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- HQp 3 vi x 10 vi6n n6n bao phim tan trong ruQt.
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HU oNG oAN srl nyNc rHuoc cHo NGLIoT BENH

Rx
ESORAGTMS4O

Thuiic bdn theo do'n

Doc kf hufng d6n sir tlgng trurfc khi dtng
D6 xa tim tay tr6 em

Thdng b6o ngay cho bdc si ho[c dugc s] nhfrng tric dgng khdng mong mu5n g{p phni khi sir dgng thuiic
Khdng dtng thu5c qui thli hqn sfr dgng ghi tr6n nhfln

t1

Thinh phin: M5i vien n6n bao phim tan trong ru6t chfa:

Esomeprazol magnesi trihydrat tuong clucrng Esomeprazol
Til duo-c vd . . .

. .40 mg

..1vi€n
(Microcrystallin cellulose ll2, Low-substituted hydroxypropyl cellulose, Magnesi oxid, Tablettose 80,
Colloidal silicon dioxid, Natri stearyl fumarat, Methacrylic acid copolymer, Hydioxypropyl methylcellulose
606, PovidonK64, Diethyl phthalat, Polyethylen glycol 4000, Titan dioxid, Talc, polyeihylen glycol 6000,
Polysorbat 80, Oxid sat aO;.

MO tn sin phAm:

Vi6n n6n ddi, bao phim tan trong ruQt, mhu h6ng, m6t mdt tron, mQt m{t c6 gach ngang, kfch thu6c 17,5
mmx8mm.

Quy cich tt6ng g6i: Ep vi nh6m-nh6m, vi 10 vi6n, hQp 03 vi.

Thuiic dtng cho bQnh gi:

Esoragim 40 chr?a Esomeprazol, m6t ch6t t?c ch6 bom proton ldm gi6m su bdi ti6t acid da ddy.
Esoragim 40 iluo. c sfr dpng Oe ai6u tri trong c5c trudng hop sau:

Ngtnti l6n:
BCnh trdo ngugc.da 9aV - thgc quin n5ng. Ddy ld mQt chfng b6nh trong d6 acid tir da ddy di ngugc trd vdo
thgc quin (6ng n6i cd hgng vd dp ddy) g6y dau, vi6m vi g n6ng.

Lo6t dg ddy - ti trdng do b! nhi6m vi khuAn Helicobacter pylori. N6u b4n b! trucrng hgp niry, b6c s! c6 th6
k€ don thu6c kh6ng sinh tl6 <li6u tri nhi6m trung vh girip cho c6c v6t lodt mau ldnh.

Esoragim40 cfing c6 th6 <lugc sft dgng di5 ngln ngta vi6m lo6t d4 ddy - t6 trdng n6u bpn <lang dtng NSAID
(thu6c ch6ng vi6m kh6ng steroid).

Qu6 nhi6u axit trong da ddy gdy rabdi mQt sg ph6t tri6n trong tuy6n tgy (hQi chfng Zollinger-Ellison).
Tri em tti l2 tu6i tut lAn:

BQnh trdo ngugc da ddy - thyc quin c6 vi€m thpc quAn.

NGn dtrng thudc niy nhu th5 niro vi li6u lugng:

Cdch dtng: Uting thu6c it nhdt I gid tru6c bfia in vir n6n nutit nguy6n vi€n thudc v6i nu6c, kh6ng tluo. c
nhai hay nghidn nrlt.

Lidu dtrng:

Liiu dimg cho ngrdi l6n:
OC Aieu tri benh trdo ngugc da ddy - thgc quAn n{ng c6 vi6m thgc qu6n: I vi€n, 1 lAn/ngdy, trong thdi gian
ttr 4 cl6n 8 tuin. N6u t6n thuong chua ldnh hoic v6n con triQu ch[mg, b6c s] c6 thti cho b4n dtng li6u tuong
tq th6m 4 d6n 8 tuAn nfra. Trudng hgp n{ng, br{c s} c6 th€ t6ng li6u cho b4n l€n 80 mg/ngdy chia 2 lin.
OC Oieu trl lodt da diy - t6 treng do nhiSm Helicobacter pylori: li6u thuong dtng ld I vi6n, I lin/ngdy trong
l0 ngdy. B6c s! cfrng sE cho b4n dung thu6c kh6ng sinh nhu amoxicilin vd clarithromycin.

D6 vi€m lo6t t6 neu NSAID vlem
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vi6n, I I ngey

Oe AiCu tri qu5 nhiriu axit trong d4 dny gdy ra bdi mQt sg phrlt tri6n trong tuy6n tuy (h$i chring Zollinger-
Ellison):

- Lidu khuytin c5o lh l vi6n/l6n x 2 lArVngdy.

- B6c s! sE diAu chinh li6u tty thuQc vdo tirng c6 th6 vh mtic clQ ting ti6t acid cta dich da ddy.

Ddi nrqg ilqc biet:

N6u ban c6 vAn dA v6 gan nghiCm trgng, b6c s! c6 thii cho b4n mQt li6u th6p hon vd li6u niy kh6ng qu620
mg/ngAy.

Trud'ng hgp b4n bi suy thin hodc tu6i cao thi b6c s! khdng cAn diAu chinh liiru cho ban.

Liiu dilng cho tri em> l2 tuiji:
OC aleu tri benh trdo ngugc dp ddy - thpc quin c6 vi6m thyc quin: I vi€n, 1 lAn/ngAy trong thd'i gian 4 tuAn.

Nt5u t6n thuong chua linh hoflc vin cdn triQu chfng, b6c s! c6 th6 cho ban dung liAu tuong tg th6r14 di5n 8

tudn n[a. \
Khi ndo kh6ng non dtrng thudc nhy: \'-

N6u ban bi dl fng vdi thu6c fc ch6 bo-m proton (vi du pantoprazol, lansoprazol, rabeprazol, omeprazol) hay
bat ki thdnh ph0n ndo cta thu6c.

N6u ban dang dtng v6i mQt lopi thu6c c6 chria nelfinavir hoic atazanavir (duo. c sri dung OC ai6u tri nhiSm

Hrv).

NGn trinh dirng nhfrng thuiic hoic thr;c phAm gi khi tlang sfr dgng thudc niry:

tl6y th6ng b6o cho b5c s! ho{c dugc s} cfia b4n n6u b4n <lang ding b6t cf loqi thu6c ndo sau d6y:

- Atazanavir vd nelfinavir (dugc st dqng Ae AlCu tr! nhi6m HIV).
- Tacrolimus (c6y gh6p co- quan)

- Methotrexat (mQt lopi thut5c h6a trl li6u srlr dung 6' lidu cao AC ai€u tri ung thu): N6u bgn dtng li6u cao
methotrexat, b6c s! cria bqn c6 thiS cho ban tgm thdi dirng u6ng esomeprazol.

- Ketoconazol, itraconazol ho{c voriconazol (duqc sri' dgng Ae aieu tri c6c benh nhi6m trung g6y ra bdi
m6t loai n6rn).

- Erlotinib (dugc sri dung cl6 <li6u tri ung thu).
- Diazepatn (<luoc sri dgng AC OiCu tri lo du, gi6n co ho{c trong <lQng kinh).
- Citalopram, imipramin ho[c clomipramin (tluqc su dgng aC ai6u tri trdm cim).
- Phenytoin (duo. c sri dpng trong dQng kinh): Ntiu b4n dang dtng phenytoin, b6c s! sE cAn phii giSm s6t

b4n khi U6t AAu hay ngung cti6u tri v6i esomeprazol.

- Thu6c dugc st'dung <lti ldm lo6ng m6u cfra b4n, ching h4n nhu warfarin: B6c s! s€ cin phii gi6m s6t b4n
khi bpn Uit aAu ho4c ngirng u6ng esomeprazol.

Clopidogrel(<luqc srlr dgng di5 ngSn ngira cgc m6u <l6ng).

- Cilostazol (dugc st dgng a6 Oieu tri tlau cSch li6n tgc - mQt co-n dau d chin cria ban khi ban <li bQ tluo. c
g|y raboi mQt ngutin cung c6p m6u kh6ng tlu).

- Cisaprid (st'dsng cho chfi'ng kh6 ti€u vd o n6ng).
- Digoxin (sri dung cho cdc v6n <tC ve tm;.
- Rifampicin (duoc sri dqng aC ai6u tribQnh lao).

- N6u bqc s! k6 tlon thu6c kh6ng sinh amoxicillin vd clarithromycin cfing nhu esomep razol dO cli6u tri lo6t
do nhi6m Helicobacter pylori, b4n phii th6ng b6o cho b5c s! vG c6c loai thu6c khic md b4n tlang dirng
va dteu nay rat quan trgng.

Tdc dgng kh6ng mong mu5n (ADR):

Cfrng nhu tiit.cicitc thu6c kh6c, esomeprazol c6 th6 gdy ra nhidu trlc dung rrgoai y m{c du khdng phii rnoi
nguor oeu mac phat.

D6n rtgay co' sd y t6 gAn nh6t nt5u ban gip phni b6t kj, d6u hiQu ddu ti6n nio sau d6y cira di ring vd s6c phin
v6: ph6t ban; kh6 thd; sung m[t, m6i, lu6'i, hodc hong.

Ngung dtng esomeprazol vi tham vlin brlc s! ngay n6u cric triQu ch[rrrg sau ddy xu6t hiCn:

T'hrong gdp, ADR> 11100:
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ToAn thdn: Dau ch6ng m{t, ban ngoAi da.

- Ti6u h6a: Bu6n n6n, n6n, dau bgng, ti6u chiy, t6o b6n, <liy ho-i, kh6 rniQng.

it Sqp, 1/1000 < ADR < l/100:
- ToAn th6n: MQt m6i, m6t ngri, budn ngil, ph6t ban, ngfra.

- ROi lo4n thi gi6c.

Hiilm gfip, ADR < 1/1000:

- ToAn th6n: Sl5t, d6 mO h6i, phi ngoai bi€n, m6n cim v6'i 6nh s6ng, ph6n rlrng qu6 m6n (rndy tlay, phir
m4ch, co thit ph6 qu6n, s6c phAn vQ).

- ThAn kinh trung uo'ng: Kich dQng, trAm cim, hi l6n c6 h6i phgc, 6o gi6c d nguoi bQnh n{ng.
- Huyi5t hgc: Chring m6t bach cAu h4t, gidm b4ch cAu, gi6m titiu ciu.
- Gan: Tdng enzym gan, vi0m gan, vdng da, suy chfrc ndng gan.

- Ti6u h6a: R6i loan vi gi6c.

- Co'xuong: Dau kh6'p, dau co.

- fi6t ni6u: Vi€m thfln k6.

- Da: Ban bong nu6'c, hQi chrlng Stevens-Johnson, hoai tir bi6u bi nhi6m d6c, vi€m da

CAn lirm gi khi mQt lffn qu6n kh6ng dtrng thuiic:

U6ng_li€u b! qu6n ngay hic nh6 ra. N6u li6u tt6 gdn v6i lAn dtrng thu6c ti6p theo, b6 qua li6u bl qu€n vi ti{ip
tqc u6ng thu6c theo tl0ng tho'i gian qui ilinh. Khdng dtrng 2 lidu ctng hic. Kh6ng thay d6i li6u hoac ngung
thudc.

CAn bio quin thudc niry nhu th6 nio:

o6 O'nnipt <lQ du6'i 300C, tr6nh 6m vd 6nh s6ng.

Kh6ng clugc dtng thutic qu6 han dtng cluo. c ghi trdn nhdn.

Thu6c ph6i cluo. c bAo quin d noi xa tim v6'i cfra trd em

Nhfrng d6u hiQu vir triQu chrfrng khi dtng thuSc qu{ lidu:

Chtra c6 b6o c6o vd qu6 lidu esomeprazol6'ngud'i.

CAn phii lim gi khi di,rng thu6c qui li6u khuy6n c6o:

Nginrg dtrng thu6c.

Goi cho bdc s! hay dugc s! cira b4n ho{c rltin ccr so y t6 gAn nh6t.

Nhfrng tlidu cAn thin trgng khi tltng thu5c niy:

Cic tinh trSng cAn thfn trgng:

Tru6c khi cho b4n dtng esomeprazol, b6c s! cfia bqn phii loai trir khi ndng b4n bi ung thu d4 ddy vi thu6c
c6 thd che l6p c6c triQu chfrng, Idm chim chAn doSn ung thu.

N6u ban c6 v6n <16 vA gan nghidm trgng, b6c s! cfra bqn sE phii giirn li6u cho bqn.

N6u ban du6'i l8 tu6i, b6c s! cfra bpn se gi6m s6t b4n cAn trgng.

N6u b4n cltng esomeprazol ddi h4n (dac biet lA lron rnQt ndm), b4n c6 thC gap nhimg nguy co'sau:

- Vi€m teo d4 ddy, tdng nguy co nhi6m khuAn duong ti€u h6a, nguy co ti6u chiy. N6u bqn gap bdt ki trieu
chfrng ndo b6t thudng vO ti6u h6a, phii th6ng b6o v6'i b6c s] cta b4n cirng s6m cdng t6t.

- TIng nguy co'giy xuong chfu, xuong 
"6 

tuy ho{c cQt s6ng do lodng xucrng. Hdy th6ng b5o c6 b6c s} cta
ban biiit n6u barl bi lodng xuo-ng ho{c dang dirng corticosteroid.

- Vi6m th6n ke . N6u b4n gap kh6 khdn trong viQc eli tii5u, phdi th6ng b6o ngay v6'i b6c s! cfra b4n.

- N6u bqn dtng esomeprazol trong hon ba thdng, b4n c6 the bi giem magnesi trong m6u. Bi6u hiqn cira
gi6m magnesi trong mdu nghiCm trgng nhu rnQt m6i, co c['ng co, mC sing, co gipt, ch6ng m[t vd r6i lo4n
nhlp th6t c6 th,5 xAy ra nhung nhfrng biiSu hiQn nAy c6 the bit diu 0m thAm vd bi bo qua. N6u xiy ra b6t
kj, nhfl'ng triQu chfrng niry, hdy thdng b6o cho b6c s! cfra b4n ngay l{p tri'c. B6c s! cira b4n c6 th6 cho bqn

thUc hi€n c6c x6t nghiQm m6u thudng xuydn dtl theo d6i lugng magnesi trong m6u.

- Gi6m h6p thp vitamin Brz. Khi tli€u tri l6u dii, b6c s! cfra b4n s€ gi6m s6t b4n cAn trong n6u ban c6 v5n
cl6 vC gidm h6p thp vitamin Brz.

(
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C6c khuy6n c6o rltng thuiic cho phg nfi'c6 thai vi cho con bri:

T'hdi ki mang thai:

Chi sil dpng esomeprazol khi thQt cAn thi6t trong ttrd'i kj' mang thai vA phii duo. c sy chi dinh cria b6c s!.

T'hrii kl cho con bfi:

Esomeprazol c6 khi ning gdy ra c6c t6c dgng kh6ng ,.,rong ,nr,5t", nghiCrr trgng 6'trd bir rng,

ngirng cho con bri ho[c ngirng thudc.

Tic tlQng cfra thuSc tl6n khi nlng l6i xe vi vfn hinh mdy m6c:

Chua ghi nhf,n thu6c c6 t6c tlQng ndo dnh htr6ng d6n ngud'i I6i xe vd vfln hdnh m6y m6c, tuy nh

thu6c i6 th6 gdy t5c dqng phg dau dAu, ch6ng ,rr4t, bu6n ng[r, r6i loqn thi giric. Niiu bi inh hu6n

ndn l6i xe hay v{n hdnh m6y m6c.

Khi nio cin tham v6n bic si, ducr. c si:

N6i cho b6c s! cta ban Uiet n6u ban bi di img v6'i thur5c f'c chi5 bcrm proton (vi dp pantopmzol, lansoprazol,

rabeprazol, omeprazol), UAt ty loai thu6c ndo hay U6t ty thdnh phin ndo cria thu6c.

Trong thd'i gian dtng thu6c, cAn tharn v6n bric s!, dugc sy n6u c6 b6t k) d6u hiQu hay triQu chri'ng cfra c6c

t6c dpng khdng mong mu6n.

N6u ban dang mang thai hoflc chuAn b! c6 thai ho[c dang cho con bir: CAn thpn trgng khi ding thu6c vd n6n

tham vAn b6c s! di3 duo.'c hu6ng d5n dtng thu6c an tohn.

N6i 16 tinh tr4ng bQnh U v6'i bdc s! n6u b4n c6 v6n d6 uA gan, thfn, lodng xuo-ng, bi magnesi trong m6u

ttrAp, ung thu da cldy ho4c c6 v6n dA vC giim h6p thp vitamin Brz.

N6i cho bic s! cira b4n bi6t ni5u b4n tlang srlr dgng lo4i thuSc kh6c, bao g6m ci thu6c k€ do-n vd kh6ng kC

don, thu6c tiL duoc lieu hoic thu'c ph6m chfic ndng.

Ntlu cAn th€rn th6ng tin xin hoi f kitin b5c s! ho{c duo.c s!.

H4n rlirng cfra thuSc: 24 thAngk6 tn'ngdy sin xu6t.

vi v4y hoflc

i6n nOn luu f
khdng,g,.ban

"N

( lin g t;q' .O P I)rrgc plrii nr,\ginrr:rplrlrur
l7 \;ruydn'['hiri llpe , P. ]1i lJirrlr. l'l). Louli Xrryi'rt. Arr (iilrrg.
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Ngil' xem x6t sri'a d6i, c6p nhit lgi nQi dung hu6ng d6n sri' dgng thuiic z ...1 ...1

HI.IONG OAN STI DUNG THUOC CHO CAN BO Y TE

C{c tl{c tinh duo. c lg'c hgc, tlugc tlQng hgc:

Cic tlflc tinh dugc lg'c hgc:

Esomeprazol ld dang ddng ph6n S c[ra omeprazol, duo-c dirng tuo-ng tg'nlru omeprazol trong <liAu tri lo6t da
ddy - t6 trdng, b6nh trio ngugc da ddy - thpc quAn vd hQi chfing Zollinger - Ellison.
Esomeprazol ld rnQt ch6t r:rc ch6 bom proton ldrn gidm su bdi ti6t acid da ddy bing c6ch gdn v6'i II*^(n-
ATPase (cdn ggi ld bom proton) d t6 bao thdnh cria da dAy, lAm b6t hoat hQ th6ng enzym nAy, ngln cin bu6'c

i.
cudi cirng cua s1r bai tiCt acid hydrocloric vho long da dAy. Vi v4y esomeprazol c6 t6c dung ['c ch6 da diy
ti6t luo. ng acid co- b6n vi ci khi b! kich thich do U6t t<y t6c nhin ndo. Thu6c tric dqng rnanh k6o ddi.

Tac dpng l€n st1 fiAt acicl dich vi
Sau khi dinig I gio. Sau khi
dtng sau khi kich thich
bin

lnp lai I
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Sau 5 ngdy dtng esomeprazol 20mg vir 40rng, d0 pH trong da ddy > 4 <16 dugc duy tri trong thd'i
gian trung binh tuo-ng ring ld 13 vA 17 gid'trong vt:ng24 gid'6'bQnh nhdn trdo ngugc da ddy thuc qudn c6
triQu chirng. Ti l0 benh nltdn duy tri ct6 pH trong d4 dity > 4 tOi ttri6u trong 8, 12 vd 16 gio tuong rlrng Id
760 ,54yo vd24o/o A6i vO'i esomeprazol 20mg vit97Yo,92Yo vir 56% d6i v6i esomeprazol 40 mg.
Khi dtrng AUC nhrL ld m6t tham s6 clai diQn cho n6ng d6 thudc trong huy6t tuo'ng, ngud'i ta <15 chrlrng minh
duo.'c c6 m6i lien hd giira sr,r frc chti ti6t acid v6'i n6ng d6 thutic vd thd'i gian ti6p xr1c. 

^ I
Cic tl{c tinh rlugc tlQng hgc: |!'0
Esomeprazol dugc h6p thu nhanh sau khi u6ng, d4t ndng dO cao nhAt trong huyiit tuong sau l-2 gio'. Sinh
khd dyng c[ra esomeprazol tlng l6n theo li€u dirng vir khi dtng nhic l4i, d4t khoing 68% khi dtng li6u 20
mg vd 89% khi dtng li6u 40 mg. Thric dn ldm ch4rn vA llm gi6rn h6p thu esomeprazol, diQn tich du6'i dudlg
cong (AUC) sau khi u6ng I lidu duy nh6t esomep raml 40 nrg viro bira 6n so v6'i lirc tl6i giArn tir T% d6n
53o/o. Do <16 ph6i u6r.,g eso,reprazol it nh6t I gio'tru6'c bfi'a 6n. Khodng 97Yo esotneprazol g6n vdo protein
huy6t tu'o-ng. thd ticn ph6n bO khi n6ng d0 thutic 6n dinh 6 ngud'i tinh nguyQn kh6e rnanh le l6 lit.
Thu6c chuyl5n h6a chil ytiu 6' gan nhd isoenzym CYP}C|I, hQ enzym cytochrom P 450 thdnh cdc ch6t
chuyi5n h6a hydroxy vh desmethyl khdng cdn ho4t tfnh. PhAn cdn l4i dugc chuyi5n h6a qua isoenz.ym
CYP3A4 thdnli esortreprazol sulfon. Khi dirng nhic l4i, chLry6n h6a bu6c <lAu qua gan vir dd thanh thii crha

thu5c giirn, c6 th6 do isoenzym CYP2Clg bi rtc chti. Tuy nhi6n, kh6ng c6 hiQn tuo.ng tich liry thudc khi
dirng m5i ngdy I lAn.

Tho'i gian b5n th6i trong huy6t tuong khoAng 1,3 gid'. Kho6ng 80% li€u r.r5ng duo.c thii trtr du6'i d4ng c6c
ch6t chuy6n h6a kh6ng c6 ho4t tfnh trong nu6'c ti6u, phAn cdn lai dugc thdi tril trong phAn. Du'6i I % ch6t rne

duo. c thii trir trong nu6'c ti6u.

Cic nh6m bQnh nhfln ilflc biQt

Ngtrdi chuyin h6a kdm qua enzynx CYP2C19:

Khodng 2,g + 1,5% bQnh nhdn kh6ng c6 men ch[rc ndng CYP2Clg vd <lugc ggi Id nh6rn ngud'i chuy6n h6a
kdm. O circ ch nlr6n nAy, sg chuy6n tr5a cfia esorneprazol c6 16 chfi y6u du-o.c xfrc tdc b6'i CYP3A4. Sau khi
dtng li6u lap lai esomeprazol 40mg, I lAn/ngiy, AUC trung binh 6'ngud'i chuyi5n h6a k6m cao ho'n khoing
100% so v6'i bQnh nhdn c6 men ch[rc ndng CYP2Clg (nh6rn ngudi chuy,Sn h6a tnqnh). N6ng dQ dinh trung
binh trong huy6t tuong tdng khoing 60%. Nhirng ghi nh4n niy kh6ng inh htr6ng li6u d[ng esomeprazol.

Ngrdi cao tudi:
Sg chuy6n h6a cta esomeprazol kh6ng thay tt6i d6ng kO 6'bqnh nhdn cao tu6i (71-80 tu6i).

Ngtrdi suy gitnn chrTc ndng gan:

Sg chuyiSn h6a cfra esorneprazol c6 th6 b! suy gi6rn 6' bQnh nhdn rdi lo4n chtlc ndng gan ttr nhg d6n trung
binh. T6c dd chuy6n h6a giirn d b6nh nhAn r6i loan chfrc nlng gan n{ng, din d6n ldrn tlng giip ddi AUC cria

esomeprazol. Vi vfy, kh6ng dtng qu5 li6u tdi da 20 mg o bQnh nhdn r6i loan chfrc. ndng gan n{ng.
Esomeprazol holc cic ch6t cl,uyen h6a chfnh kh6ng c6 khuynh huong tich liry khi dirng I lAn/ngiy.

Ngrdi suy gidm chtic ndng thQn:

Chua c6 nghiCn c[ru ndo duo. c thg'c hiQn tr€n bQnh nh6n giirn chfic nlng th4n. Vi thdn chlu tr6ch nhiQm

trong viQc bei ti6t c6c ch6t chuy6n h6a ctia esomeprazol nhung kh6ng chiu trSch nhiQm cho sg rldo thdi

tnu6"c ariO'l dqng khdng d6i, nguOi ta cho ld sp chuy6n h6a cta esomeprazol kh6ng thay ddi 6'benh nhdn suy

gi6rn chfc nlng th{n.
Trd em til 12-tB tu6i:

Sau khi sir dpng li6u l[p lai 20mg vd 40mg esomeprazol, t6ng n6ng dQ v]r thdi gian tii5p xirc (AUC) ve thdi

tian dat ndng O6 tOi aa trong huyZt tuo'ng (t,*J 6 irt: 12-18 tu6i tuong tp nhu 6'ngud'i l6n ddi v6'i cA hai liAu

esomeprazol.

Chi tlinh,lidu rltng, cfch dirng, chiing chi illnh:

Chi tt!nh:

Nguoi /&z: Thudc nAy chi<linh cho ciic trud'ng hgp sau:

Lo6t da ddy - t6 tring.
B6nlr trdo nguo. c da dAy - thgc quin n{ng (vi6m thgc qu6n trgt xu6'c, lo6t hoic thdt hqp ilugc x6c tlinh blttg
nQi soi).

D1r phdng lo6t d4 dAy - t6 trirng clo dtng thu5c chdng vi6m khdng steroid.
ph6i ho.'p v6'i liQu phip hop lli kh6c ae aiet Helicobacter pylori.
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RCnh ly t6ng acid bao hOi ch[rng Zollinger - Ellison.

Tri! ent ti 12 tuiii ffd'l€n:
Thudc ndy dtng <li6u tri b6nh trdo ngugc da ddy - tl.rpc quin c6 vi6m thq'c qu6n.

Cich dirng:

U6ng thudc it nh6t I gid'tru6'c biia 5n vir n6n nu5t nguy€n vi€n thu6c v6'i nu6c, kh6ng duo. c nhai hay nghidn
ndt.

Lidu dirng:

Liiu dimg cho ngrrdi l6n:
Di6u tri bQnh trdo nguo. c da ddy - thpc quin ndng c6 vi6rn thpc qu6n: I vi6n, 1 lin/ngdy, trong thd'i gian ttr 4
d6n 8 tuAn, c6 thlS u6ng th6m 4 d(in 8 tuin nira n6u t6n tlruong chua liAn. Trudrrg ho. p n{ng c6 thi5 tdng liOu

16n 80 rng/ngiy chia 2 lin.
DiAu tri lo6t d4 dny - t6 trhng do nhi6rn Helicobacter pylori (phdi ho.'p v6'i liQu ph6p ha-p li
kh6c): Esomeprazol ld mQt thlnh phAn trong ph6c OO AiAu tr! ctng v6'i kh6ng sinh, vi dp ph6c aO : tnuOc
(ctng v6i amoxicilin vd clarithromycin), li6u thudng dirng ld I vi€n, I lAn/ngdy trong 10 ngdy, (Arnoxicillin
lgllin x 2 lin/ngdy vd clarithromycin 500 mg/lin x 2 lAn/ngiy trong l0 ngny).

Dp phdng lo6t da diy o ngud'i c6 nguy co cao vC Uien chfmg 6' dA ddy - t6 trdng, nhung c6 y€u cAu phii ti6p
tgc cli6u tri bing thu6c chi5ng vi€m kh6ng steroid: 1 vi€n, I lAn/ngdy.

DiAu tri hQi chfng Zollinger - Ellison: lty theo timg c5 th6 vd mf'c d.0 tdng tiiit acid cta dich da ddy. Li6u
kh6i dAu khuy6n c6o ld 1 vi€n/lAn x 2 lin/ngdy. Sau d6 di6u chinh li6u khi cAn thit5t. Da s6 ngud'i bQnh c6
ttr0 kiOm soiit duo. c bQnh 6'li6u 80-160 mg mdi ngdy. V6i li6u tr6n 80 mg mdi ngiy, li6u dtrng n6n duo-c chia
2 lAn/ ngdy.

Diii tup'ng ddc bi€r:

BQnh nh6n suy gan: O bQnh nhdn suy gan n{ng kh6ng dirng qu6 liAu 20 rng/ngdy. OOi vOi b6nh nhAn suy
gan nhg vir trung binh kh6ng cin giirn li6u.
Ngud'i suy thf,n vd ngud'i cao tu6i: Kh6ng c6n tli6u chinh lidu.

Liiu dimg cho trd em> l2 n6i:
Ei6u tri b€nh trdo nguo. c tla cldy - thq'c quin c6 vi6rn thr.rc quin: I vi6n, I lAn/ngiy trong 4 tuAn, c6 th6 udng
th0rn 4 tuAn nira n6u vi€rn thgc qr"rArr chua linh ho{c vilr cdn tri6u chring.

Ch6ng chi tllnh:

Qu6 min v6'i esomeprazol, c6c thu6c ri'c ch6 bom proton ho.lc v6'i U6t t1i thdnh phAn ndo cria thu5c.
I(hdng phdi ho.'p v6'i nelfinavir, atazanavi.

C{c tru'd'ng hop thffn trgng khi dirng thuiic:

Cr{c tinh tr4ng cAn thfln trgng:

Tru'6c khi cho nguo'i bQnh dtlg esomeprazol pliii loai tril' khi ndng ung thu d4 diy vi thudc c6 th6 che l6p
c6c tri6u clrfng, lim ch6rn chAn do6n ung thu.

Than trqng khi dirng 6'ngud'i bi bcnh gan, ngud'i mang thai holc cho con b[.
ThAn trong khi dtng cho tr6 ern du6'i l8 tu6i vi ilQ an toin vi hi6u qu6 chua dtro-c x6c rlinh.
T'lr6n trgng v6i nhflng ngud'i b€nh ding esomeprazol dii han (d[c biQt ld nhfrng nguo'i di6u tr! hcrn m6t ndrn)
do c6 thiS gdp nhiurg nguy co sau:

Vi6m teo da ddy.

Nhi6m khu6n dudrrg ti6u h6a: Ei6u tri bing thu6c rjrc ch6 borrr proton c6 th6 ldm tdng nguy co'nhi6rn khuAn
dtrdng ti6u h6a (thi ds nhi6nr Salmonella, Canryylobucte); cd thi5 tang nguy co tiei Jriy do Clostricliunt
difficile.
Nguy co' g6y xuong: Thudc [Lc ch6 bo-m proton, c14c bi6t n6u tltng lidu cao vd tho'i gian dAi ( > I ndnr), c6
th6 ldm tdng nguy co giy xuong ch6u, xuorrg c6 tay hr:5u c6t s6ng do lodng xuong. 

-Co- 
ch6 crira hiQn tu.qng

ndy chtta dtLgc gi6i thich, nhung c6 th6 do gi6m hdp thu calci kh6ng hda tan do tdng pH da ddy. Khuy6n cio
dr)ng liAu th6p nh6t c6 t6c clung trong tho'i gian rrgin rrhtit c6 thtl, ptrt no.'p v6'i tinii trang l6m sdng. Nhirng
b6nh nh6n c6 nguy co giy xuol.rg do loSng xuolrg n6n dirng dir calci vi vitamin D, d6nh gi6 tinh trang xtro.ng
vi quin lli theo hu6ng din.
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V lem tha l'l l(e da duo. c quan sit o ben h nhan dirng rIc ch bo-nr proton bao
esomeprazol. V lem thdn KC co thc xay ra o u6t k)) tli€rn nao trono khi d le LI tri PPI vi thud'ng lA do mQt phin
tIrl o qu6 lll an VO calt. Ngirn ob esomeprazo ne Ll vlem thdn KC cap tinh ph6t tri6n
Gi6rn magnesi trong mdu nghiCm trong rt6 

9un:,b1o 
c6o 6'nhirng b6nh nh6n cluo-c tli6u tri bing thu6c flc ch6

bo-m proton (PPI) nhrr esomeprazol trong ft nh6t ba th6ng, vi phAn l6n cdc trtrdrrg hqp di6; tri trong mQt
ndm.Bitiu hi6n.nghi6m trong.c[ra giirn inagnesi trong,rau n]iu m6t rn6i, co cirng co', mC sdng, co gi6t,
ch6ng mit vd r6i loan nhip th6t c6 th6 xiy ra nhung ,rhr'ng bitiu hi6n ndy c6 tne Uai tlAu drn thAri'vn bl bO
qua. O hAu hdt c6c b6nh nhdn bi 6nh hu'6rrg, gi6m magnesi trong m5u duo-c cdi thiQn sau khi bO sung
magnesi vd ngirng PPI.

Gi6m hdp thu vitamin Bl2: Nlru titchcirc lo4ithu6c ri'c ch6 acid, esomeprazol c6 th6 ldm gidrn su hdp thu
vitamin B 12 (cyanocobalamin) do gidrn ho.6c thi6u acid dich vi. Di6u ndy cAn duo-c xern xdt d nhfrng tenh
nhdn gi6m du trff trong co thi5 ho6c c6 y6u t6 nguy co- bi gi6m h6p thp vita;nin B l2 khi rlieu tri l6u dai"

Cic khuy6n c6o rltng thudc cho phg nfrc6 thai vi cho con bf: 6 /
fhoi ki ntang thai: P,1d

Clrrra c6 nghidn ctu cliy tlir khi dtng esomeprazol d ngtrcri rnang thai. C6c nghi€n cfnr,vd esomeprazol trCn
sirc vflt kh6ng cho th6y thu6c c6 t6c <lQng. c6 hai tryrc ti6p hay gi6n ti6p tr€n slr ph6t tri€n cira ph6i/thai. T'uy
nhi€n, clii srlr dung esomeprazol khi that cAn thi6t trong thd'i kj, rnang thai.
Thdi ki cho con bi:
Chua bitit esomeprazol c6 bdi ti6t vdo sfr'a ngud'i hay kh6ng. Tuy nhi6n di <Io duo.'c ndng tl6 cfra omeprazol
trong sira cfra phu nlr sau khi u6ng 20 ngomeprazol.
Esomeprazol c6 khi ndng gdy ra c6c t6c dpng kh6ng mong rnu6n nghiCm trong d tr6 brh me, vi vay ph6i
quy6t Alrn ngtmg cho con b0 holc ngirng thudc, ttry theo tim quan trong cfra viQi dnng ttruOc OOi v6i-ngud'i
m9.

Tdc tlQng cria thu6c <I6n khi ning l6i xe vi vfln hinh mdy m6c:

Chua ghi nhfn thu6c c6 t6c dQng ndo Anl.r hudng <l6n ngud'i l6i xe vd v4n hinh m6y rn6c, tuy nhi6n n6n luu y
thudc c6 th6 giy t6c dung phg dau tliu, ch6ng nrf,t, bu6n ngfr, r6i loan thi gi6c.

Tuong t{c cria thudc voi cdc thudc khdc vir c6c logi tuo'ng tdc hhic:

Anh hu6'ng-cia esomeprazol tr6n du'o. c tlQng hgc cfra cic thutic khdc:

Cdc chiit ti'c ch€ protease: Dd c6 b6o c6o ring orneprazol tuo'ng t6c v6i m6t s6 ch6t ilc ch6 men protease.
Chua 16 tArn quan trong vd l6m sdng vd co ch6 t6c ilQng c[ra c6c tuong tric di rlugc ghi nh6n. Tlng tlQ pH da
dAy trong qu6 trinh di6u tri v6'i orneprazol c6 th6 d6n t6'i thay d6i sg h6p thu cira chAt frc ch6 nren protease.
Co chti tuo'ng t6c kh6c c6 thd xiy ra ld th6ng qua sU ric chii enzytn CYP2C 19.

Atazanavir vd neffinavir: Gi6m n6ng dQ c6c thu6c nAy trong huy6t thanh tli tluo. c ghi nh6n khi dtng chung v6'i
omeprazol, do tl6 kh6ng khuy6n c6o dirng d6ng tlro'i c5c thudc ndy. O ngud'i tinh nguyQn kh6e rn4nh, str dgng
ddng thd'i orneprazol (40rng, I 6ningdy) v6'i atazanavir 30Omg/ritonavir l00rng ldm giArn d6ng k6 n6ng cl6 vd

tho'i gian ti6p xric atazanavir (giAnr AUC, C,** vd C,"ln khotng 75%). Ting li6u atazanavir cl6n 400mg dd

kh6ng bt trir t6c <l6ng cfra orneprazol tr6n n6ng <lQ vd thd'i gian ti6p xtc atazanavir.

Dtrng ph6i hgp omeprazol (20mg,l lin/ngdy) vdi atazanavir 4O0mg/ritonavir l00mg 6 nguo'i tinh nguy6n
khoe rn4nh lArn gi6rn khodng 30% ndng dO vd thd'i gian ti6p xtc atazanavir khi so sdnh v6'i n6ng d0 vd thd'i
gian ti6p xrhc ghi nhQn trong trudrrg ho.'p dtng atazanavir 3O0mg/ritonavir l00mg, I lAn/ngdy mA kh6ng dtng
o*epraiol 20rng,1 lAn/ngdy. Dtng ph6i ho.p v6'i omeprazol (40mg,1 lAn/ngAy) lirm giirn tr! s6 trung binh
AUC, C,** vi C,,in cira cfra nelfinavir khoing 36-39% vd giarn khotng 75-92% tri sd trung binh AUC,
C,,u* vd C,.i, cira ch6t chuy6n h6a hoat tinh c6 t6c clQng duqc lf M8.

Do t6c tlQng clugc luc vir c6c d{c tinh duo.c tlQng hgc tuorrg tp cfra omeprazol vd csomeprazol,.khuy6n c6o

kh6ng siL dqng esomeprazol d6ng thd'i v6'i atazanavir vd chting chi tlinh sir dpng esomeprazol d6ng thd'i v6'i

nelfinavir.
Tacrolinrus: ViQc sil dung d6ng thd'i v6'i esomeprazol tl6 ttugc b5o c6o lim tdng n6ng <lQ huyi5t thanh cta
tacrolimus. CAn tdng cuong gi6rn s6t n6ng dQ tacrolimus cting nhu chfrc ndng th6n (dQ thanh thii creatinin)
vd di6u chinh li,5u tacrolimus ntiu cAn thi6t.

Methotrexal: Khi clirng cl6ng tho'i v6'i ci{c PPI, nting dQ methotrexat dugc b5o c6o ld ting l6n 6'm$t sO benn

nhAn. Khi ding li6u cao methotrexat, n€n c6n nhic dtrng t4nr thdi esomeprazol.
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Nh {ing lhu Phu tlruQc .10 pH. Tinh tran o girirn clQ.ac

c6c thudc
id da ddv khi di tri esonreprazol va cac

PPI kh6c co lAm gi6rn hay tdng su h6p thu cua kh6c co co' chti h6p thu phu thuQc pH da ddv

Gi6ng IIhu cac thu6c lAm giAnr d0 acid da ddv kh6c, t-I hAp thu cua cac thu6c nhu ketoconazol, itraconazo va

erlotinib co th0 gram va su t6p thu cua digoxlu co the tIn o l0n tron ob kh di€u tri vol esomeprazo Dilng d0ng
thdi orneprazol (20mg/ngdy) va digoxin o' cac d6 tuo. ng khoe manh ldrn tdng sinh khe dpn ob cua digoxl l-l

khodno 0% l6n dCn 3 0% o' 2 t16n 0 d6i tugng 1sn
li0u

len cuu). Hleln co cac b6o cao ve doc rinh cUa d

Tuy nhi6n, cAn thqn..:
tr! bang drgoxlu.

trgng khi dtng esomeprazol cao o b€nh l1hAn cao tu6 CAn tang cuorl (,
b theo do1

Nhfing thu6c chuydn hda qua CYP2C19: Esomeprazol irc chi5 CYP2Cl9, nren chinh chuy6n h6a esomeprazo

Do v{y, khi esomeprazol duo. c dtrng chung v6'i c6c thu6c chuyOn h6a bing CYP2Clg nhu diazepam, citalopram,
imipramin, clomipramin, phenytoin..., ndng <lO c6c thu6c niry trong huy6t tuong c6 thti tdng vd cAn gidm liAu

dtrng. Di6u ndy cin duo. c d{c biQt chli i khi kC toa esomeprazol theo cn6 aO diAu tri khi cAn thi6t. Dtrng rl6ng thd'i
r,6'i esomepmzol 30mg ldm gi6m 45% dO thanh thii diazrpam (mQt ccr ch6t cfia CYP2C19). Khi dirng cl6ng thd'i
v6'i esomepmzol 40rng tdm tlng l3% n6ng dO <I6y (trough) cfra phenytoin trong huy6t tuong 6'bQnh nhdn dQng

kinh. NCn theo d6i n6ng tl6 phenytoin trong huy6t tuorrg khi Uat AAu hay ngung diOu tri v6'i esomeprazol.

Lllarfarin: TIng INR vd thd'i gian prothrornbin khi dtrng warfarin tl6ng thd'i v6'i esomeprazol, c6 thiS g6y
chily nr6u b6t thudng vd tu'vong. Theo d6i INR vd thd'i gian prothrornbin khi dirng il6ng tho'i esomeprazol
v6'i warfarin hodc cilc d6n chdt khSc cfra cournarin.

CtopidogreL' Esomeprazol ric ch6 CYP2C l9 n€n c6 thii lem gi6rn t6c dung cria clopidogrel do g6y tuo-ng t6c
duo. c clQng hgc v6'i clopidogrel (lAm giirn n6ng dQ trong huy6t tuong cr}a ch6t chuy6n h6a c6 ho4t tinlr crlra

clopidogrel) vd tuong t6c duo-c lgc hgc v6'i clopidogrel (lhrn giArn t6c dung kh6ng titiu cAu).

Voriconazol: Dilng cl6ng tlrd'i esomeprazol v6'i voriconazol c6 th6 ldrn tlng tiiSp xfrc v6'i esomeprazol ho'n
g6p 2 lAn, xem xdt 6'nhfi'ng bQnlr nh6n dtng lidu cao esomeprazol(240 mg/ngdy) nhu khi di6u trihQichirng
Zollinger-Ellison.

Cilostozol: Dirng ddng tho'i esomeprazol v6'i cilostazol ldm ting ndng dQ cilostazol vd chAt chuy6n h6a c6
ho4t tinh cta n6, xern x6t giArn li,iu cilostazol.
Cisapricl: O ngu'd'i tinh nguyQn kh6e manh, khi dring chung v6'i 40 rng esomeprazol v6'i cisaprid, di6n tich
dtL6'i tluorrg cong bi6u di6n n6ng tl6 cisaprid trong huyiSt tuo'ng theo tlio'i gian laUC; tlng l€n 32% vd thd'i
gian bdn th6i"(Trz) cisaprid k6o ddi th6m 3loZ nhung n6ng cl6 dinh cisaprid trong huy6t tuong tlng l6n
kh6ng d6ng k6. KhoAng QTc ho-i k6o ddi sau khi dtng cisapiid ri€ng 16, kh6ng bi k6o ddi ho-n nfr'a khi dtng
cl6ng tho'i cisaprid v6'i esomeprazol.

Anh hu6'ng cfra cric thuiic kh6c tr6n duo.'c tlQng hoc cia esomeprazol:

Thuijc tic chd CYP2Clg vd / hodc CYP3A4: Esomeprazol duo. c chuyi5n h6a b6.i Cyp2Clg vA Cyp3A4. Khi
dnng cl6ng tho'i esomeprazol v6'i mdt ch6t t'c ch6 CyplR+, claritliromycin (500 mg, 2 lin/ngdy) ldrn tang
gdp d6.i di6n tich du6'i dud'ng cong (AUC) cfia"esomeprazol. Dirng tl6ng thd'i esorneprazol cing v6'i mQt ch6i
irc ch6 ci hai CYP2Clg vd CYP3A4 c6 th6 ldm iang hon hii lAn-n6ng rlQ vd thd.i gian titip xric cfra
esomeprazol. Kh6ng cin tli6u chinh li6u esomeprazol thtio'ng xuy6n trong nhirng tinh hu6rig ndy. iuy nhi€n,
su di6u chinh li6u cAn duo.'c luu f 6' nhfrng b€nli nh6n .ry gui nang hoac 

-Aleu 
triiau aai.

, Thuiic cdm img CYP2-Clg vd / hofic CYP3A4: Cdc thu6c cim irng CYP2Clg holc Cyp3A4 hodc ci hai
(nhr.r rifarnpicin) c6 th6 g6y gi6rn ndng dQ esorneprazol huy6t thanh Io tdng chuy6n h6a esomeprazol.

Tdc dgng kh6ng mong muSn (ADR):

Nhin chung, esomeprazol dung nap t6t ci khi s[L dung trong tho'i gian ngin hodc tho.i gian dii.
Thudng gdp, ADR> I/100:
- ToAn th6n: Dau diu, ch6ng m{t, ban ngodi da.
-. Ti€u h6a: Bu6n n6n, n6n, dau bpng, ti€u ch6y, t6o b6n, d6y hoi, kh6 mi6ng.
h eqp, 1/1000 < ADR < t/100:
- Toin thAn: M6t m6i, rn6t ng[r, bu6n ng[r, phdt ban, ngfra.
- R6i loan thi gi6c.

Hi€m gQp, ADR < 1/1000
- ToAn thdn: S6t, f6 TU h6i, phir ngo4i bi6n, m6n cAm v6'i 6nh s6ng, phin rlrng qu6 rn6n (nrdy day, phtr

m4ch, co thit plrti qu6n, s6c phdn v€).
ThAn kinh trung uong: Kich dQng, tr6nr c6m, hi l5n c6 h6i phuc, io gi6c 6'ngud'i bQnh ndng
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-Hu hgc: Cht'ng b4ch h4t, gi6m b4ch gi6m

- Gan: Tdng enzyrn gan, vi6m gan, vAng da, suy chftc ndng gan.

- Ti€u h6a: R<ii loan vl gi6c.

- Co xuo-ng: Dau kh6'p, dau co-.

- fiet niQu: Vi€m thdn k6. [ ^ /
- Da: Ban bgng nu6'c, hQi chirng Stevens-Johnson, ho4i tfr bi6u bi nhiSm dQc, vi6m da. t'l
Do ldm giArn dQ acid cta d4 ddy, cdc thu6c ric chi5 bcrm proton c6 th6 ldm ting nguy co nhi6m khuAn d
dud'ng ti6u h6a.

Hutng din cdch xti'tri ADR.' Phii ngirng thu6c khi c6 bi6u hiQn tdc dpng kh6ng mong mu6n ndng.

Qui fdu vi cdch xfr trf:

- Qu6 li€u: Chua c6 b6o c6o vd qu6 li6u esomeprazol d ngud'i.

- Xft tri: Kh6ng c6 thu5c gi6i tlQc dac hiQu cho esomeprazol. Chir y6u di6u tri trieu chfrng vd h5 trg. ThAm
tdch m6u kh6ng c6 t6c dgng ting thii trir thudc vi esomeprazol gin nhi6u vho protein huytit tuong.
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