céic thudc irc ché bam proton it nhit 30 phit trede khi diing sucralfat

teic liee hoc:
C6 thé ting nguy co hg magnesi huyét khi ding esomeprazol ciing céic thube ciing gay ha
magnesi huyét nhu thube Igi tiéu thiazid, thubc loi tiéu quai. Kiém tra néng o magnesi
huyét trude khi dimng thude it ché bom proton va dinh ki sau d6.
Digoxin: Ha magnesi huyét do diing kéo dai thubc (e ché bom proton lam co tim ting nhay
cdm v6i digoxin, ¢ thé lim ting nguy co dc véi tim ctia digoxin. O nguén bénh dang
ding digoxin, kiém tra néng dg magnesi trute khi bit diu ding thude e ché bom proton
va dinh ky sau do.
Tré em:
Céc nghién ciru twong téc cla esomeprazol chi méi dirge thye hién trén ngudi 1ém.

TAC DGSNG KHONG MONG MUON VA XU TRI:

Nhirc diu, dau bung, tiéu chdy, bubn non vi non 14 nhimg tie dung khong mong muén
thutmg gép nhdt trong cdc thir nghiém 1am sing. Ngodi ra, tinh an toan ciia esomeprazol
tuong ty nhau gitra cic cdng thirc bao ché, chi dinh didu tri, nhém twdi vA quin thé bénh
nhéiin khac nhau. Khéng thy c6 téc dung khong mong muén lién quan dén lidu ndo.

Thuomg gdp, 1/100 < ADR

Thiin kinh: Dau déu

Tiéu hoa: Budn non, ndn, dau bung, tidu chay, tdo bén, diy hoi.

It gap, 171,000 <ADR < 17100

Tém thin: Mét ngu.

Théin kinh: Chodng, budn ngd, dj cim,

Mit: Rbi loan thi gide.

Chuyén hoa v dinh dudmg: Phi ngoai bién,

Tai va dudmg rdi (tai trong): Chong mat. r‘\/
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Tiéu hda: Khé miéng,

Gan - mit: Téng enzym gan

Da vi mb duéi da: Viém da, ngira, phét ban, ndi may day.

Ca - xwong - khop: Lam d& gy xuong chiu, cb tay, cit séng.

Hiém gap, 10,000 <ADR < 1/1,000

Mién d%;h: Phan img qué méin (nhu sot, phit mach, phan img phén v&, sde phin v&).

Tém thin: Kich ddng, trAm cim, 16 1in.

Thén kinh: Réi loan vj gidc.

Miit: Nhin mé.

Ho hip - 1ng ngye - trung thit: Nhiém khudn hé hép, co thit phé quin,

Huyét hoe: Tang bach chu, gidm bach ciu, giam tidu ciu.

Gan - mft: Viém gan c6 hogic khéng kém ving da

Chuyén héa: Ha natri huyét, réi loan chuyén héa porphyrin.

Co - xuomg - khép: Dau khép, dau co.

Da va mé dudi da: Nhay cam énh sdng, rung téc.

Toan thén: Mgt méi, d md hai,

Tiéu héa: Viém miéng, nhiém ndm candida dudng tiéu héa.

Do liam gidm d§ acid cia da diy, cée thube (rc ché bom proton c6 thé lam ting nguy co
nhiém khuéin & duémg tiéu hoa.

Rat hiém gdp, ADR < 1/10,000

Huyét hoe: Giam toan thé huyét chu, mét bach céu hat.

Tém thin: Biéu hién hung tinh, 4o giac.

Gan - méit: Suy chirc néing gan, bénh ndo gan & nhimg ngudi ¢ tién sir bénh gan.

Da va mé dudi da: Hong ban da dang, ban bong nude, hii chimg Stevens-Johnson, hoai tir
biéu bi nhidm dge.

Co - xuong - khép: Yéu co.

Thin - tiét ni¢u: Viém thin ke, da c6 bdo céo mic suy thin déng théi & mét sb bénh nhin.
N9i tiét: Chimg vii to & nam gidi.

Chura rd, chiea c6 dit lidu vé tdn sudt gip ADR

Chuyén héa: Ha magnesi huyét, ha magnesi huyét nghiém trong c6 thé twong quan véi ha
calci huyét. Ha magnesi huyét ciing c6 thé kém ha kali huyér,

Tiéu héa: Viém dai tring vi thé.

Da va md dudi da: Lupus ban dé bén cdp & da.

Thube ¢d thé gdy edc tdc dung khong mong mudn khde. Khuyén cdo bénh ‘nhdn théng bdo
ngay cho béc sy khi gdp phdi cdc tdc dung khéng mong mudn khi dimg thudc.

Huwémg din xir tri ADR:
Phéi ngimg thude khi c6 biéu hié¢n ADR ning.

9. QUA LIEU VA XU TRI:
Chua c6 béio cdo vé qué liéu esomeprazol & ngudi.
Cic triéu chimg duge mo ta & liéu 280 mg bao gom céc trigu chimg tiéu héa vi suy nhuge.
Khéng c6 tai bién xdy ra khi diing liéu 80 mg esomeprazol. Khéng cé thudc giai doc dic
higu cho esomeprazol. Thim tach mdu khéng c6 tic dung ting thai trir thubc vi thude g
nhiéu vio protein. Chii yéu dibu trj triéu chimg va diéu trj h3 trg trong truémg hop qué liéu,
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khéng ding thude qu liéu chi djnh.
Dibu kign bio quin: Noi khé réo, trinh dnh sing, nhiét 46 khéng qua 30°C. .
Han diing ciia thudc: 36 thang ké tir ngay san xuft.
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11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
Sdn xudt 1qi:
CTY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)

Dia chi: L6 M7A, Pudng D17, Khu CN M§ Phuée 1, Phuémg Théi Hoa, Thi xa
Tinh Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

12. NGAE XEM XET SUA POI, CAP NHA -‘ G HUGNG DAN St
THUOC:

DAVIPHARM

PHO GIAM BOC
DS.J%}&%M



