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20 mg x 1 14n/ ngdy,
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+ Phong ngira ot da day va loét t trang do diing thudc NSAID &bénh nhan 6 nguy ca:
20 mg x 114n/ ngdy.

- Biu Ir| hi ching Zollinger - Ellison
Lﬁum_uuahwﬂ:mummmwmg:zﬁmw.mmmmnhr-ammmmgmmnemmmﬁépuuihmm
cbn chi dinh vé mat 14m sing. Cdc dl lidu 14m sing cho thay phain kn bénh nhan dupc kiém sodt wi esomeprazol liby 180 - 160 mg/ ngay.
Khiliéu hing ngdy 16 hon 80 mg, nén chia liéu ding thanh 2 14n/ ngay.

Tré v thanh mién tir 12 twdi trd 16n
Benh trio nguyc da day - thye quin (GERD)

+ Didutrj viém xue thyc quin do trdo nguge
:auld X 1 1n/ ngdy trong 4 tuin. Nén diéu trj thém 4 tudn nda cho bénh nhan viém thyc quin chua dug chia [Anh hay vin c6 trigu ching

ing.

+  Diu trj dai han cho bénh nhan viém thyc quin d3 chia lanh d€ phéng npifa t4i phat:

20mg x 1 1dn/ ngdy.

+  Diutrj tridu ching bénh trdo ngupc da day — thyc quin (GERD)
20 mg x 1 14n/ ngay & bénh nhdn khéng bj viém thy qudn. N&u khdng kiém sodt dupc trigy ching sau 4 tudn, bénh nhan nén dugc thim do
can 1am sang ky hon 0 xic djnh chan dodn. Khi 43 hEt trigu ching, o6 th duy tr sy kifm sodt trigu ching voi liu 20 mg x 1 n/ ngay.
Kt hyp véi mt phdc a8 khéng khugn thich hgp 08 diéu tr] loét 14 tring ¢6 nhidm Helicobacter pylor.

Khi lya chon lidu phdp phdi hop thich hyp, cdn xem xét cic hudng ddn chinh thic cisa quic gia, ving va dja phuong vé sy 04 khing clia vi
khudn, this gian difu trj (thdng thung 14 7 nody nhung dbi khi c6 thé In dén 14 ngay) va cac tac nhin khéng khusdh thich hop. Qud trinh
diéu trj cdn dupc theo dBi béi chuyén gia y t&.

Liéu ding khuyén céo

[ Canning |
30 - 40 kg

Liéu ding

K&t hop 2 khéng sinh: 20 mg ESOMEPRAZOL, 750 mg amaxicillin va clarithromycin

hi 2 i/ n ngay.

K&t hgp 2 khdng sinh: 20 mg ESOMEPRAZOL, 1 g amoxicillin va 500 mg

clarithromycin, tét cd dugc diing 2 I4n/ ngdy trong 7 ngay.

Tré em dudi 12 twd): Samirum® dang vién nang khong phis hap d& sit dyng cho tré em dudi 12 tudi.
Bénh nhdn suy thin: Khdng cAn didu chinh liu & bénh nhan suy thin. Do it kinh nghiém vé vigc ding thudc & bénh nhda suy thin ndng,
nén thin trong khi diéu trj & cdc bénh nhin nay (xem myc “Bc tinh duge Iye hpe, dirge dong hpe").

Bfnb nbdn say gan: Khong cAn diu chinh Ii8u & bénh nhdn suy gan & mc &0 ti nh d&n trung binh. & bgnh nhan suy gan ngng, khdng
nén ding qud liéu 15} da 13 20 mg esomeprazol (xem myc “B3c tinh duge lye hpe, duge ddag hoe”).

Nguii £30 tudi- Khdag cAn didu chinh liéu & ngudi cao tudi

Cdch ding
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hting, xuong cff tay v cit sng. dc bigt § bénh nhan cao ubi hodc khi cb sy hign dién cla y&u i nguy co khdc. Cic nghidn ol quan st chi
ra ring cdc PPIS of thi Lim ting nguy oo gy xuong kholng 10 - 40% Mot phin trong mik ting niy o8 the do cic v i nguy o0 khdc.
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ban 86 bén c4p da (SCLE)
mlswunw'uzlmsnénmrwmmmmmmms) Néfu:xdy ra tn thong, d3c billt 3 ving da tlp xix W&

4nh ndng mat tri, vA néu kim theo dau khdp, binh nhdn cln nhanh chéng tim 88N sy gilp @ v y 1 i cic y bic 57 nén cin nhde wie
mﬂmsmm.‘ﬂinﬂwwﬁcLEmo&nmdmmmsm 14m ting nguy cocky ra SCLE khi dil tri vl cic
PPIs khic.

Khing khuy¥n cio ding d6ng thil esomeprarol il ataranavir (xem muc “Tueng the, wong oy ciia thatic™). Néu su phil hop ataznavis val
PP1s 14 khong thi trinh khéi, cin theo ddi chat chit trém Wm sing, ddng thil ting Iy atazanavir ¢én 400 my kit hop vl 100 mg ritonaar

wh khing nin sl dung qué 20 mg esomeprazol.
Esomeprazol 12 chat Oc ch CYP2C19. Kii bt ddu hay két thic didu trj vii esomeprazol, cdin xem it nguy co tuong the thale vl cie thufc
chayén héa qua CYP2C19. DA ob ghi nhin tuong tic gilla clopidogrel vi esomeprazol (xem muc “Tuong the, tudng ko cia thalie™). Khing
r&i méi lién quan lm sdng cla tuong tdc ndy. Ny K mdt bin phip thin trong, khdng khuylin khich dimg ddng thil esomeprazol v
clopidogrel.
Kni ki 102 esomeprazol theo chi 60 difu tri kni cdn tidt. nén xem xét 0fn MG A qun v WONG tE vl cac e khde 0o ndag 80
Anm tuong o thé thay a6l

h

trong huyl
161 k€ qud xét nghidm G
Syrténg néng 8 Chromogranin A (CgA) o the dnh hubng 101 sy dd fim khti 1 nfi tiéh. C4c bdo cdo y van chi rarding nén ngilng diéu trj bing
clc PPls Rinhdt 5 ngéty trudc khi djnh lung CoA. Néunbng 6 CgA vi gastrin khong tri vé binh thubng sau 5 ngdy, nén tifn hinh dinh ong
13i sau 14 ngdy kE tif khi dimg sl dung esomeprazol.
Sirdyng thubc cho phy nif ¢f thai va cho con bi
Phy nif e6 thai
Chusa 6 o A0 1igu 14m s vé sl dyng thuti trén phy T o6 thai. Khi ding b hop déng phan racemic i omeprazol, o gy trén 8 uong
1on phy i o6 thai o6 ding thuse b c4¢ nghién ciu dich 1§ ching 1 thudc khiing gdy di 13t hode dic tinh trén bio thai. Cic nghidn ciu v
esomeprazol trén 60ng vit khoag cho thiy thuc c6 tic ding b hai tryc tip hay gidn B8p trén sy phit trién ci phisy thai nhi. Cic nghidn
0 trén ddng vit vk hiin hop racemic ciing khdng cho thiy o6 tic d0ng cd hai tryc tifp hay gidn 1) trén tinh trang mang thai, sy sinh nd
hodc sy phat trién sau sinh. Nén thin trong khi ding thulic 3 phy nil c6 thai.
Phy nil cho con bii
Nguis ta chua bigt esomeprazol of it gua s me hay khing. Khdng cd nghidn ciku no trén phy nd cho con bi duge thye hign. Vi vy, khing
i ding thudic trong thik ki cho con bil
Anh huing cia thutic Ién ki nang 14 xe, vin hanh miy méc
Esomeprazol it dnh hubng 16 khd nang 1 xe v3 v3n hinh miy moc. Mt 8 phin ing khang meng mun nhu chang m3t (it gag), Ahin ma
(hiéim g3p) b thé xdy ra. Néuxdy ra c4c phin ing kidng mong mush ndy, bnh nhan khing nén win hinh mdy mée hodc i xe.
Tuong the, lugng ky ciia thuic
Anh huiing ciia esomeprazol 6 dugs ddng hoe cha cdc thubt khic

- Thufi Gt ché protease

Omeprazol 43 duoc béo cho 1 cb tuong tic vii mt s6 thudc ic ché protease. Chua 1 tm quan trong v 1Am sang v co chi ¢l cic wong tic
44 dupc ghi nhdn. Vidc tang pH d3 ddy trong sulit qud trinh difu tri bing omeprazol 6 thé lam thay a8i sy hap thu cli che thufic 0c ché
protease. Co ché wong tic khic o thé xdy ra 14 thdng qua sy 0c chl enzym CYP2C18.

DG il atazanavir va nelfinavir, gidm ndng 89 thudc trong huyét thanh d3 duge béo cho khi ding chung Wi omeprazal, do dd khdng khuyén

40 dling ddng thdi cac thulc ndy. 0 ngudi tinh nguydn khie manh, s dyng dng thil emeprazol (40 mg, 1 n/ ngly) v atazanavir 300 mg
kit hgp vl ritonavir 100 mg tam gidm d4ng ké sy 1Ep i vl atazanavir (gidm AUC, ... vA C... khoding 75%). Tang liu atazanavir dén 400
meg 34 khding b trl the dhng clia omeprazol trén sy tip xixc ol atazanavis. Ding phti hop omeprazol (20 me, 1 Mnd ngdy) vl atazanavic
400 myg k¥t hop Wi ritonavir 100 mg & ngubi tinh nguygn khie manh Em gidm khodng 30% v o 1¥p xic ol atazanavir khi so sinh vl
trubng hop ding atazanavir 300 mg ket hop vdi ritonavir 100mg, 1 nJ ngdy ma kndng ding omeprazol 20 mg, 1 tn/ ngy. Ding phii hop
véi omeprazol (40 mg, 1 4/ ngdy) 1am gidm trj 58§ trung binh AUC, C.., A G, clia neffinavir khodng 36 — 39% v gidm trj 5§ trung binh
ALC, C.., vi .., clia chit chuyén héa o hogt tinh M8 khoding 75 - 92%. Do tic ddng duge e v cdc ¢ tinh duge ddng hoc tuang ty cla
omeprazol vi esomeprazol, khdng khuydn céo sif dyng esomeprazol dng this wii atazanavir (xem muc “Ciah baa vi thdn trong khi diing
thudie") va ching chi dinh sif dyng esomeprazol ¢dng thii vai nelfinavir (xem myc~Chiing chi gjnh"). 2

B vl saquinavir (50 dung mgmmmm,mmdomwcmnWmanntwammmm‘_mmm nﬁmlm
éi omeprazol (40 mg, 1 14n/ ngdy). Biu tri véi omeprazole 20 mg, 1 14V ngay khting dnh hudng 8én sy tip xixc cla darunavir (khi ding
6ny thil v ritonavir) va amprenavir (khi diing d6ng thok vl ritonavir). Biu tri vl esomeprazel 20 mg, 1 Wn/ ngdy khiing dnh hudng dén
sy 1itfp xic clia amprenavir (khi ding hay khdng ding ddng thil vii ritonavir). Diéu trj voi omaprazol 40 mg, 1 n/ ngdy khdng dnh hudng
dfin sy tiéfp xic clza lopinavir (khi diing ddng thai v ritonavir).

- Metholrexal -

Khi diing cing wii cic PPIs, tang ndng 09 methotraxat 03 dugc bao cdo & mit s8 bénh nhan. Khi ding Wy cao methotraal, it tam nging
difu trj vl esomeprazol nén dugc xem xét.

- Tacrolimus ; 5
Ding d8ng thii véi esomeprazol dugc béo co 14 1Am 1ang ndng 0 tacrolimus trong huy8t thanh. Vige kifm sodt cht ch ndng dh cla
tacrolimus ciing nhu chile ndng thn (04 thanh thi creatinin) c4n dupe thye hign v chinh liéu cla tacrolimus néu cin thit.

- Thutic hdp thu phy thudec pH :

Tinh trang gidm o acid da dAy khi diéu trj bling esomeprazol v cc PPIs khac o6 thé lam gidm hay tang sy hiip thu cla cic thulic khac ob cd
chi hdp thu phy thude pH da ddy. Giing nhu v cac thudc Im gidm 09 acid trong da dy kivic, sy hap thu ciia cc thule nhu ketoconazal,
itraconazol va erlotinib o6 th gidm va sy hdp thu cla digoxin o6 thé ting 18n trong khi diu tri vii esomeprazel. Ding dBng this omeprazel
{20 mg/ ngay) va digaxin @ c4c 061 tugng khée manh IAm tang sinh kha dyng cla digexin khodng 10% (1Bn 8n 30% 32 rén 10 61 wong
nghién ciiu). Hifm od cdc bdo cdo vé ddc tinh clia digaxin. Tuy nhién, c4n thin trong ki diing esomeprazol fiéu cao 3 bnh nhan cao Wi,

Cén ting cubing theo ddi vibc didu trj bAng digoxin.
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Do vdy. kni esomeprazol duge ding ehung vl cd
Dﬁ?ﬂngwnm‘ Imipramin, clomipramin, phenytoin, ..., nng 4 cic hude ndy trong ?-wm m:::
_ gwm Ny cdn due d3c bigt chi  khi ke toa esomeprazol theo chd d difu ] khi cdn thieh,

thii .
- Phaylols vl esomeprazol 30 mg Lam gidm 45% a0 thanh thi ol diazepam (m1 eo chit el CYP2C19)

esomeprazol 40 my Eing 13% ndng dd ddy cla phenytoin buyéi bi¥nh nhin kinh. Non thea ddi
4 9 Kim ting 13 ' y cua pl b
Diing 88ng this vii rong M tuong & ihiin dong

p g}wrw: (40mg. 1 n ngiy) 1am tang 15% ... v 41% AU el vorkconazol (mot co chd ot CYP2C19).
90ng Oc chil GYP2C19. Omeprazol duc ding vl liéu 40 mg & a8 tugng kivbe manh lhm tang 16%

:“: CYP2C19 nhu di
Qidm lify ding,
lazepam e

gﬂa";&m nhu esomeprazol cd tic
e e ALC clia cilostazol; 1am tang 28% G._, vi 69% ALC cia chat chuyén héa c6 hogt tinh ela cllostazol.
P tinh nguygn knhde manh khi ding chung véi 40 m, i
3 g esomeprazol, AUC el cisaprid trong theg thdi gian ting W 32% vi
:;?ﬁ:nﬁq wd:am:“mnm thim 31% nhung ndng d dinh cisaprid trong huy! tuang umm d?nq ké. Khodng OT¢ hol kéo
o mm;:q] prid riéng I2. knong bf kbo i hon nZa khi diing déing this cisaprid vk esomeprazol {xem my: *Canh b v hin trng
- Warfarin
Khi diing dfing thf 40 mg esomeprazol & nguti dang diéu trj bing wartarin 1
rong mit thir nghigm IAm sang A3 cho thiy thil gian mii
& trong khedng c6 18 chdp nhdn. Tuy viy, sau mit this gian Iy hanh thudc @ ghi nhan co mot s& rat hiém trudng hop ting IH:ou?mi

trén 1am s&ng khi diéu trj 86ng thal hal thudc trén, Nen theo d&i i
T o ey = binh nhan ki bt ddu va kni chdm o didu tri dbng thik esomeprazol voi

Clopldogre!
Kt qud nghién ctu trén dGi tung khibe manh cho thdy sy tuong tic duge d D) il clopidogrel (lifu nap 300 mg/ u
1ri hing ngdy 75 mg) v esomeprazol (40 mg uSng 1 140/ ngay) din m?ug s;”:;:nnfﬁ :)hu!t mhmmeém?u:n m%az
Irung binh 40% vi gidm sy dc ché 15 da ket t3p tifu c4u (gdy ra bl ADP) trung binh 14%.
Trong mot nghién cu trén nguek khie manh, viéc si dung déng th clopidogrel vel phel hop liu o dinh esomeprazol 20 mg + aspirin 81
mg 1m gidm sy tisp i ciia chat chuyén hta ¢6 hogt tinh clia clopidogrel gén 40% so voi sl dyng clopidogred don thudn. Tuy nhitn, mic &)
161 da Oc chi kit t3p tiéu edu (dy b ADP) trén nhiing 06 tugng nidy 1 nhuf ahau & nhém clopigogrel don thafn v nhom clogidogrel phoi
s o i 8 it sangc
f n Ny clia tuang the duge ddng/ dude Iy cla esomeprazol trdn che bién of tim mach o
::Gwm'dt nghién c0u quan st va nghién clu1dm sang. Nhim muyc dich thin trong, \ﬂ:m déing thii mm%%ﬂam
ich.
Anh husdmg ciia cdc thulic khdc 1én duge dgng hoe ciia ssomeprazol
- Céc thutfc ic chef GYP2C19 va/ hodc CYP3AY
Esomeprazol dugc churyén hoa bl CYP2C19 vi CYP3AA. Khi dimg déing thi esomeprazol vt mt chiltic ché CYP3AS, clarithromyein (500
mg, 2 14n/ ngdy) lm ting gfip d0i ALC cim Dig ding thii ing voi mit chat dc chi ¢ hai CYP2C19 v CYPIAY
o6 thif 13m tang hon hai ln néng 60 va thix gian tiép xix: ciia esomeprazol. Chat it chd CYP2C19 va GYP3AL nhu voriconazol Iim ting AUC
cia omeprazol Ién 280%. Khong cdn diéu chinh liéu esomeprazol thubng xuyén trong nhing tinh huing nay. Tuy nhién, sy diéu chinh iy
c4n duge luu § & nhiing bénh nhin suy gan ndng hodc difu trj u dai
= Céic thuc cdm dng CYP2C19 v3/ hode CYP3A4
Géc thuc cim gng CYP2C19 hodc CYP3A4 hodc o hai (nhy rifampicin vi o) St John's) o thé gy gidm nding d9 esomeprazol huyt thanh
do tang chuyén ha esomeprazol.
Tureng ky ciia thulic
Do khong ¢t cac nghin cduvé tinh tuong ky cia thulic, khdng trdn n thuc nay wii cic thulic khic.
. Tée dyng khbng mong mudn clia thulie
Cée tc dung phy pho bifn nhit dunc bao cdo trong cAc thil nghigm 13m sing (kf ci sau khi ka hinh) gém: dau ddu, dau byng, tiku chiy,
busn ndn. Bic tinh v an todn 1A tuong ty nhau gita cic dang thudc, cic chi dinh, cic nhbm tudi va quin thé bénh nhan.
Céc tdc dung mmrnuinmwummmnmnqnimmdcmnmnmmhlem Idm sing va sau khi la hanh,
Khing €6 phin Ung ndo lién quan 1ol lifu ding dugc xéc dinh. Cic phdn dng duc sdp xEp theo tn sult xdy ra: RAL thung g3p: >1/10,

: 1/100 dén <1/10; it gép: dén <1/10
|| Tén sudl i HE§ an Téc dyng khong mong mudn
R6i logn méu va he Higm gip Gim bach cdu, giam tiéy clu
Deciyeyel RALEM 03| Mdi bach o hat giam tokn thE hyt chu
RGi loan he midn Hi€m gdp Phin ng qud man nhy sBt, phil mach, phin dng phin vi/ sic
dich phin v
ft gip Phis ngoai bién
R&i loan chuyén héa
va dinh dudng Hiém gip Gidm natri méu
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Esomeprazol 14 dang d6ng phan S- cia omeprazol v 1m gidm sy bai 1éft acid g3 day bing it oo ché tic Bung chisyin Bibt. Thuse & chat
dc.chi 93¢ Nigy bom acid 818 baothinh. G4 hai dang ddng phin R- va 5- clm omeprazol déu o tc ddng dunc W hoc udeg B

Co ché te dyng: Esomeprazol 13 mdt base yfu, dutc tip trung vA bién dfi thinh dang ct hoat tinh trong mAi rutng acid cao 3 fng tiky
quin chi tidt el tF bao thinh, t3i 3y thulc dc ch bam H'K" = ATPase vi dc chif i sy tit dich co bin n sy tiét dich da kich thich.
Saukhi ulng esomeprazol 20 mg va 40 mg, thufic kil phat tic dung trong vong Mt gidl. Sau khi ding p 13 vl fiéu 20 mg esomeprazol 1
14/ ngdy trong nlim ngdy, kuing acid trung binh sin sinh sau khi kich thich da day rult gim 90% khi do vao 6 - 7 i sau i diing thuse
Vo ngdy th ndm.

Saundm ngay uSng liéu 20 mg vi 40 mg esomeprazol, pH da déy rut tritn 4 dugc duy tr trong thill gian trung binh tung dng & 13 giiva 17
i, trén 24 gib dbénh nhdn GERD cA triéu ching. T§ I binh ahin duy tri pH trung bink trén 4 it nhat k4 8, 12 16 il 68 vl esomepeazol
20 mg Mn It 13 76%, 54% v 24%. T§ I¢ tumng dng vl esomeprazol 40 mg & 97%, 92% vd 56%.

Sif dung AUC nher 13 mét tham s& thay thl cho ndng 40 trong huyét uong, mdi quan hi gita dc chil 1t acid va ALC o3 dure thly.

Chita 1nh b#nh tria ngue da ddy thye quin vl esomeprazol 40 my xdy a d 78% bénh nhan sau bin tdn, v 53% sautim nsdn.
Diu trj mot tudn v esomeprazol 20 mQ 2 rV ngay va khing sinh thich hop, qui tidu dift H. gylorf thinh cing & khaing 30% bénh

nhan.

Saukhi diutr ditt H, pyforitrong mit tudn, kheng cin phii ding don tr] 12 tEp theo vl thulic chiing ot
cl;hﬂhﬁﬁmmhi&lm.
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Thitc 2n m chdm va gidm sy hap thu esomeprazol mac 0l diéu ndy khong dnh hubng déng ké dén tic ddng cla esomeprazol i sy 1l
acid dj diy.
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Thié tich phan b8 biku kifn & trang thai hing dinh trin ngui khde manh khoding 0,22 L/ kg trong lugng o thé. Esomeprazol gdn ket S7% vl
protein haryBt tuong.
Chaydn hda
Esomeprarol dugc chuyén héa hoan tan qua b thing Gytochrome PASO (CYP). Phén chinh cla qud riah chugdn
thudc vao cic da hinh GYP2G19 tao thinh cic chilt chuyéin hia hydroxy- va desmativyl Prdn cin k31 £ qul i chuydn hia
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dinh trung binh trong huyét tuong tng khodng 60%. NRng ghi nhdn ndy khdng inh hubng liéu ding esomeprazol.

- Glfitinh :
g:mrmﬁénm 40 mg, AUC p giéh khaling 0% KNong ghi nndn ch sy e ikt v ALG gl cie
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- Té r
Tr!:inl'nanh nién 12 - 18 tudi: Sau khi sl dyng liéulp lai 20 mg va 40 mg esomeprazol, tng ning d (AUC) VA thi gian dat nng 40 15 da
trong huy#t twong (t,.) dtré 12~ 18 tuSi tugng ty nhu & ngu 16 G vl ¢3 hai liéu esomeprazol.

. Quy céch déng gbi
"u‘ézm mnu—unhbmx'lum nang cing chia pellet bag tan trong rubt

Hops‘dntnn—nm:wvianmnemmwmmmtmm
HOp 10 nhom - nhom x 10 vién nang cing chia pellst bao tan trong rut.
4. Didu kiénblo win, hgn diing, tiu chugn chat lugng cla thutie
- IN:H::hh:uln:‘[mgbenbmn,namuimannsanu.nhwtwmmﬂm.
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- Tiéu chusin chat luyng cla thudic: TCCS.

15. Co'sd shnuudt

CONG T & PHAN DUGC PHAM TW 25
4488 Nouyn T Thénh, P18, 0.4, TPHCM, VIET NAM



