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Stadnex 20

Esomeprazol
(dudi dang esomeprazol magnesi dihydrat) 20 mg

« BENH TRAO NGUGQC DA DAY - THUC QUAN (GERD) * -
« BENH NHAN CAN DPIEU TR| THUGC KHANG VIEM

KHONG STEROID (NSAID) LIEN TUC * R s whx heo oo \\
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Nha sdn xust: Céng ty TNHH Lién Doanh STADA - VIET NAM
= KB3/1 Nguyén Thi Sdc, Xuan Thdi Déng, Hée Mén, TP. Hé Chi Minh
Tel: 08. 3718 1154 - 3718 2141 Fax: 08. 3718 2140 Email: stada @stada.com.vn
® 40 Pai 16 Ty Do, KCN Viét Nam - Singapore, Thuén An, Binh Duong

STADA Hipp 4 vi x 7 vién nén bao tan treng

/’,..—-—-“_\
Tel: 0650. 3767 470 Fax: 0650. 3767 469 Website: www .stada.com.vn

Phan phdi: Céng ty TNHH Dugc Phdm Khuong Duy STA DA

NN1 - NN1A Bach M&, Phudng 15, Quén 10, TP. Hé Chi Minh

Tel: 08. 3863 2083 (8 lines) Fax: 08. 3977 0850

Website: www.khuongduy.com.vn Hu’é’ng 16i suic khoe cong déng ‘

86 Gidy tiép nhén hé so dang ky tai ligu théng tin thubc cda Cuc Quén Ly Duge - B6 Y T8 ...../..../OLD-TT, ngay ...t

Tai ligu g6m 4 trang. Thdng tin chi tiét xem ph&n théng tin san phdm xem trang 2va 3. Ngdy ...../...../...... in t4i lidu.

* Théng tin chi tiét xin xem tai myc chi dinh trong phén théng tin san phdm. ‘
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THANH PHAN
M@i vién nén bao tan trong rudt chua:

EBOMBITAROL ... cviimrinnaisiisse st 20mg
TAAUIC VIR AU .....ovveveeerireereesseseceesre s eessesenesssrensessssesreens 1vién

MO TA
Vién nén dai, bao phim mau héng nhat, hai mat khum tron.

DUGQC LYCHOC

Esomeprazol 1a thudc (fc ché bdm proton lam gidm tiét acid da day
bang cdch Uc ché chuyén biét enzym H'/K'-ATPase tai & bao
thanh clia da day.
Esomeprazol la ddng phan S clia omeprazol, dugc proton hoa va
bién ddi trong khoang cé tinh acid clia té bao thanh tac thanh chét
Uc ché c6 hoat tinh, dang sulphenamid khéng déi quang. Do tac
dong chuyén biét trén bom proton, esomeprazol ngan chan budc
cudi cung trong qua trinh sdn xudt acid, qua dé lam giam dé acid
da day. Tac dung nay phu thugc vao liéu ding méingay ti 20 - 40
mg va dua dén Uc ché tiét acid da day.

DUJC BONG HOC
Esomeprazol dugc hép thu nhanh sau khi uéng, ndng dé dinh
trong huyét tudng dat dugc sau 1-2 gid. Sinh kha dung cla
esomeprazol tdng theo liéu dung va khi dung nhéc lai, dat khodng
68% khi dung liéu 20 mg va 89% khi ding liéu 40 mg. Thuc &n lam
cham va giam dé hép thu cla esomeprazol, nhung lai khéng lam
thay déi dang ké tac dung clia esomeprazol I&n db acid trong da
day. Esomeprazol lién két vai protein huyét tudng khodng 97%.
Thuéc dugc chuyén héa chli yéu & gan nhd isoenzym CYP2C19
hé enzym cytochrom P450 thanh cac chat chuyén héa hydroxy va
desmethyl khéng con hoattinh. Phan con lai dugc chuyén héa qua
isoenzym CYP3A4 thanh esomeprazol sulfon. Khi dung nhéc lai,
chuyén héa budc ddu qua gan va do thanh thai clia thusc gidm, cé
thé do isoenzym CYP2C19 bj tic ché. Tuy nhién, khéng cé sy tich
lay khi dung mi ngay 1 I&n. Thai gian ban thai trong huyét tuong
khodng 1,3 gid. Hau h&t 80% cda liéu ubng dugc dao thai & dang
chat chuyén hoa trong nudc tiéu, phdn con lai duge dao thai qua
phén.

CHIBINH
Stadnex 20 dugc chidinh cho céc trudng hgp:

- Bénh trao ngugc da day - thyc quan (GERD): Piéu trj viem xudc
thyc quan do trdo ngugce; diéu trj dai han cho bénh nhan viém thuc
quén da chia lanh dé phang ngua tai phat; diéu tri triéu ching
bénh trdo nguoc da day-thuc quan (GERD).

- Két hgp vdi mot phac dé khang khudn thich hgp dé diét tru
Helicobacter pylori, chiia lanh loét ta trang do nhiém Helicobacter
pyleriva phdng ngufa tai phat loét da day 14 trang & bénh nhan loét
do nhiém Helicobacter pylori.

- Bgnh nhén cén diéu tri thudc khang viém khéng steroid (NSAID) lién
tyc: Chita lanh loét da day do dung thuéc NSAID; phéng ngifa loét da
day va loét ta trang do dung thudc NSAID & bénh nhan cé nguy co.

- Diéu tri hgi ching Zollinger-Ellison.

LIEULUONG VA CACH DUNG
Cachdung
Stadnex 20nén dugc nudt nguyén vién véi mot it nudc. Khoéng nén
nhai hay nghién natvién.

Liéulugng
Nguaildn va tré vi thanh nién tu 12 tudi tré Ién
Bénh trao ngugc da day-thyc quan (GERD):
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- Diéu tri viém xudc thuc quén do trdo ngugc: 40 mg x 1 I&n/ ngay
trong 4 tuéin. Nén diéu tri thém 4 tudn nirta cho bénh nhan viém
thyc quan chua dugc chila lanh hay van c6 triéu ching dai ding.

- Diéu tri dai han cho bénh nhan viém thyc quén da chida lanh dé phong
nguia tai phat:20 mg x 1 1an/ ngay.

- Didu tri triéu chung bénh trdo ngudc da day thuc quan (GERD): 20
mg x 114n/ngay & bénh nhan khéng bj viém thuc quan. Néu khéng
kiém soét dudc triéu ching sau 4 tudn, b&nh nhan nén dugc chén
dodn thém. Khi da hét triéu chung, c6 thé duy tri viéc kiém soat
trigu ching vai liéu 20 mg x 1 1dn/ ngay. G ngudi 16n c6 thé sit dung
ché do diéu tr khi cén thiét vdi liéu 20 mg x 1 14n/ ngay. O nhiing
bénh nhén trao ngugc da day thyc quan (GERD) dang sif dung
NSAID cé nguy cd phat trién loét da day ta trang, khong khuyén
céo kiém soét triéu chiing béng ché& dé diéu trj khi cn thiét.
Nguwaildn
K&t hgp véi mét phac dé khdng khudn thich hgp dé diét trir
Helicobacter pylori, chila lanh loét td trang do nhiém
Helicobacter pylori va phong ngiia tdi phat loét da day ta trang
¢ bénh nhan loét do nhiém Helicobacter pylori: 20 mg
esomeprazol, 1 g amoxicillin va 500 mg clarithromycin, tit ca dugc
dung 2 1dn/ ngay trong 7 ngay hodc 14 ngay.

Bénh nhén cén diéu tr| bing thudc khdng viém khéng steroid
(NSAID) lién tyc:

- Chaa lanh loét da day do ding thudc NSAID: Lidu théng thudng 20
mgx 114n/ ngay. Thdigian diéu trj 1a 4-8 tudn.

- Phong ngila loét da day va loét td trang do ding thudc NSAID & bénh
nhén cé nguy co:20 mg x 1 1an/ ngay.

Diéutri hi ching Zollinger - Ellison:

Liéu khdi ddu khuyén cao la esomeprazol 40 mg x 2 1dn/ ngay. Sau
dé diéu chinh liéu theo dép Ung cla tiing bénh nhan va tiép tuc
diéu tri khi con chi dinh v& mat|am sang. Cac di liéu lam sang cho
théy phén I6n bénh nhan dugc kiém sodt vdi esomeprazol lidu tu
80-160 mg/ngay. Khi liéu hang ngay 16n hon 80 mg, nén chia liéu
dungthanh 2 14n/ ngay.

Tré em dudi 12 tugi

Khéng nén ding esomeprazol cho tré em dusi 12 tudi vi chua co di liéu.
Nguditén thuong chife ndng thén

Khéng cén diéu chinh liéu & bénh nhan tén thuong chic nang
than. Do it kinh nghiém vé viéc dung thudic & bénh nhan suy than
n&ng, nén than trong khi diéu tri & céc bénh nhan nay.

Ngudi tén thuong chifc ndng gan

Khéng cédn diéu chinh liu & bénh nhan t6n thuong gan & muc dé tu
nhe dén trung binh. o) bénh nhan suy gan néng, khéng nén ding
qua liéu t8i dala 20 mg esomeprazol. i
Ngudicao tudi

Khéng cdn diéu chinh liéu & ngudi cao tudi.

CHONG CHIBINH

- Bénh nhan qua man véi esomeprazol, cac dan chit benzimidazol
hay bét ci thanh phén nao clia thubc.

- Phuy nit ¢6 thai 3 thang ddu.

CANHBAOVA THAN TRONG

- Khi c6 sy hién dién bét ky mot triéu ching bdo déng nao (nhu 1a
gidm can dang ké khdng chi ¥, ndn tai phat, khé nuét, nén ra méu
hay dai tién phan den) va khi nghi ngd hodc bj loét da day nén loai
trir bénh Iy ac tinh vi diéu tri bing esomeprazol c6 thé lam giam
triéu chirng va lam cham tré viéc chdn doén.
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- 8l dung cdc thudc Uc ché bom proton, dac biét khi dung liéu cao
va trong thai gian dai (> 1 nam), cé thé 1am tang nhe nguy ca gay
6 xuong dui, cb tay va xudng séng, chil yéu xay ra & ngudi gia
hoac khi cé céc yéu t6 nguy co khac. Céc nghién clu quan sat cho
thdy cac thudc tc ché bom proton lam tang nguy co gay xuong ti
10 d&n 40%. Mot s6 gia tdng nay co thé do cac yéu t6 nguy co
khac. Bénh nhé&n c6 nguy cd loang xudng phai dugc cham séc
theo hudng ddn Iam sang hién hanh va cdn bd sung ddy du
vitamin D va calci.

- Khi ké toa esomeprazol dé diét trir Helicobacter pylori, nén xem xét
céc tuong tac thudc cd thé xay ra trong phéac dé diéu tri 3 thudc.
Clarithromycin la ch&t tic ché manh CYP3A4 va vi thé nén xem xét
chdng chi dinh va tuong tdc déi vdi clarithromycin khi diing phac
dé 3 thudc cho bénh nhan dang dung céc thudc khéc chuyén hoa
qua CYP3A4 nhu cisaprid.

- Ha magnesi huyét co triéu chiing va khéng triéu chiing da dudc bao
cao hiém g&p trén bénh nhan diéu trj vdi cac thude c ché bom
proton it nhat 3 thang, hdu hét céc trudng hgp trén bénh nhan sau
khi diéu trj 1 nam. Tac dung phu nghiém trong bao gém co ciing co,
loan nhip tim va dgng kinh. Hau hét cac bénh nhan cén phai bé sung
magnesi d€ diéu tri ha magnesi huyét hay ngiing sif dung thudc dc
ché& bom proton. Cén phai xem xét viéc theo dai miic magnesi huyét
trong khi bat ddu diéu tri véi thudc tc ché bom proton va dinh ky sau
d6 & nhiing bénh nhan phai diéu tri lau dai hodc phai dung thude e
ché& bom proton chung vdi céc thudic khac nhu digoxin hay nhiing
thubc gay ha magnesi huyét (vi dy thudc Igi tiéu).

- Giam acid da day do bt ky nguyén nhan nao, ké ca diing thuéce c
ché bom proton, lam téng s& lugng vi khudn thusng tru trong
dudng tiéu hoa. Diéu tri bAng thudc tc ché bom proton c6 thé lam
tdng nhe nguy ca nhiém khuén dudng tiéu héa do Salmonella va
Campylobacter.

- Esomeprazol, cing nhu cac thudc chen acid khac, cé thé lam
gidm sy hép thu vitamin B12 (cyanocobalamin) do sy gidm hodc
thiéu acid hydrochloric trong dich vi. C4n can nhéc y&u 16 nay &
nhing bénh nhan co lugng dy tril B12 trong cd thé gidm hoac co
nguy cd giam hédp thu vitamin B12 néu didu trj 1au dai.

TUONG TAC THUGC

- Do Uc ché bai tiét acid, esomeprazol lam tang pH da day, &nh
hudng dén sinh kha dung clia céc thuSc hap thu phy thude pH:
ketoconazol, mudi sit, digoxin.

-Dung déng th&i esomeprazol, clarithromycin va amoxicillin 1am
tang ndng dd esomeprazol va 14-hydroxyclarithromycin trong mau.

- Dung két hgp omeprazol (esomeprazol) (40 mg x 1 ldn/ngay) véi
atazanavir 300 mg/ ritonavir 100 mg & ngudi tinh nguyén khoe
manh lam gidm dap ung cla atazanavir.

- Esomeprazol la mét chét tic ché CYP2C19. Khi bat ddu hay ngung
diéu trj v6i esomeprazol, cdn xem xét kha nang tuong tac vdi cdc
thudc chuyén héa qua CYP2C19. M§t tuong tac dugc quan sat
gidla clopidogrel va omeprazol. Chua ré y nghia l1am sang ciia
tuong tac nay. DE dé phéng, khéng nén si dung déng thai
esomeprazol va clopidogrel.

- Khi esomeprazol dugc dung chung vdi céc thudc chuyén hoa blng
CYP2C19, nhu diazepam, citalopram, imipramin, clomipramin,
phenytoin.., néng dé céc thudc nay trong huyét tudng co thé tang
vacén giam liu ding. Nén theo ddi néng db phenytoin trong huyét
tuong khi b&t ddu hay ngung diéu tri véi esomeprazol.
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- Trong mét thii nghiém |am sang, khi dung 40 mg esomeprazol cho
nhifng bénh nhan da dung warfarin cho thdy thdi gian déng mau
vn can trong gidi han cho phép. Tuy nhién, mét vaitrudng hgp chi
s8 INR téng cao cé y nghia lam sang da dugc bdo cdo khi diing két
hgp warfarin va esomeprazol.

PHUY NU CO THAIVA CHOCON BU
Phy ndf ¢o thai: Chua c6é nghién ciu ddy di va dugc kiém soat
trén phy ni mang thai. Chi sif dung thuéc cho phu nit mang thai khi
that su cdn thiét.

Phy nif cho con bu: Chua biét esomeprazol cé dugc bai tiét qua
siia me hay khéng. Chua cé nghién ctfu trén phy ni cho con bu.
Do dé khéng nén dung esomeprazol khidang cho con bd.

ANHHUGNG TREN KHA NANG LAIXE VA VAN HANH MAY MOC
Bénh nhan bjchéng mat hodc &o gidc trong khi diing esomeprazol
khéng nén lai xe hay van hanh may méc.

TAC DUNG KHONG MONG MUGN
Thuong gdp

- Toan than:Pau ddu, chéng mét, ban ngoai da.

- Tiéu héa: Budn nén, ndn, dau bung, tiéu chay, tdo bén, ddy hon,
kho miéng.

Itgap

- Toan thdn:Mét méi, matngl, phat ban, ngua, réiloan thi gidc.
Hiém gép

- Toan than: S8t, d8 mé héi, phu ngoai bién, m&n cam vdi dnh séng,
phan Ung qua mén (bao gém may day, phi mach, co that phé
quan, séc phan vé).

- Thédn kinh trung uong: Kich déng, trdm cam, 1U 1&n c6 héi phuc, a0
giac & ngudibénh nang.

- Huyét hgc: Chiing mét bach cdu hat, gidm bach cdu, giam tiéu cdu.

- Gan:Téng enzym gan, viém gan, vang da, suy chic nang gan.

- Tiéu héa:Réiloan vj gidc.

- Co xuong:Pau khdp, dau co.

- Tiét niéu:Viém than ké.

- Da: Ban bong nudc, hdi chitng Stevens-Johnson, hoai tf bidu bi
nhiém déc, viém da.

- Do lam gidm dé acid clia da day, céc thudc Uc ché bom proton cé
thé lam tang nguy cd nhiém khudn & dudng tidu hda.

QUA LIEU VA XU TRI
Cho dén nay ¢6 rét it kinh nghiém vé viéc dung qud liéu c6 chil dich.
Céc trigu chiing dugc mé ta cé lién quan dé&n viéc ding lidu 280 mg
la cac trigu ching trén dudng tiéu hoa va tinh trang mét moi. Cac
liéu don 80 mg esomeprazol van an toan khi dung. Chua cé chat gidi
doc déc hiéu. Esomeprazol gan két manh véi protein huyét tuang vi
vay khéng dé dang thdm phan dugc. Trong trugng hap qua liéu, nén
diéu tri triéu ching va sl dung céc bién phép hé trg tdng quat.

BAO QUAN: Trong bao bi kin, noi khd, tranh &m. Nhiét d khong qué 30°C.

HAN DUNG: 24 thang ké ti ngay san xuét.

DONG GOI: Vi7 vién. Hop 4 v.

TIEU CHUAN AP DYNG: Tidu chudn nha san xuat.

THUGC NAY CHi DUNG THEO DON CUA BAC Si
DOC KY HUGNG DAN SU DUNG TRUGC KHI DU
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Nha sén xudt: Cédng ty TNHH Lién Doanh STADA - VIET NAM <
= K63/1 Nguyén Thj Sdc, Xuan Théi Dong, Héc Mén, TP. H8 Chi Minh g
Tel: 08. 3718 1154 - 3718 2141 Fax: 08. 3718 2140 Email: stada@stada.com.vn
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Tel: 0650. 3767 470 Fax: 0650. 3767 469 Website: www.stada.com.vn
Phan phéi: Céng ty TNHH Dugc Pham Khuong Duy

NN1 - NN1A Bach Ma, Phudng 15, Quan 10, TP. H8 Chi Minh
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