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Stadnex 20 CAP:
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Budmg kinh hat tron, manitol, natn carbonat, talc, ﬂtandloxyd hypromellose, dmlmhy&ogen
orthophosphat, natri tauryl sulphat, hypvomeﬂoss phﬂ'ba&al cetyl aicol.

Dang baoché P “

Vién nang c(rng.

Stadnex 20 CAP;

Vién nang cing 564 mau tim, d&unanqn‘STADA“ than nang in "20°, d\uavihmhinhe&m\au
tréing d&n trng nga.

Stadnex 40 CAP:

Vién nang clmg s6 3 ma tim, d&u nang in “STADA', thah nang in *40", dl’:avihuhlnhcm"ﬁu

trng dén trang nga.
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Bénh trao nguoc da day-thuc quan (GORD): Bigu rj viém xudrc thire quén do trao ngugc; digu iri

dmh;nchob&hn&nm&mquuandlmﬂawdephbngmatwm&ﬂummm

bénh trao ngugc da day-thyre quan (GORD)

K@mmmﬂm@mmmmawwmw chixa lanh loét ta
nhi&m Helicobacter pylori va phing ngira téi phét loét da day ta trang & bénh nhén loét do

nhhémuehwlm:m

pylori.
Bénh nhén can digu tr) thubc khéng viém non-steroid (NSAID) fién tisc: Chiva lanh loét da day do
mmusummmuwmmwmmmmmmmoammw
nguy co.
Bigu tri hoi chimg Zollinger-Ellison.
Céch dung, liégu ding !
Cdchdang
SmeCAPnGﬂMcnuétnguyénw&nvblmOlltnu&c menmmnghﬂnn&lvﬂp

Liéu hrong
Ngui 16m va tré vi thanh nién tir 12 tudi tréslén i
Bénh trao nguoc da day-thuc quan (GORD): MO
Bidu trf viém xwoe thue quan do trao nguoc! 40nqx118Nn9&ymm4mln.NﬂnﬂuuiMn4
wan nra cho bénh nhan viem thuc quinchuadwcchﬂaanhmyvhoomeumh\gqam&n
BDié d& chira lanh dé phong ngira téi phét; 20 mg x 1ian/

ngay. 1
Didu trf riéu chimg bénh o nguoc da day-thye quén {GORD): 20/mg x 11an/ ngay & bénh nhan
Kkhing bi viém thurc quan. Néu khdng kiSm sodt dugc triéu chirng sau 4 tuln, bénh nhan nén droc
ch&naoanmem.mummm.wmémmmn@ﬂmmmmwmxx
1an/ ngay. & ngudr 16m cb thé sir dung ché d§ didu trj khi cin thiéit v (i8u 20 mg x 1 1An/ ngay. &
nhirng bénh nhén trdo nguroc da day-thyre quan (GORD) dang str dung NSAID c6 nguy co phat
mnmmwnmmgmmmwmmmﬂmmmmm
thiét.
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loét t4 trang do nhidm Helicobacter pylori va phong ngira tai phat loét da day ta trang &
bénh nhan loét do nhiém Heli pylori: 20 mg 1 g amoxicillin va 500 mg
clarith it g 7.ngay.

fién tyc:

B@nh nhén ci bé iém (NSAID)
mmmawwmmmwmmmmuwm m»gtan
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1an/ ngay.

Dllumhﬂcmzolmw ~Ellison:

khri dilu khuy@n céo la esomeprazole 40 mg x 2 18n/ ngay. Si dbd!umhhlihmeodép
mmmwmmvaupmwmmwwwuw s&ing. Céc dr liéu 1am sang
cho thély phin I bénh nhdn duge kiém soat ammnzo!ehl\mlwls(IWnoAynﬂlau
hang ngdy iémbon 80ma, nén chia lidu ding thanh 2an/ngay.
Tré em duwdi 12 tubi
Khﬁngndndnngw&mangmmwuohmuemmum&vlwaoﬂmm
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Ngudi tén thuong chire ndng gan
Mwmmu«ammmmmammwmmmmmam
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Khong cin digu chinh ligu & ngui cao wéi. 5

Chéng chi | |
Bénh nhai ?M A cAc dan chél y bét cor p

Phu niy c6 thai 3 thang d&u, !

Canh béo va thén trong khi ding thudc

Khi ¢6 sy hién dién bat ky mot triéu chzng bao dong nao (nhr 1 gidm can déng k& khong chil y,
_ ndn t&i phat, kho nubt, ndn ra mau hay dai tién phén den) va khing Mhﬂkﬂh‘!uﬂyn&n
" loai trir b&nh Iy &c tinh vi didu tr| bAng esomeprazole's6 this 1am 1riéu chimg va lanveh@m ré

vigéc chan doan.

Sir dung céc thudic (re ch bom proton, dic biét khi ding idu cao va trong thdi gian déi (> 1 ném),
6 thé 1am téing nhe nguy co gy xuwong hong, cf tay va xuong song, chuyéuxﬂyra&nqublwa
hodic khi co c&c y&u t6 nguy cor khac. Cac nghién ciru quan sat cho céc thuic (e

proton lam ting nguy co géy xurong tir 10 6&n 40%. MO!sdgmﬂngMycﬂMdacécy!utfm'

<o khac. Bénh nhin c6 nguy co loding xurang phai duec cham sac theo hudng dén 1am sang hign

hanh va clin b sung Gy di vitamin D va calci.

Khi ké toa dé diét trir Helicobacter pylori, nén xem xét cac T4 thbe 66 thé
xéy ra trong phac db digu trj 3 thubc. Clarithromycin 14 cht trc che manh CYP3A4 va Vi thé nén
xem xét chiing chi dinh va tuong tac i véi clarithromycin khi phuauamscmqbenn
nhan dang dilng cAc thubc khac chuyéin héa qua CYP3AA ity

10.

Ha magnesi huyét ¢6 trigu chimg va khong triéu ching da dugc bao céo hiém gap trén bénh nhan
didu trf vii céc thudc tre ché bom proton it nhét 3 théng, hau hét céc tnrdmg hop trén bénh nhin sau
khi diu trj 1 nam. Tac dyng khong mudn nghiém trong bao gdm co clrng co, loan nhip tim va
e R R o
sir dyng thudc (rc ché bom khi bt
dau didu trj voi thube (re ch@ bom proton va dinh ky sau do & nhiimg bénh nhan phéi didu tr) 1y dai
hoic phai ding thudic (r¢ ché bom proton chung véi céc thubc khac nhur digoxin hay nhing thubce gay
ha magnest huyét (vi du thusc loi téu).

Gidm acid da day do bat ky nguyén nhan nao, kécadungthuucucchébumprm.on 1am téng sé

Iugng vi khun thudmg i trong dudng tiéu
téng nhe nguy co nhim khudn dwdmg téu hoa abac
Thubc ¢6 chiza sucrose (uémg kinh hattran). Khengaa\ d\nb&ilnhlhobc&:vén
dd v& di truyén hiém gap khong dung nap fructose, mnhlpmmmwhﬂcmﬂ hut

enzym sucrase-isomaltase. h

Str dyng thudc cho phy ni¥ c6 thai va cho con bd

Phy nircé thai ;

Chira c6 nghién ciru dy a0 va duge kiém soat trén phy nlr mang thai. Chi sir dyng thubt cho phy
nir mang thai khi thét su can thiét. P

Phy ni¥cho con b

Clv.rabﬁtesanepmzolecédmb&nékqmsoammm cmwwmmwmm
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Bénh nhan bl d;énnmum&cboglkm\gmldﬂngmmzohkmngnenl&xehnyv&!hanh
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<«  Tuwongtéccla i
muﬁccbdoﬂpm«phuwpﬂcﬁpgg*d‘ly: o
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- Dungké( .,,. (40mgx1 ) vork 300 mgiri 1wmgbnguomnh
nguyén khy hia .' dap (mg clia

- o h& CYP2C19. Khi bArdau hay ngung didu trj vai esomeprazole, can
xemxéxkhlnhgu.mnqt&cvﬁcﬂc\tmdcchuyénhéawaCYchm MOt trong tac drocquan sat
g!ﬁadop;dogrelvaomeprazol Chuareynqmaldmsangcoammmmy ©E d& phong, khdng
xmemmwmmmmmmmwmmmmn nhur diazepam,

ndng dd cac thubc ndly trong huyét tuong c6 thé
Wlovie!ng-tml!um theuﬂnhgaophmwh ;
‘ngung dibu tri véi esomeprazole.

- Trong mét thir nghi®m Iam sang, mdung-wwamieprazolecm"hongbem"hanaadmg
warfarin cho thay tho1 gian dong méu van con trong gii han cho phép. Tuy nhién, mjt vai tromg
hop chi's8 INR ting cao 6 ¥ nghfa 18m séng d& duoc bao cdo khi'ding k&t hop warfarin va
esomeprazole.

¢ Twong kycuathuéc -

Do khdng cb cac nghién ciru v2 tinh twong ky clia thude, khong trén 1n thubc ndy voi cac thudc
khac.

12.  Téce dung khéng mong mudn cla thudc

gdip (1/100 SADR < 1/10)
- Todn than: Bau dau, ban ngoaida.
- Tiéu héa: Budn ndn, ndn, dau bung, heuchﬁy.ﬁobbn ﬁwm khdmiéng.
It gép (1/1.000SADR <1/100)
Toan than: Mﬁm.mm.phﬂbm.nwa.rﬂwww
Hiém géip (1/10.000 SADR < 1/1.000)
Toanthén: Sdt.ddmbhm phunooaibcen méncémvmmhséng phinunpquﬂm&l(bnoamuﬁy

- Thénklmzrungwngm:hdong tram cam, Kllhoéhbuphm bogn&cbrnm‘nbéthnm

i >uy cht e

- TMMLR&WV!W i
Coxuong: Dau khép, dau co.

- Tiétniéu: Vidm than ké,

- Da: Ban bong audrc, hoichir Joby hoai tir biu bi nhidm ddc, viém

- Dolﬁmga&maoamdcuadadﬁy,c&chuﬁcucchlbmnpmnoomélamﬂnqnwywnhﬂmwtn
& duing tiéu héa. i

13.  Quélidu vacéch xirtri

! cm&me&r&nmwwmdmmlﬁuwmﬂm Céc trigu chimg duege mo 1A co
lién quan dén viéc diing lidu 280 mg 1A cac tridu chimg trén duwong tiéu hda va tinh trang mét mai.
Céclmm&omgamwuobvﬂnanmkhvdung Chura cb chélt gidi ddc dac hiéu.
esmneprazdeg&\k&mumvalwmmyélmm dang tham phan dugc. Trong
trurdmg hop qué idu, nén did cac bién phap otngquat.

W MemmiaaNing
MAATC: A02BCOS.
Emepmmumuawwémmmwmmmmummwwwmmen
enzym H'/K -ATPase tai t& bac thanh ca da day.
mnmmwsmma.mmmwmmmmmm
acid coa i bao thanh 1a0 thanh chét irc ch& co a6 quang. Do tac
dong chuyén biét trén bom proton, mmzdtng!ndﬂnbubcwﬂcﬁngmwﬂﬂnhs&n
xuétacid, quadé d‘p&amdowddad&y Técdmgnaypmhwcvaonéudungnﬁngaymzo -40
mg va dua dén irc qudad&y

15. Pactinhdugcddnghoc
Esomwuohmwchlpmummhwmu&m nbnaaoanmmng mm&
it smm&mwaesamepmzoleﬂngmeaﬁbudmgvakhlm
ding figu 20 mg va 89% khi ding liBu 40 mg. Thvcénﬂmchﬂmﬁglémaotﬂpmuwa
esomeprazole, nhung lai khong lam thay d6i dang ké tac dung cOa esomeprazole én 40
daday, Esomeprazol lin k&t véi protein huyét trang khoang 7%. Thnﬁcmmdu)ylnhbamﬁyéu
& gan nhd isoenzym CYP2C19 hé enzym cytochrom P450 thanh cac chét chuyén hoa hydroxy va
desmethyl khng con hoat tinh. Phiin con fal duoc chuyén héa qua isoenzym CYP3A4 thanh
esomeprazol sulfon. Khi dang nhéc lal, chuyén héa buéc dAu qua gan v dd thanh thai cla thudc
i, ¢6 thé do isoenzym CYP2C19 bj (rc ché. Tuy nhién, khong co sir tich 0y khi ding mi ngay 1
1an, Thesi gian ban thai trong huyét teong khoang 1.3 gidr. Hau hét 80% ctia lidu udng dugc dao thai
& dang chdt chuyén héa trong nurde tiéu, pMncbnthcG&oMquapMn

16. Quycéach g6i
VI 10 vién. HOp 2 vi.

Vi 7vién, Hop 4vi.
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17. 3 ol WKAHTAT SR AR
Trongbacblkln noi kho, trénh &nh séng. Nhiét do khdng qua 30°C.

17.2. lz’l:nd 9 m&

théng wngaysan
17.3. Tlluehuln hegng 2
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