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. Mau vi: Esomeprazol STADA 40 mg
Kich thuéc: 67x110 mm
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Mau hop: Esomeprazol STADA 40 mg
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Esomeprazol STADA

THANH PHAN
iﬁvﬁnmmmwmrmmrwm@fEsmnprazdSTADA?Dmdwa:
20 mg

({Twomg dwong esomeprazol magnesi ditydrat 21,685 mg)
Tadugcviradd...... 1 vién
(Vi hat dudng, hyp 3 cps, dimethicon emulsion 35%, polysorbat 80, manitol,
diacetylated monoglycerid, talc, metharylic acid-ethyl acrylat copolymer (1:1) dispersion
30%, triethyl citrat, stearoyl macrogolglycerid)

y&i vién nang cung chim vi hat bao fan trong rudt Esomeprazol STADA 40 mg chima:

A0 mg
(Twong duong esomeprazol magnesi dihydrat 43,37 mg)
Té durgre vira di 1 vién
(Vi hat duéng, h »se 3 cps, di i Ision 35%, polysorbat B0, manitol,

diacetylaled monoglycerid, talc, metharylic acid-ethyl acrylat copolymer (1:1) disparsion
03.?;6. triethyl citrat, stearoyl macrogolglycerid)

M
Esomeprazol STADA 20 mg: Vién nang cing s 4 mau tim, ddu nang in "STADA®, thén
nang in "20", chira vi hat hinh cAu mau tréng dén trdng nga,

Esomeprazol STADA 40 mg: Vién nang cirng sé 3 mau tim, d4u nang in “STADA”, than
nang in *40°, chira vi hat hinh cAu mau tréng dén tring nga.

DUAGT LIC HOC

Esomeprazol la thubc (rc ché bom proton lam gidm tiét acid da day biing céch G ché

chuyén biét enzym H'/K'-ATPase tai té bao thanh cla da day.
Esomeprazol 14 ddng phan S clia omeprazol, dugc proton héa va bién ddi trang khoang
cb tinh acid clia té bao thanh tao thanh chit (e ché cd hoat tinh, dang sulphenamid
khéng @4i quang. Do téc dbng chuyén biét trén bom proton, esomeprazol ngan chin
burére cudi cling trong qua trinh sdn xudt acid, qua a6 1am gidm d6 acid da day. Téc dung
nay phy thudc véo lidu ding m3i ngay tir 20 - 40 mg va dua dén (e ché tiét acid da day.

DUQ'C BONG HQC
Esomeprazol diroc hép thu nhanh sau khi ubng, ndng 8¢ dinh trong huyét twong dat
durgre sau 1-2 gidr. Sinh khd dung cla esomeprazol ting theo lidu ding va khi ding nhic
Iai, dat 68% khi ding lidu 20 mg va 89% khi dung liéu 40 mg. Thirc &n 1dm cham
va gidm 48 thu clia esomeprazol, nhung lai khdng lam thay di ddng k& téc dung
clia esomeprazol 1én d9 acid trong da day. Esomeprazol ién két v protein huyét treng
khoding 97%. Thuéc duge chuyén héa chi yéu & gan nhér isoenzym CYP2C19 hé enzym
cytochrom P450 thanh cac chit chuyén héa hydroxy va desmethyl khong cén hoat tinh,
Phén cbn lai drgc chuydn héa qua isoenzym CYP3A4 thanh esomeprazol sulfon, Khi
ding nhdc lai, chuyén héa buéde dbu qua gan va dd thanh thai cla thube gidm, cb thé do
isoenzym CYP2C19 bj fre ché. Tuy nhién, khéng cé sy tich Iy khi ding mB3i ngay 1 Jan.
Théri gian bén thdi trong huydt tremg khodng 1,3 gicr. Hau hét B0% cla lidu I:ugng duge
Idto théi & dang chét chuyén hba trong nurdre tidu, phén con lai dwgc dao théi qua phan,

CHi BINH
Esomeprazol STADA duoc chi dinh cho cac trurdng hop:

- Bénh irdo nguoc da ddy - thue quén (GERD): Bibu tri viém xuéc thire quén do trao
ngurere; didu tri dai han cho bénh nhan viém thye quan 38 chiva lanh 6d phong ngira i
phat; didu trj tridu chimg bénh trio nguroc da day-thire quin (GERD).

= Két hop véi mdt phéc db khang khudn thich hop & diét trr Helicobacter pylon, chira
tanh loét tA trang do nhidm Helicobacler pyfori va phéng nglra tal phat loét da day t&
trang & bénh nhan loét do nhidm Halicobacter pylon.

- Bénh mdnﬂufdmkﬂéw viém non-stercid (NSAID) lién tyc: Chira lanh loét da
diy do dung thudc NSAID; phéng ngira loat da day va loét t trang do ding thubc NSAID

& bénh nhan cb nguy co.
= Bibu tr hdi chi Ellison,
LIEU LLPQNG VA CACH DUNG
Céich ding

Esomeprazol STADA nén dugc nudt nguyén vién véi mét it nude. Khdng nén nhai hay
nghidn nat vién,
u lugng
Nogueed [ém vi tré vi thanh nién tr 12 twél trér lén
Bénh trio nguoc da day-thiee quén (GERD):

- Bidu trf vism xwdc thye quén do trdo nguge: 40 mg x 1 1An/ ngay trong 4 tudn, Nén didu
iri thém 4 tudn nira cho bénh nhan viém thyc quan chura duoc chiva lanh hay vin cé
triéu chimg dai déng.

- wunfg:rmmomnmanmqum&mmdmﬁmmmwm:zo
mg x 1 ngay.

- Bidu i trigu chimg bénh trdo nguwe da ddy thyc qudn (GERD): 20 mg x 1 14/ ngay &
bénh nhan khéng bi viém thire quan, Ndu khéng kidm soét duot Irigu chimg sau 4 tudn,
bénh nhan nén doc chdn dodn thém. Khi ad hét trigu chimg, co thé duy 1l viéc kidm
504t tridu ching véi idu 20 mg x 1 In/ ngdy. O ngudr 1ém cé thé sir dung ché a3 didu tr
khi cAn thidt vér lidu 20 mg x 1 1Any ngay é‘nnang bénh nhan tréo ngurec da day thyc
qudn (GERD) dang sir dyng NSAID cé nguy cor phat trién loét da day 14 trang, khoéng
Kknuyén céo kidm sodt trigu chimg bing ché db didu tri khi cin thiét
Ny om

hop v mét phiic 8 khing khudn thich hop dé diét trir Helicobacter pylori,
chira ldnh loét t4 tradng do nhidm Mellcobacter pylor! vA phéng ngira tai phit loét
da ddy t4 tring & bnh nhin loét do nhilm Hellcobacter pylor: 20 mg esomeprazal,
1 g amoxicillin v& 500 mg clarithromyein, tht cd dugre ding 2 IAn/ ngdy trong 7 ngdy,
Bénh nhin cn didu tr| bAng thube khing viém non- steroid (NSAID) lién tyc:

- ChOa ldnh joét da ddy do ding thude NSAID: Libu théng thuéng 20 mg x 1 Ian/ ngay.
Thiri gian didu tr 14 4-8 tulin,

- Phdng ngia loét da ddy vé lodt 14 trdng do ding thubc NSAID & bénh nhin cb nguy cor
20 mg x 1 ln/ ngay.

Bidu tr| hoi chimg Zollinger - Ellison:
Libu khérl dhu khuyén céo 1A esomeprazol 40 mg x 2 1An/ ngdy, Sau 86 dibu chinh liby
theo ddp (ng cda timg bénh nhan va 1ép tuc didu tr khi con chi dinh vé mét im séng.
Céc dir libu ldm sang cho théy phin 16n bénh nhan duwgc kidm sodt vél esomeprazol lidy
1ir 80 - 180 mg/ngdy. Khi lidu hang ngdy Ion hon 80 mg, nén chia lidu ding thanh 2 an/

ngay.

Tré om duréd 12 tudl

Khéng nén ding vién nang esomeprazol cho tré em dudi 12 bl vi chua cé dir lidu,
Nguot tdn thuwong chire ning thin

Khong cAn didu chinh lidu & bénh nhan tdn thuong chire ndng than, Do it kinh nghigm vé
vige ding thube & bénh nhan suy than ndng, nén than trong khi didu tri & cac bénh nhan

nay,
Ngud tdn thwong chire ndng gan
Khéng chn didu chinh lidu & bénh nhan tén thuong gan & mirc @3 tir nhe dén trung binh,
& bénh nhan suy gan nling, khéng nén ding qua by thi da i4 20 mg esomeprazol.
Ngurin cao twdl
Khéng c4n didu chinh lidu & nguéi cao tudi

CHONG CHI BINH

- Bénh nhan qué man véi esomeprazol, cac din chit benzimidazol hay bt cif thanh phin

nao clia .
- Phuy nir cé thai 3 thang ddu,

THAN TRONG

- Khi cd sy hién ch'énbﬁ‘tkirm@th'iéuchbﬂgbéod@nqn&o{nhufdgiémdnd&ngIcé
khéng chi ¥, ndn tai phat, kho nudt, nén ra méu hay dai tién phan den) v khi nghi ngér
hodc bi loét da day nén loai trir bénh Iy &c tinh vi didu b bing esomeprazol co thé lam
gidm trigu chirng va lam cham tré viéc chin dodn.

= Sir dung cac thube (rc ché bom proton, dac bidt khi diing liéu cao va trong thi gian dai
(> 1 nam), cb thé lam téng nhe nguy cor g&y xurong héng, cb tay va xwong séng, chi véu
"xfzraungu'Mqia hodic khi cé cac yéu tb nguy co khéc. Céc nghién clru quan sét cho

y céc thube (rc ché bom proton Iam téng nguy co gay xwong tir 10 dén 40%. Mét sé
gia tang ndy co thé do cac yéu 1 nguy co khac. Bénh nhan cé nguy co lodng xwong
ghé;duzc chém séc theo hiréng din 1am sang hién hanh va cin bd sung ddy dd vitamin

va calci,

- Khi ké toa prazol aé diét trir Helicobacter pylor, nén xem xét cdc Wweng tac thudc
c6 thé xdy ra trong phac A4 didu trj 3 thubc. Clarithromycin |3 chit (e ché manh CYP344
vavirhénénxsmxé‘tnhéngchiﬁnhvétwnuwcddivétdathmydnmdwmécdb
3 mpmu_sf: cho bénh nhén dang dung cac thudc khdc chuyén héa qua CYP3A4 nhu
Cisaj .

- Ha magnesi huyét cb tridu chirng va khéng triéu chirng d3 diroc bao cao hibm gap trén
bénh nhan diéu tri véi cac thubc Grc ché bom proton it nhét 3 thang, hau hét céc trrémg
horp trién bénh nhén sau khi didqu trj 1 ném. Tac dyng phy nghiém bao gém co cl
ca, loan nhip tim va dbng kinh. Hau hét céc bénh mm?én mm sung magns:rgg
dibu trj ha magnesi huyét hay ngirng sir dung thudc (rc ché bom proton. Can phai xem
xét viéc theo ddi mirc magnesi huyét trong khi bét ddu didu tri voi thube Gc ché bom
proton va dinh ky sau 86 & nhirng bénh nhan phai didu tr 13u dai hodic phai ding thubc
(rc ché bom proton chung véi cdc thube khdc nhu digoxin hay nhing thudc gay ha
magnesi huyét (vi dy thudc lgi tidu).

~ Gidm acid da day do bét ky nguyén nhan nao, ké cd ding thubc (rc ché bom proton, lam
tang sb i vi khudn thrréng tnd trong Guéng tidu hoa, Didu tr bang thubc e ché bom
proton c6 thé 1am tang nhe nguy co nhiém khudn duéng tiéu hda do Salmonelia va
Campyiobacter.

= Esomeprazol, ciing nhir tAt cd cac chét lam gidm acid da ddy, cé thé lam gidm hép thu

Thudc c¢é d¢ hip thu phy thudc pH cda dg day

= Sy hip thu cia keloconazol, itraconazol oo thé gidm trong khi didu ti véi esomeprazal.

- Ding két hop omep {40 mg x 1 lAningdy) véi ir 300 mg/ri ir 100 mg &
ngudi tinh nguyén khde manh lam gidm dap imng cla atazanavir.

- Kt hop omeprazol (40 mg x 1 lningdy) w&i neffinavir idm gidm ndng a4 nelfinavir trong
méu, Béy 1a két hep chéng chi dinh.

Thudc chuyén héa nhér CYP2C19

- Esomeprazol & mét chét e ché CYP2C19. Khi bat du hay ngung didu tr véi
esomeprazol, cAn xem xét khd ndng lirong tac véi céc thube cm:Zn héa qua CYP2C10.
Mét twong tac duge quan sét gilra clopidogrel va omeprazol. Chua r8 § nghia 1am sang
:It]a ';.;;ngl téc nay. B3 aé phong, khéng nén sir dung ddng théi esomeprazol va

opidogrsl.

- Khi esomeprazol dugc ding chung véi cac thudc chuyén héa blng CYP2C19, nhe
d citalopram, imipramin, clomi in, phenytain..., nbng d6 céc thubc nay trong
huyét trong c6 thd tang va cin gidm iidu ding. Nén theo d&i ndng d6 phenytoin trong
huyét twang khi bt ddu hay ngung didu tr véi esomeprazal.

- Trong mét thir nghiém 1am sang, khi dung 40 mg esomeprazol cho nhing bénh nhan 33
diing warfarin cho théy théi gian ddng mau vin con trong giéi han cho phép. Tuy nhién,
mit véi tnrdmg hop chl sb INR ting cao c6 § nghia |&m sang 63 dugc bao cdo khi ding
két hop warfarin va esomeprazol.

= Két hop véi metholrexals, tacrolimus lam tang ndng 4 methotrexate, tacrolimus trong
mau.

PHY N CO THAI VA CHO CON BU
Phy nir ¢6 thai: Chwra cb nghién ciru ddy a0 va dwoc kibm sodt trén phu nir mang thai,
Chi st dung thubc cho phy nir mang thal khi that sy cdn thidt.

Phy ni cho con ba: Chira bidt esomeprazol o durgc bai tidt qua sira me hay khéng.
Chwa cb nghién ciu trén phu nir cho con bu. Do dé khéng nén ding esomeprazol khi
dang cho con bu,

ANH HU'ONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Bénh nhan bi chong mét hodic do gidc trong khi dung esomeprazol khang nén l&i xe hay
van hanh may moc.

TAC DUNG KHONG MONG MUON
Thudmg géip

= Todn thén: Bau diu, chdng mét, ban ngoai da,

- ;Iéu héa; Bubn ndn, ndn, dau bung, tibu chay, tao bon, ddy hom, khéd miéng,

gép

- To::'m: Mét moi, mat ngu, phét ban, ngira, rdi loan thi gidc,

Hiém gép

- Toan than: Sbt, 08 md hal, phi ngoai bién, man cdm voi anh sang, phén (rng quéa mén
{bao ghm may day, phi mach, co thit phé qudn, sdc phdn vé).

- Thén kinh trung wemg: Kich d6ng, trdm cdm, 1o 1An cé héi phuc, do gisc & nguei bénh

nang

Huyét hoe: Chimg mit bach cu hat, gidm bach clu, gidm tdu chu,

Gan: Tang enzym gan, viém gan, vang da, suy chirc néng gan.

Tidu héa: Réi loan vi gidc,

Co xuemg: Bau khip, dau co.,

Tiét niéu: Viém than ke,

Da: Ban bong mwréc, hdi chimg Stevens-Johnson, hoai 1 bidu bi nhiém dbe, viém da.

Do lam gldm a4 acid clia da day, cic thudc irc chié bom proton ¢4 thd 1am tang nguy cor

nhiém knudn & duong tibu héa.

QUA LIEU VA XUF TRI
Cho dén nay co rét it kinh nghidm vé viéc dung qué lidu co chii dich, Céc tidu chimg
dupc mo ta cb lign quan a4n vide dung lidu 280 mg 14 céc triéu chirng trén dwdmg tidu
héa vé tinh trang mét mél, C4c lidu don B0 mg esomeprazol vAn an toan khi ding. Chua
c6 chit ‘qun abc diic hibu. Esomeprazol gin kit manh véd protein huydt twomg vi vy
khting dé dang thAm phin dugc. Trong truémg hop qué lidu, nén didu tri tridu chimg
sir dyng cac bign phap hd tre tdng quat.

BAO QUAN : Trong bao bi kin, nol khé, tranh énh sang. Nhigt a6 khéng qué 30°C.

HAN DUNG  : 24 théing ké tir ngdy sdn xudt,

DONG GOl : Vi 10 vién. Hop 2 vi,

TIEU CHUAN AP DUNG: Titu chudin nha sén xult

THUAC NAY CHI DUNG THEO BON CUA BAC ST

Bé xa thm tay tré em
Khma‘angﬂ:‘;écqu‘ﬂlﬁhmmﬂm
kg huwdmg diin sir dung trwrde khi ding
mezvmmonnm. xin héi y kidn bac si
Thong bdo cho bac sl nhing tac dyng khéng mong

gip phdl khi s dung thude
Ngay duydt ndi dung foa: 27/08/2015
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Nha sdn xudl:

40 Dai 16 Ty Do, KCN Viét Nam-Singapore,
Thuén An, Tinh Binh Dueng, Viét Nam
BT: (4

STADA

ATET4T0-3TE7471 » Fax: (+B4) 650 3787469
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