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Ry Thude ndy chi ding theo dom thude
ESOMEPRAZOL 40-MV

Xa tdm fay tré em

Doe ki heedmg din sie dgng tricde khi ding

' elmg chira vi hat bao tan trong rudt chira:
razol (dudi dang vi hat esomeprazol magnesium trihydrat bao tan trong rudt) 40

(* Thanh phdn vi hat esomeprazol magnesium trilydrat bao tan trong rufit gém: Hydroxy propyl
methyl cellulose E-5, Sodium hydroxid, Sugar spheres (%18 to #20), Methacrvlic Acid Copolymer
Dispersion, Tale, Titan dioxyd, Polyethylen glycol 600 (PEG 600), Polysarbat-80),
Logi thube: ESOMEPRAZOL 40-MV chira esomeprazol 1 thube khéng tiét acid da day, thude
nhém thude chdng loét da diy — ruft theo eo ché e ché bom proton.
Chi djnh
ESOMEPRAZOL 40-MV duge chi dinh @& diéu trj trong nhimg treimg hop:
- H{i chimg triio nguge da diy - thye quén,
- Bénh loét dp day - té tring.
- Chira loét dg day - 14 ring 6 nhilm Helicobacter pylori va ngin ngia nguy co t4i phat &
bénh nhin loét da day - ta trang nhiém Helicobacter pylori.
Phbn% ngia va diéu trj loét da ddy enzym - té tring giy ra do thubc khing viém khéng
sterold.
- Tang tiét acid da day, bao gém héi chimg Zollinger-Ellison.
Liéu hrgng v cdch ding
Liéu dimg va thii gian ding thube cho timg truémg hop cy thé theo chi dinh cia Béc sT didu tri. Liéu
ding thong thudmg nhu sau:
Liéu diing cho ngudi Ién trén 18 tudi: . f
Hpi chiing trio nguge dg diy — thie quin: liéu didu trj bénh trio nguge dg Sy e quan c6 x6i [ -
mon thye quén 13 40mg x Ilin/ngdy, ding trong 4 tuin 6 thé kéo dai thém 4 tudn néu bénh nhan |
khéng linh bénh sau 4 tudn diéu trj diu tién.
Trgug truimg hop duy tri hay bénh khéng co tridu chimg x6i mon thye quan, ¢6 thé ding li¢u 20 mg
moi ngay.
Bénh loét da diy —td trang cd Helicobacter pylori: Trong li¢u phap b)) ba két hgp véi amoxicillin va
clarithromyein, liéu thudmg diing 14 20 mg esomeprazol x 2 lan/ ngay trong 7 ngay hode esomeprazol
40 mg x 1 lin /ngdy trong 10 ngay.
= Diéu trj loét do cic thuve NSAID: 20mg x 11in/ngay trong 4-8 tuin. Dy phong loét khi sir dung cic
thube NSAID:20 mg x 11dn/ngay. )
Didu trj hpi chimg Zollinger-Elfison: 40mg x 2 lin/ngdy. Hi¢u chinh theo dip (mg lim sing.
Thuémg bénh nhin kiém sodt bénh & liéu 80-160mg/ngay, chia 2 lin. o
Bénh nhin suy gan: khong cin didu chinh lidu ddi voi bénh nhin suy gan nhe va vira. Liéu —
esomeprazol cho bénh nhin suy gan ning khong qua 20 mg/ngay.
Bgnh mhan suy thin: lidu ding khong cin phai hiéu chinh cho bénh nhin suy thiin. Tuy nhién chira
c6 di lidu vé an toan cia thude trén bénh nhin suy thin ndng nén khang sir dyng thubc trén nhém dbi
trgng ndy.
Ngugi;o tudi: khéng cin didu chinh lidu abi véi ngurdi cao i,
Tré em 12-18 tudi: didu tri hoi chimg trio nguge da diy — thye guin: 40 mg esomeprazol % 1
lin/ngdy, trong 4 tudin. Ligu trinh didu trj thém 4 tuiin nita duge khuyén cdo cho cde bénh nhin viém
thye quan chua duge chita linh hofic nhimg bénh nhin co tri¢u chimg kéo dai dai ding.
Tré em dudi 12 tubi: esomeprazol khong nén duge sir dung & tré em dudi 12 tudi do khong cb dir
lidu lim sang.
Ciich ding
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Udng nguyén vién thube, khong duge nhai hay nghién cée vi hat. Ubng trude bira an (tot nhét 1a tuée
bira &n séng).

Chéng chi djnh:

Min cam vdi esomeprazol, cic benimidazol hoge bét ky thinh phin nao coa thube.

Khang phdi hop véi nelfinavir, atazanavir.

Ci Vil n )
Trude khi ding Lhugi: ire ché bom proton, phii loai trir khi nfing ung thu da diy vi thube ¢6 thé che
1p trigu chimg, lam chim chdn doén ung thr.

Thén trong khi ding & ngud b bénh gan, ngudi mang thai hode cho con bi. .

Dimg esomeprazol kéo dai ¢6 thé giy viém teo da diy hofic tang nguy co nhidm khuin (nhir viém
phéi mic phai tai cdng ddng).

Co thé ting nguy co tidu chity do Clostridium difficife khi ding céic thude irc ché bom proton.

Khi diing eéc thude tre ché bom proton, djc bigt khi dﬁn,z liéu cao va kéo dai (trén 1 ndm), c6 thé lam
ting nguy co giy xuong chéu, xirong cb tay hofic cdt song do long xwong. Co ché cla hién trong
niy chira dirge gii thich, nhumg ¢6 thé do giam hip thu calei khing hoa tan do ting pH da day.
Khuyén cio ding liéu thip nhit cé tic dung trong théi gian ngiin nhét c6 thé, phi hop véi tinh trang
lam sing. Nhimg bénh nhin e6 nguy co gdy xwong do lodng xwong nén ding dii calei va vitamin D,
ddnh gia tinh trang xuwong v tudn thi theo huwémg din cia chuyén gia y té.

Ha magnesi huyét (c6 hofic khéng cé tri¢u chimg) hiém khi gdp & ngudi bénh ding thude (e ché bom
proton kéo dai (it nhét 3 thang hofic trong hiu hfm cée truomg hop ding kéo dai trén 1 ndm).
Esomeprazol c6 thé lam giam sy hiip thu vitamin B12 (cyanocobalamin) do sy gidm tiét acid da day.
Piéu ndy cin duge xem xét thin trong & nhimg bénh nhin cf lugng dy trir vitamin B12 giam hodc
céic yéu té nguy cor lam giam hép thu vitamin B12 khi didu i

Anh huémg dén céc xét nghiém trong phéng thi nghiém: ting ndng do Chromogranin A (CgA) ¢6 thé énh
hwémg dén xét nghigm cdc khdi u thin kinh ndi tiée. BE trdnh sy Anh huémg nay, nén dimg vige didu trj
esomeprazol lai trong it nhit nim ngay tnrde khi do CgA. Néu ngng dj CgA va gastrin khéng trér vé mirc
tham khéo sau lin do ban dfiu, viée do lai phai duge Hip di lp lai 14 ngay sau khi ngimg didu tr thude
ché bom proton,

Do thanh phin vi hat ¢6 chira sucrose nén céc bénh nhin vai cic bénh Iy di truyén hiém gip vé dung
nap galactose, hojic thu kém hip thu glucose-galactose khdng nén diing thuéc niy.

Thén trong khi sir dung cho bénh nhén bj bénh tiéu dwémg.

Sir digg thudc cho phu nir ¢é thai
Th khiing pdy anh hudmg trén sy phdt trién cia bao thai & nguéi va sic vl tuy nhién chi nén
diing thuée cho phuy nit mang thai khi thit cin thidt.

Sir dung thude cho phy nir cho ségn bit

Do khong da di ligu vé sy bai tiét thude vao stta me va dnh hudmg cua thube 1én tré, vi viy khong
nén sir dung esomeprazol trong truémg hop dang cho con bi. Trong trrdmg hop cdn diing thube thi
phai ngung cho con b,

Mmmmmm%

Mgt 50 trudmg hop xay ra tinh trang chong miit, nhire diu, chodng ving khi sir dung esomeprazol, do
dd nén thin trong ding thude trong khi dang 14i xe hay vin hianh may méc.

Tic dung khing mong mudin (ADR)

Thiedmg gap, ADR >1/100

Toan thin: dau diu, chéng mat, ban ngodi da.

Tiéu héa: budn ndn, ndn, dau byng, tidu chiy, tio bén, diy hoi, khd migng.

It gdip, 171000 < ADR < 17100

Toan thin: mét mai, mit ngh, buon ngy, phét ban, ngia, dj cim,

Réi logn thj gide.

Hiém gap, ADR < 1/1000

Toin thin: sét, todt md hdi, phit ngoai bién, mén cim véi dnh séing, rung téc, phan img qui min (bao
gbm may day. phil mach, co thit phé quén, séc phan vg),

Thin kinh trung wong: kich djng, trdm cam, 1 ln, 4o gidc.

Ho hip: nhiém khuén hd hép.
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Huyét hoc: gidm todn thé huyét cdu, ting bach cdu, gidm bach cdu, gidm tiéu ciu.
Gan: ting enzym gan, viém gan, vang da, suy chirc nfing gan.
Tiéu hoa: rbi logn vj gidic, viém miéng.
Chuyén héa: ha magnesi huyét, ha natri huyét, rdi loan chuyén héa porphyrin,
Co xuremg: daw khép, dau co, lodng xuomg, gy xuong.
Tiét nigu: viém thin k&,
N§i tiér: chimg vii to & nam,
Da: ban bong nuée, hdi chimg Stevens-Johnson, hogi tit bidu bi nhidm ddc, viém da,
Do lim gidm @) acid ctia da day, cic thue e ché bom proton c6 thé lam ting nguy co nhim khuén
& duémg tidu hoa.
Hurdng dfin cdch xir tri ADR:
Phéi ngimg thube khi e6 bifu hi¢n ADR niing.
Théng bdo cho Bdc sT nhitng tdc dung khéng mong mudn gip phdi khi siv dung thude,
1
-Esomeprazol &rc ché sy tiét acid, lim ting pH da diy, vi viy thubc co thé nh huémg dén sinh kha
dyng cua mt sb thude hdp thu phy thuge pH nhu: ketoconazol, digoxin, mudi sit.
-Diing ddng thii esomeprazol, clarithromycin va amoxicillin lim ting néng dd esomeprazol va 4-
hydroxyclarithromyein trong mdu.
-Esomeprazol twong tic duge ding hoe véi cic thube chuyén hoa béi hé enzym cytochrom P450
isoenzym CYP2C19 & gan.
-Diing déng théri 30mg esomeprazol vi diazepam lam giam 45% dé thanh thai cia diazepam,
-Esomeprazol c6 thé lam tang nﬁngédﬂn trong méu cia saquinavir va lam gidm ndng d§ ctia nelfinavir
va atazanavir thing qua m{t co ché chua duge xdc dinh 1 ring. Do dé nén xem xét vige giam lidu
saquinavir khi diing chung vén esomeprazol dé triinh cdc tde dung phy 6 thé xay ra ciia saquinavir.
-Esomeprazol lam giam hoat ding cta cic enzym chuyén hoa clopidogrel thanh dang c6 hoat tinh, do
d6 lam gidm hoat tinh cta clopidogrel, vi viy khuyén cdo chi sir dyng két hop hai logi thude nay khi
thit ciin thiér. Sag
-Esomeprazol lim ting néng 4§ cia cilostazol vé cic chit chuyén hoa cia nd. Liéu cilostazol nén S
dirge gidm tir 100 mg hai lan mdi ngdy thinh 50 mg hai lin mdi ngay khi duge ding chung vl ¥ =
esomeprazol. L AL
-Methotrexar: khi diing ciing v&i PPI, néng d0 methotrexat di duge bio cdo ting & mot sb bénh nhand |54 -“;j
Ciin xem xét ding vide diing methotrexat lidu cao véi esomepazol. &
-Tacrolimus: ding ddng thivi v&i esomeprazol 52 lam ting ngng dé racrolimus. Cin gidm sit chijit chd 22
ndng d9 tacrolimus cling nhir chirc ning thin (43 thanh thai creatinin) va didu chinh lidu tacrolimis
néu cin thiér,
-Warfarin: ding dng thixi 40 mg esomeprazol cho bénh rhin ducge diéu trj véi warfarin trong mit
“~ thir nghi¢m 1am sang cho thiy ring thid gian déng mdu déu nfim trong pham vi ¢hip nhin. Tuy nhién,
mﬁm trémg hop c4 bigt chi sd INR tiing cao cd ¥ nghia lim sing dii duoe béo cdo trong qud trinh
ditu trj ddng thii. Khuyén cio nén gidm sét chit cha khi bit diu va két thic vige diéu trj d%ng thisi,
esomeprazol voi warfarin hofic cic din xudt coumarin khic, 4
-Phenytoin: ding dbng thiri 40 mg esomeprazol din dén ting 13% ndng d§ trong huyét twomg cla
phenytoin & bénh nhén djng kinh. I{hu:,rén cdo nén gidm sit chit chE ndng do phenytoin trong huyét:
tuomg khi diéu trj véi esomeprazol. 7 &
~Thude trc ché CYP2CI9 va / hofic CYP3A4: esomeprazol duge chuyén héa boi CYP2CI9. va
CYP3A4. Ding ddng thoi esomeprazol va mét chét @e ché CYP3A4 (nhu clarithromycin) din
ting gdp déi chi sb AUC ciia esomeprazol. Ding theri esomeprazal va mt chét (e ché tong
cila CYP2C19 vi CYP3A4 c6 thé diin dén ting hon gip dbi nong d9 esomeprazol.
-Thude cam tmg CYP2CI9 vt / hode CYPIA4: cim img CYP2C19 hofic CYP3A4 hofic ci hai
(nhu rifampicin) ¢6 thé din dén giam ndng 3 trong huyét thanh esomeprazol béng céch ting sy trao
ddi chit esomeprazol.
Qu liéu vi ciich xir tri
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Chira 6 bdo cio vé qui liéu esomeprazol & ngudd, Hién chira ¢d thude gidi diie dge hidu, trong
truémg hop qud lidu nén diéu trj tri¢u chimg v ding cée bign phap hd trg téng quét, Thim tdch mdu
khong cd tic dyng logi trir thude,

Dic tinh duoe hre hoe

ESOMEPRAZOL 40-MV  chira esomeprazol 14 dgng ding phin S cia omeprazol c6 tic dyng lim
pidm sy tiét acid dg day theo co ché lién két chon loc cao va e ché khong hdi phyc bom proton.
Thube cd di lye ddc hidu véi men H'/K"-ATPase (bom proton) & 1€ bdo vién niém mac da diy. Men
niy kiém sodt giai dogn cudi clia qua trinh tiét acid dich vi. vi thé ESOMEPRAZOL 40-MV (re ché
A qué trinh tiét acid co bin ciing nhur do bt k¥ kich thich ndo,

Biic tinh dwge d

Hep thu: Esomeprazol durge hip thu nhanh sau khi ubng, nbng d¢ dinh trong huyét wong dat duge
sau 1-2 gidr. Sinh kha dung cia esomeprazol ting 1én theo li¢u ding va khi ding nhiic lai, dat khodng
68% khi diing lidu 20 mg va 89% khi ding lidu 40 mg. Thire &in lam chdm va gidm s hip thu, dign
tich dudi dwimg cong (AUC) sau khi udng 1 li¢u duy nhit 40 mg vao bita &n so véi e d6i gidm tix
33 = 53%. Vi viiy udng Esomeprazo| | giér tnrde bita fn.

Phiin bﬁ Khoing 97% esomeprazol giin két vii protein huyét tuong.

Chuyén hoa: esomeprazol duge chuyén héa ring rdi & gan nhir hé thing cytochrom P450 isoenzym
CYP2C19 thinh cdc diin chit hydroxy va demethyl khéng hoat tinh. Phén con lai chuyén héa qua
isoenzym CYP3A4 thanh esomeprazol sulfon. Khi ding nhic lai, chuyén héa bude diu qua gan vi dd
thanh théi cta thude gidm b the do isoenzym CYP2C1Y b ire che. Tuy nhién khéng 6 hién tugng
tich 1y khi ding ngay | lin. O mdt sb ngudi chiu A (15-20%) vi thicu isoenzym CYP2C19 do di
truyén nén lam chim sir chuyén hoa Esomeprazol, diin dén AUC ting Ién 2 lin so véi nguii 6 di

Thai trie: Thiri gian ban thii cia esomeprazol khodng 1 - 1,5 gjh._kbw lidu ubng duge thii
trir dudi dang cde chit chuyén hda khong hoat tinh trong nude tieu, phan con lai thai trir qua phiin,
Dhrdvi 1% chat me duge thai trir trong nueée titu, O nguin suy gan ning, gid trj AUC é& tinh trang én
dinh cao hom 2-3 lin so véi ngwin 6 chirc niing pan binh thudmg, nén phai gidm lidu cho cic dbi
tugmg nay vi khing nén ding qua 20 mg mdi ngay.

Dirge dong hoe & ngurdv dudi 18 wdi chim duge nghign cin,

Dang trinh bay:

Hip 03 vi x 10 vién nang cimg

Tiéu chudn: Tiéu chuﬁ_n co sl )

Han ding: 36 thing ke tir ngay sin xuit,

Bio guin:

Béo quin thude & noi kho thodng, nhiét 4§ dudi 30°C, tranh 4nh séng.

Nhi sin xuft:

CONG TY TNHH US PHARMA USA

Bia chi ;: Lé B1- 10, Duémg D2, KON Tiy Bic Ca Chi, TP.Ha Chi Minh

Mopi thic mdc va théng tin chi tiét, xin lién hi vé sé dign thogi 028 37908860 — 028 37908861,
Fax: 028 37908856

TUQ.CUC TRUGNG
PTRUONG PHONG

Mg N ik
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