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Mau Vi (7 vién): Stadnex 20 CAP

Stadnex 20 CAP Stadnex 20 CAP

Esomeprazole 20 mg Esomeprazale 20 mg
Cong ty TNHH LD Stellapharm - Chi nhénky 1 | Stellapharm 1.V. Co., Lid. - Branch 1
20 CAP Stadnex 20 CAP Stadne
20 mg Esomeprazole 20 mg Esomeprazole
Stellapharm J.V, Co,, Lid, -Branch 1 | Cbng ty TNHH LD Stellapharm - Chi nhénh 1
Stadnex 20 CAP Stadnex 20 CAP
Esomeprazole 20 mg Esomeprazole 20 mg
Cdng ty TNHH LD Stefflapharm - Chi nhénh 1 | Siellapharm J.V. Co., Lid. - Branch 1
20 CAP Stadnex 20 CAP Stadne
20 mg Esomeprazole 20 mg Esomeprazole
‘Saei!apharm JW. Co,, Lid. - Branch 1 | COng ty TNHH LD Stellapharm - Chi nhénh 1
4Stad nex 20 CAP Stadnex 20 CAP
% Esomeprazole 20 mg l:someprazole 20 mg
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25 mm

Rx Thuéc nay chi diing theo don thudc

3

Stadnex CAP

Tén thusic
Stadnex 20 CAP
Stadnex 40 CAP
Céc dfu higu lwu § va khuyEn céo khi dung thudc
& xa (am tay ré em
Boc ky hudng dan sir dung tnrée khi ding
Thanh phiin cong thirc thude
Thanh phin hoat chat:
0 CAP:

p 20 mg

(dw&1 dang esomeprazole (magnesium dihydrate) pellets 22%)
prazole

(duréri dang esomeprazole (magnesium ditydrate) pellels 22%)

Thanh phén t4 duge:

Puéng kinh hat (rén, manilal, natri carbonat, talc, titan dioxyd, hypromellose, dinatri

hydrogen orthophosphat, nabii lauryl sulphat, hypromellose phthalat, cetyl alcol.

Dang bao ché

Vién nang cimg.

Vién nang cimg s6 4, diu va than nang mau tim, dau nang in lego *B#" mau tréng, than
nang in 20" mau trdng, chira vi hat mau tréng dén wng nga.

Vién nang cimg s6 3, du va than nang méu Lim, diu nang in logo =B~ mau tréng, than
nang In "40°" mau tréing, chira vi hat mau triing dén tring nga.

Chl dinh

Stadnex CAP duge chi dinh cho céc lréing hop:

Bénh trdo nguoc da day-thirc quan (GORD): Bigu lif viém xuée thuc quan do trao ngugc;
diBu trj dai han cho bénh nhén vi&m thyc quan da chira lanh d& phang ngira (i phat; digu
tr triéu chirng bénh rao ngugc da day-thire quan (GORD).

K&t hop vol mdl phéc @b khéng khugn thich hop d& diét trir Helicobacter pylori, chira lanh
loét t4 tréing do nhiém Helicobacter pylori vé phéng ngira i phél loél da day t4 trang &
bénh nhén loét do nhiém Helicobacter pylori.

Bénh nhén cin dibu irj thust khang viém non-steroid (NSAID} lién tuc: Chira lanh loél da
day do ding thuSc NSAID; phdng ngira loét da day va loét 1A trang do ding thusc NSAID
& bénh nhan cb nguy co.

BiBu tri h§i chirng Zollinger-Ellison.

Céch ding, |iBu diing

Céch diing

Stadnex CAP nén dirge nubt nguyén vién v6i mét it nuérc. Khang nén nhai hay nghign nat
vién,

Litu ding

Nguwoi I6m va tré vi thanh nién tir 12 tusl tré' 1€n

Bénh trac ngurge da day-thye quan (GORD):

DiBw irf viem xudt thyt quan do trdo ngupe: 40 mg ¥ 1 1An/ngay trong 4 tuin. Nén digu i
thém 4 uin nira cho bénh nhén vigm thire quan chira dugce chita lanh hay vén cé wgu
chirng dai déng,

DiBu trj d&i han cho bénh nhan viém thirc guan da chiza lanh € phong ngira 14i phét:
20 mg % 1 lan/ngay.

Digu trj trigu chimg bénh trdo ngupe da day-thue quan (GORD): 20 mg x 1 laningay & benh
nhéin khéng b viém Ihire quan. N&u khéng kiém scat droc brigu chirng sau 4 tuan, bénh
nhén nén dirge chin doan thém, Khi da hel vigu ching, €6 thé duy 1 viéc kigm so4l tigu
chimg voi 11Bu 20 mg x 1 1An/ngay. © nguriri 16m c6 thé sir dung ché dg digu b khi cin thist
véi litu 20 mg x 1 lan/ngay. O nhirng bénh nhan trae nguyc da day-thire quan (GORD)
dang sir dung NSAID c6 nguy co phaL irién 1oé1 da day ta trang, khéng khuy&n cio kigm
sodt trigu chimg bling ché d6 diBu trj khi can thiél,

Nguoi 16n

K&t hep v&i mbt phdc db khéng khuén thich hop dé diét trir Helicobacter pyiori,
chira lanh loét t4 trang do nhiém Hellcobacter pylori va phéng ngisa tai phit loét da
day t trang & bénh nhan loét do nhiém Helicobacter pylori: 20 mg esomeprazole, 1g
amoxicillin va 500 mg clarlthromycin, 1t ci duge diing 2 13ningay trong 7 ngay.

B&nh nhén cin diBu tr| bing thuéic khang viEm non-steroid (NSAID) lién tuc:

Chira lanh foél da day do ding thuSc NSAID: Liku théng thurdng 20 mg x 1 [Bn/ngay. Thii
gian digu tr{ 1A 4 - 8 tuBn.

Phéng nglra loét da day va loéi 14 trang do ding thusc NSAID & bénh nhan cé nguy co:
20 mg x 1 fAn/ngay.

Digu trj hl chirng Zollinger - Ellison:

Libu khdi dau khuy@n cao 12 esomeprazole 40 mg x 2 laningay, Sau da diéu chinh ligu theo
dép rng clia ting bénh nh&n va UEp tue didu U] khi con chl dinh vE m&t 1Am séng. Céc dir
ligu 14m sang cho thdy phan gn benh nhan durgc kidm saél véi esomeprazole ligu 1y
80- 160 mg/ngay. KN i1 hang ngay Iém hon 80 mg, nén chia lidu ding thanh 2 lan/ngay.
Tré em dudi 12 tudl

Khéing nén ding vién nang esomepieazole cho ré em dual 12 wéi vi chura o6 dir ligu,
Nguwdd tan thirong chire ndng thén

Khdng can digu chinh liEu & bénh nhén tén thireng chire ndng than, Do [t kinh nghigm v&
vigc ding thuic & bénh nhan suy than ning, nén than tong khi diu t & cdc bénh nhan
nay.

Nguwdi t6n thwong chike nang gan

Khéng cin diEu chinh liBu & banh nhén 16n thuong gan & mire 6§ iy nhe dén Lrung binh,
& bénh nhén suy gan néng, khing nén ding qua liéu t&i da 1a 20 mg esomeprazole,
Nguwéi cao tudi

Khéng cin diBu chinh ligu & ngudl cao téi,

Chéng chi djnh

Bénh nhan qué man véi esomeprazole, cAc dan chél benzimidazol hay bat cir thanh phan
n&e cilia thubic.

Phu nir cb thai 3 théng dau.

Cénh bao va thén trong khi ding thusc

Khi c6 sir hign dign bt iy mL rigu chiing bao ddng nao (nhir 12 gidm cén déng ké khéng
chil §, nbn Ll phét, khd nudl, nén ra mau hay dal lién phéan den) va khi nghi ngd hodc bi
loét da day nén loai trir bénh Iy &c tinh vi dibu tri biing esomeprazole cé thé [am gidm trigu
chirng va lam cham tré viéc chén doan,

Sir dung céc thubic (re ché bom proton, d&c biét khi ding ligu cac va rong thai gian dai
(> 1 nm), c& thé 1am tAng nhe nguy co gay xuong hing, cd lay v& xuong sdng, chi y&u
XAy ra & nouréri gia hoiic khi cé chc y&u 18 nguy co khc, C4c nghién cu quan sit cho thay
céc thudc re ché& bom proton [Am tang nguy co gay xurong Lir 10 dén 40%. Mot s8 gia tdng
nay 6 thé do céc y8u 16 nguy co khéc. Bénh nhan cé nguy co lodng xuong phai duge
chim séc theo hurémg dén 18m sang hign hanh va ciin bd sung dhy da vilamin D va calci,
Khi k& toa esomeprazole d& diét Lrir Helicobacter pylori, nén xem xél cac ong tAc thubc
6 thé xdy ra ong phéc db disu tr] 3 thude. Clarithromycin Ia chél irc ché manh CYP3A4
wa Vi th& nén xem xét ching chi dinh va lwong e ddi véi clarthromycin khi dung phéc db
3 thudc cho bénh nhén dang diing cdc thue khac chuyén héa qua CYP3A4 nhwr cisaprid.
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Ha magnes! huyél cé Lriéu chirng v khéng tridu ching da drgc bao céo hiém gap bién
banh nhén digu irj véi cac thudc e ché bom proton 1t nhdt 3 thang, hau hél cdc tnrang
hop trén bénh nhén sau khi digu Urj 1 n&m, Tac dung khéng mong mudn nghiém lrong bao
gbm co cling ¢o, loan nhip tim va dfing kinh. Hau hél c&e bénh nhan cén phai bo sung
magnesi d& diu tr| ha magnesi huy&l va ngirng str dung thudc (rc ché bam praten. Can
phal xem xét viéc theo d6i mirc magnesi huyt trirée khi bat dau digu trj véi lhubce tre ché
bom proton va dinh k¥ sau @6 & nhing bénh nhan phél diéu tri lau dai hodc phal ding
thue (v ché bom prolon chung véi cc thuc khac nhur digoxin hay nhiing thuse géy ha
magnesi huyét (vi du thudic lei igu),

Giam acid da diy do bl ky nguy&n nhan nao, ké c& ding thudc trc ché bom prolen, lam
téng 0 qung vi khugn thudng iré trong dudng tgu héa. Bigu lr] bng thubc i ché bom
proton cé thé Iam tang nhe nguy co nhigm khudn duéng tidu héa do Samonella va
Campylobacter.

Thudc ¢ chira sucrose {durrng kinh hat rdn). Khang nén ding thudc nay cho bénh nhin c6
cAc van d& v& di ruyén hiém gap khoing dung nap fruclose, kém hép thu glucose-galaciose
hodc thiu hyl enzym sucrase-isomallase.

Str dung thue cho phy nir cé thai va cho con bd

Phy ntr 6 thal

Chura cé nghién ciru diy d0 va dugc kim soat rén phy niy mang thai, Chi sir dung thutc
cha phi nir mang thal khi tht sur can (higt.

Phu ni¥ cho con bu

Chira bist esomeprazole cé durgce bai it qua sira me hay khang. Chua c6 nghién ctru lrén
phy ni che con bil. Do d6 khang nén dang esomeprazole khi dang cho con ba,

Anh hwong cia thusc 1&n kha néng 4i xe, viin hanh may méc

Bénh nhan b| chéng mat hodic &o giac trong khi diing esemeprazole khéng nén 14 xe hay
van hanh may méc.

Twong tc, trong ky, cla thusc

Twomg tic cla thude

Thubc cé d§ hip thu phu thufc pH cia da day:

Sir hap thu clia keloconazol, ilraconazol cd thé giam trong khi digu b véi esomeprazale,
Diing két hop omeprazol (40 mg x 1 laningay) v6i alazanavir 300 mg/rilonavir 100 mg &
nguréd 1nh nguyén khde manh lam gidm dép irng cha atazanavir,

Thuée chuyén héa nhir CYP2C19:

Esomeprazole [ mdt chdl rc ché CYP2C19. Khl bt diu hay npung diéu Ui véi
ssomeprazale, £3n xem xéL kha néing tuong tAc véi céc thudc chuyén hba qua CYP2C10.
Mol luong 1Ac dugc quan sat gitra clopidogrel va omeprazal. Cha 18 § nghta |&m séng cla
wong tae ndy. B2 d& phang, khong nén sir dung dbng thrf esomeprazole va clopidogrel.
Khi esomeprazole dirgc dong chung véi cdc thudc chuyén héa bai CYP2C19, nhu
diazepam, cltalopram, imipramin, clomipramin, phenytain..., nbng d cac thudc pay rang
huyél rong cé 1hé Ling va cin gidm litu ding. Nén theo di ndng d¢ phenyloin trong
huy@t trong khi bit diu hay ngwng digu b véi esomeprazole.

Trong mét thir nghiém 1am sang, khi ddng 40 mg esomeprazole cho nhirng bénh nhan da
diing warfarin cho thdy thed gian déng mau van con lrong giéi han cho phép. Tuy nhién,
mél vai trrding hop chi s6 INR 1ang cao cd ¥ nghia lam sang dé durgc bao céa khi diing két
hop warfarln va esomeprazole.

Twong Ky ciia thudc 2

Do khéng cé cAc nghign ciru v tinh lreng ky clia thudc, khang irgn 1an thube nay véi cée
thube khac,

Téc dung khéng mong mudn cia thusc

Thuwong gép (1100 s ADR < 1/10)

Toan than: Pau diu, chéng mél, ban ngoai da.

Tiéu héa: Bubn ndn, nén, dau bung, liéu chay, lao bén, day hoi, khé migng,

It g@p (1/1.000 s ADR < 1/100)

Toan thén: Mgt mi, m&t ngd, phal ban, ngtra, r6i loan thi giae.

Hiém g&p (1/16.000 S ADR < 1/1.000,

Tadn than: SBL, 43 mb hi. phi ngoal bién, mén ciim v&i 4nh sang, phan tng qué mén (bao
gbm may day, phii mach, co that phé quan, séc phan ve).

Than kinh tning wrong: Kich dgng, (rdm cam, | [n c6 hai phyc, do gidc & ngudi bénh néing.
Huyé!t hoe: Chirng mét bach ciu hat, gidm bach cau, gidm U&u cau.

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

Tiéu héa: RGI loan vi gidc,

Co Xurong: Dau khép, dau co.

Tiét nigu; Viém than ke,

Da: Ban hong mréc, hél chirng Stevens-Johnson, hoai ti bigu bi nhi2m déc, vigm da.

Do lam gidm ¢4 acid cia da day, céc thude e ché bom proton cb thé lam lang nguy o
nhigm khudn & deéng Géu hoa.

Qui litu va cach i tri

Cho d&n nay cé 1aL it kinh nghiém vB viéc diing qué liéu c6 ch dich. Cac trigu chirng duge
md (& c6 [1én quan dén viéc dung By 280 mg 1 céc Wrigu chirng trén dudng tigu hoa va
finh trang mé&t méi. C4c l1EU dom BO mg esomeprazole van an toan khi ding. Chira cb chal
glal déc dac higu, Esomeprazole gan két manh vé proteln huyBt Lromg vi yay khong de
dang thdm phén dugc, Trong rdng hep qud ligu, nén digu irj rigu chirng VA sir dung cac
bién phép hé tr 18ng quat.

Biic tinh duge e hoo

Nhom duee Iy: Thudc diBu tri loét da day - 14 trang va bénh rdo ngugc da day - thirc quan;
Cac thudc tre ché bom prolon.

Ma ATC: AO2BCOS,

Esomeprazale & thudc (ic ¢h& bom proten [am giam tiél acid da day bing cach tc ché
chuyén biél enzym H+JK+ -ATPase tai 1€ bao thanh cla da day.

Esomeprazale 1A dbng phén S cla omeprazol, dirgc proton héa va bién dBi trang khoang
6 tinh acid ciia (8 bao thanh tao thanh chat e ché cd hoat tinh, dang sulphenamid khéng
46i quang. Do tac dfng chuy&n bigl kén bem proton, esomepiazole ngan chan buée cudl
ciing trong qué UWnh san xudl acid, qua dé 1am gidm db acid da day. Tdc dung nay phu
thube vaa ligl dong méi ngay tir 20 - 40 mg va dua dén (rc ché 8t acid da day.

Biic tinh dwge déng hoo

Esomeprazole dugc hip thu nhanh sau khi udng, ndng dé dinh trong huy&l urong dal
duroe sau 1 - 2 gliy. Sinh kha dung cila esomeprazole lng theo [[Eu ding va khl diing nhac
lai, dal khoang 68% khi dung ligu 20 mg va 89% khi diing lIéu 40 mg. Thirc &n lam cham
va giam dd hap thu clia esomeprazole, nhung lal khdng lam thay ddi déng ké tac dung cia
esomeprazole Ién df acid lrong da day. Esomeprazole lién két véi protein huyét treng
khodng 97%. Thude duoc chuyén héa chi yéu & gan nhér isoenzym CYPZC19 hé enzym
cylechrom P450 thanh cac chat chuy8n héa hydioxy va desmethyl khong con hoat tnh.
Phain con lai duge chuyén hoa qua isoenzym CYP3A4 thanh esomeprazole sullon, Khi
diing nhéic lnl, chuy&n héa buréc 0au qua gan vA 46 thanh tha clia thugc giam, ¢é thé do
isoenzym CYP2C19 bj (re ché. Tuy nhién, khéng cb su tich 1oy khi ding mal ngay 1 f@n.
Thir glan ban thaitrong huy&t uemg khoang 1,3 gid, Hau hét 80% cta lidu udng duoc dao
thal & dang chl chuyén héa trong mrée (iu, phan cdn lal dugre dao thal qua phan.

Quy cdich déng gél

Vi 10 vién. Hop 2 Vi,

VI 7 vien, Hop 4 Vi,

Vi 7 vién, Hop 6 vi.

Wi 7 vién. Hgp 8 vi.

Vi 7 vign, Hop 10 Vi,

Biku kién bio quan, han diing, tiéu chuén chit lvong cia thude

Biu kien bdo quan

Béo quan trang bao bi kin, noi khd, rénh Anh sang. Nhigt d& khéng qué 30°C,

Han diing

36 thang k& 1ir ngy san xuaL

Tidu chufin chat lwong

TCCS. &
Tén, dia chi clia co st sdn xuat thudc =
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S6 40 dai 16 Tir Do, KCN Vil Nam - Singapore,
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