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‘Maquette quing cdo san phdm Stadnex 40
Hinh thdc: Tai liéu théng tin cho cdn bé y t& Kich thudc A4 (21x29.7cm) (4 mat) Trang 1

Stadnex 4G

Esomeprazol
(dudi dang esomeprazol magnesi dihydrat) 40 mg
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Stadnex ¢

somprazel
ki dang csmeprazol magne

« BENHEIRAO NGUQC DA DAY - THUC QUAN (GORD) *
iRl HO1 CHUNG ZOLLINGER-ELLISON

= Hop 4 vi 1 7 vitn nén bao tan

Nha sén xudt; Cong ty TNHH Lién Doanh STADA - VIET NAM STADA

= KB3/1 Nguy&n Thj Séc, Xun Thdi Béng, Hée Mén, TP. H& Chi Minh -

Tel: 08. 3718 1154 - 3718 2141 Fax: 08. 3718 2140 Email: stada @stada.com.vn

= 40 Dai 16 Ty Do, KCN Viét Nam - Singapore, Thuan An, Binh Duong S SRRE—

Tel: 0850. 3767 470 Fax: 0850. 3767 469 Website: www.stada.com.vn

Phén phdi: Céng ty TNHH Dugc Phdm Khudng Duy STADA

NN1 - NN1A Bach M&, Phuéing 15, Quan 10, TP. H8 Chi Minh " i s o -
Tel: 08. 3863 2083 (8 lines) Fax: 08.3977 0850  Website: www.khuongduy.com.vn Hudng tdi suic khde cong dong

S8 Gidy tiélp nhan hd so dang ky 1ai ligu théng tin thudc cia Cuc Quan Ly Duge - B0 ¥ Té: ...../.... /QLD-TT, ngay ..../.../.....
Tai ligu gdm 4 trang. Thdng tin chi tiéit xem phdn théng tin san phdm xem trang 2 vé 3. NGAY ...../........... in tai iy,

* Théng tin chi tiét xin xem tai muc chi dinh trong phén théng tin san pham.
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Kich thwéc ban in = 85% kich thwéc that
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Esomeprazol

THANH PHAN

Méi vién nén bao tan trong rut:

ESOMEPTAZOl ....c.ovvoeeeeeeeeeeeeee e 40 mg

TRAIE MIZ B0 sl ez e 1 vién
mo TA

Vién nén hinh oval, bao phim mau héng nau, hai mt khum tron.
DUGC LUC HOC

Esomeprazol 1 thudc (ic ch& bom proton 1am gidm tiét acid da
day bang céch (c ché chuyén biét enzym H'/K-ATPase tai t&
bao thanh clia da day.
Esomeprazol la déng phan S clia omeprazol, dugc proton héa va
bi&n ddi trong khoang c6 tinh acid ciia t& bao thanh tao thanh
chét dc ché co hoat tinh, dang sulphenamid khdng d6i quang.
Do téc dong chuyén biét trén bom proton, esomeprazol ngin
chdn budc cudi ciing trong qué trinh sén xuat acid, qua d6 1am
gidm df acid da day. Tac dyng nay phy thudc vao liéu ding méi
ngay tir 20 - 40 mg va dua dén dic ché tiét acid da day.

pugc pONG HOC
Esomeprazol dugc hdp thu nhanh sau khi udng, ndng do dinh
trong huyét tuong dat dugc sau 1-2 gid. Sinh khd dung clia
esomeprazol tdng theo liéu ding va khi ding nhic lai, dat
khoéng 68% khi diing liéu 20 mg va 89% khi ding liéu 40 mg.
Thc &n lam chdm va giam dd hdp thu clia esomeprazol, nhung
lai khdng Iam thay d6i déng ké tac dung clia esomeprazol I&n dg
acid trong da day. Esomeprazol lién k&t vdi protein huyét tuong
khodng 97%. Thuc dugc chuyén héa chii yéu & gan nhd
isoenzym CYP2C19 hé enzym cytochrom P450 thanh céc chat
chuyén hoa hydroxy va desmethyl khong con hoat tinh. Phan
con lai dugc chuyén hoa qua isoenzym CYP3A4 thanh
esomeprazol sulfon. Khi dung nhic lai, chuy&n héa budic ddu qua
gan va dg thanh thdi cla thudc giam, co thé do isoenzym
CYP2C19 bj (rc ché. Tuy nhién, khdng cd sy tich [y khi ding
mi ngay 1 14n. Thdi gian ban thai trong huy&t tuong khoang 1,3
0i0. Hdu hét 80% clia liéu udng dugc ddo thdi & dang chat
chuyén hoa trong nutc tiéu, phdn con lai dugc dao thai qua phan.

CHI BINH
Stadnex 40 dugc chi dinh cho céc truting hop:

- Bénh trao nguge da day - thyc qudn (GORD): Diéu tr| viém
xudic thuc quan do trao ngugc.

- Diéu tri dai han (sau khi diéu trj bing phuong phap truyén finh
mach) nhdm phong tdi xudt huy&t do loét da day.

- Diéutrj hdi chitng Zollinger-Ellison.

LIEU LUGNG VA CACH DUNG
Céach ding
Stadnex 40 nén dugc nubt nguy@n vién véi mot it nuc. Khong
nén nhai hay nghién nét vién.
Liéu lvgng
NgudiIdn va tré vj thanh nién tir 12 tudi tré 1én

Stadnex 40

(dudi dang esomeprazol magnesi dihydrat) 40 mg

Tai liéu thong tin
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- Bénh trao ngugc da day-thuc quin (GORD): Piéu tri viém xudc
thyc quén do trao ngugc:
40 mg x 1 14n/ ngay trong 4 tudn. Nén diéu trj thém 4 tudn niia
cho bénh nhan viém thyc quén chua dugc chita lanh hay vin c6
triéu chiing dai déng
Ngudi ldn
Diéu trj dai han (sau khi diéu tri bng phuong phdp truyén tinh
mach) nhdm phong tdi xudt huyét do loét da day:
40 mg esomeprazol (1 vién Stadnex 40) x 1 ldn/ngay trong 4
tudn sau khi ding esomeprazol duting tinh mach nhim phong
tdi xudt huyét do loét da day.
- Diéu trj hgi chiing Zollinger - Ellison:
Liéu khi ddu khuy&n céo 1a 40 mg esomeprazol x 2 14n/ ngay.
Sau d6 diéu chinh liéu theo dap (ing clia titng bénh nhan va tiép
tuc diéu trj khi con chi dinh v mat 1am sang. Cac di ligu lam
sang cho thdy phdn I6n bénh nhdn dugc kifm soat véi
esomeprazol liéu tir 80-160 mg/ngay. Khi liéu hang ngay Ién
han 80 mg, nén chia liéu dung thanh 2 14n/ ngay.
Tré em dudi 12 tudi
Khdng nén ding esomeprazol cho tré em du6i 12 tudi vi chua co
dir liéu.
Ngudi tén thuang chife nang thin
Khdng cdn diéu chinh liéu & bénh nhan tén thuong chiic ning
than. Do it kinh nghi¢m vé viéc dung thudc & bénh nhan suy
than ndng, nén than trong khi diéu tri & cac bénh nhan nay.
Ngudi tdn thuang chic ning gan
Khéng cdn diéu chinh liéu & bénh nhan tén thuong gan & miic
do tit nhe dé&n trung binh. O bénh nhan suy gan ning, khong
nén ding qua liéu tdi da 1a 20 mg esomeprazol.
Ngudi cao tudi :
Khdng cén diéu chinh liéu & ngudi cao tudi. —— /-
CHONG CHi BINH o22/8 /201 F
- Bénh nhan qud mdn v6i esomeprazol, cic din chat
benzimidazol hay bat ci thanh ph&n nao clia thudc.
- Phy ni c6 thai 3 thdng d4u.
CANH BAO VA THAN TRONG
- Khi cd sy hién dién bat ky mt trigu chiing bao ddng nao (nhula
giam can déng k& khong chii ¥, ndn tdi phat, kho nudt, non ra
mau hay dai tién phan den) va khi nghi ngd hoic bi loét da day
nén loai trif b&nh Iy 4c tinh vi diéu trj bing esomeprazol ¢o thé
lam gidm triéu ching va lam cham tré viéc chan dodn.
- Sl dung cdc thudc Uc ché& bom proton, d4c bigt khi ding lidu
cao va trong thdi gian dai (> 1 ndm), c6 thé 1am ting nhe nguy
cd gdy c§ xuong dui, cd tay va xuong séng, chil y8u xdy ra &
ngudi gia hodc khi co cac yéu td nguy co khdc. Cac nghién ciu
quan sét cho thdy cdc thudc (c ch& bom proton 1am tang nguy
cd gdy xuong tir 10 d&n 40%. Mot s6 gia tang nay co thé
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Esomeprazol

do cdc yéu td nguy co khdc. Bénh nhan c6 nguy cd lodng xuong
phai dugc cham soc theo hung din Im sang hién hanh va cdn
bd sung ddy di vitamin D va calci.
Ha magnesi huyét cd tridu chiing va khéng trigu chitng da dugc
béo cdo hi€m gip trén bénh nhén diéu tri véi cac thudc ic ché
bom proton it nhat 3 thang, hdu hét cac trudng hop trén bénh
nhan sau khi diéu trj 1 nam. Tac dung phu nghiém trong bao
gbm co cling cg, loan nhip tim va ddng kinh. Hu hét cac bénh
nhan cdn phai b6 sung magnesi dé diéu tri ha magnesi huyét
hay ngitng st dung thudc ic ch& bom proton. C4n phai xem xét
vigc theo ddi mitc magnesi huy&t trong khi bt ddu diéu trj v6i
thudc Uc ché bom proton va dinh ky sau d6 d nhiing bénh nhan
phdi diéu trj lau dai hodc phdi dung thudc (c ché bom proton
chung véi cdc thudc khdc nhu digoxin hay nhiing thudic gdy ha
magnesi huy&t (vi dy thudic lgi tiéu).

- Gidm acid da day do bat ky nguyén nhan nao, ké ca dung thudc
(ic ché bom proton, lam tdng s lugng vi khudn thuting trii trong
duding tiéu hoa. Didu tri bing thudc e ché bom proton co thé
lam téng nhe nguy co nhidm khuin dudng tiéu héa do
Salmonellava Campylobacter.

TUONG TAC THUGC
Thudt cd d hap thu phy thuge pH cida da day

- Sy hdp thu clia ketoconazol, itraconazol ¢6 thé giam trong khi
di8u trj vdi esomeprazol.
Ding k&t hgp omeprazol (esomeprazol) (40 mg x 1 ldn/ngay)
v6i atazanavir 300 mg/ ritonavir 100 mg & ngudi tinh nguyén
khde manh lam gidm dép iing cla atazanavir.
Thudt chuy€n héa nha CYP2C19
Esomeprazol la mdt chat dc ché CYP2C19. Khi bit du hay
ngung diéu tri vdi esomeprazol, c&n xem xét khd nang tuong téc
véi cdc thudc chuyén hoa qua CYP2C19. Mjt tuong tic duge
quan sét gitia clopidogrel va omeprazol. Chua ré y nghia 1am
sang clia tudng téc ndy. D& dé phong, khdng nén sif dung ddng
thdi esomeprazol va clopidogrel.
Khi esomeprazol dugc ding chung véi cdc thudc chuyén héa
bang CYP2C19, nhu diazepam, citalopram, imipramin,
clomipramin, phenytoin.., néng df cac thudc nay trong huyét
tudng co thé tang va c&n gidm liéu ding. Nén theo ddi néng do
phenytoin trong huyét tuang khi bdt d4u hay ngung diéu trj véi
esomeprazol,

- Trong mt thir nghi@m 1am sang, khi diing 40 mg esomeprazol
cho nhiing bénh nhan da diing warfarin cho th&y thdi gian dong
m4u van con trong giéi han cho phép. Tuy nhién, mot vai truding
hop chi s8 INR tang cao c6 y nghia Iam sang da dugc béo cdo
khi diing két hgp warfarin va esomeprazol.

PHY NO CO THAI VA CHO CON BU

Phu nif cd thai

Chua c6 nghién clu ddy di va dugc kifm soat trén phy nit mang

Stadnex 40

(dudi dang esomeprazol magnesi dihydrat) 40 mg

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

TAC DUNG KHONG MONG MUON

- Toan thin: Mé&t moi, mdt ngl, phat ban, ngua, réi loan thj giac.

- Gan:Tdng enzym gan, viém gan, vang da, suy chic na gan.

- Coxudng: Dau khép, dau co.
- Da: Ban bong nudc, hdi chiing Stevens-Johnson; hoai tif bigu bi
- Do lam giam df acid clia da day, c4c thudc (c ché bom proton

QUA LIEU VA XU TRi

BAO QUAN: Trong bao bi kin, nd kh, tranh &m. Nhiét db khng qua 30°C.
HAN DUNG: 24 thang ké tir ngay sin xust.

PONG GOI: Vi 7 vign. Hop 4 vi.

TIEU CHUAN AP DUNG: Tiu chufin nha san xudt.

Tai ligu thong tin ghlo can bd y td

a
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thai. Chi sifr dung thudc cho phy nit mang thai khi that sy cdn thiét.
Phuy nif cho con bii

Chua biét esomeprazol co dugc bai tiét qua siia me hay khong.
Chua c6 nghién ciu trén phu nif cho con bi. Do dé khéng nén
ding esomeprazol khi dang cho con bil.

Bgnh nhdn bj chéng mdt hodc 4o gidc trong khi dung
esomeprazol khong nén lai xe hay van hanh mdy mac.

Thudng gap

Toan than: Bau ddu, chong mit, ban ngodi da.

Tiéu hda: Budn ndn, ndn, dau bung, tiéu chay, tao bon, ddy hon,
khd miéng.

Itgap

Hiém gdp

Toan than: S6t, d8 mé héi, phi ngoai bign, man cam véi dnh
sang, phdn Ung qué man (bao gdm may day, phit mach, co thit
phé quan, sbc phan vé).

Thén kinh trung wong: Kich dng, trdm cam, I Iin c6 héi phuc,
a0 gidc 6 nguai bdnh nang.

Huyét hoc: Chiing mét bach cdu hat, gidm bach cdu, gidm tidu
cdu,

Tiéu hda: Rdi loan vj gidc.

Tiét nigu: Viém than ka. o2/E /O F

nhiém ddc, viém da.
c6 thé 1am tang nguy ca nhidm khudn & duding tiéu hoa.

Cho dén nay c6 rét it kinh nghiém vé viéc ding qua liéu c6 chii
dich. Céc trigu ching dugc md ta c6 lién quan dén vigc dung
liéu 280 mg la céc trigu chiing trén dubing tiéu hoa va tinh trang
mét mdi. Cdc liéu don 80 mg esomeprazol vin an toan khi
dung. Chua cé chdt gidi djc ddc higu. Esomeprazol gdn két
manh véi protein huyét tuong vi vdy khdng d& dang thdm phan
dugc. Trong trudng hop qud liéu, nén didu trj triéu ching va sir
dung céc bién phap hd trg tdng quét.

THUGC NAY CHi DUNG THEO BON CUA BAC Si
DOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG
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