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Rx Thuoc ké don Hubng dan siv dung thube:

1. TEN THUOC
ESOMERA 40mg Tablet; Vién bao phim tan trong rujt
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Thuéc nay chi dung theo don thuéc.
Doc ky huong din str dung trude khi ding. Dé xa tim tay tré em.
3. THANH PHAN CONG THU'C THUOC
Mbi vién chita: Esomeprazol magnesium dihydrat..............oo.evveereereerrereneene.
(Twong duong Esomeprazol 40mg)
Thanh phdn td dige: D-Mannitol, microcrystalline cellulose, crospovidone, povidone,
magnesium oxide, light anhydrous silicic acid, magnesium stearate, opadry white
(21K58794), acryleze white (93018509), ferric oxide red, allura red AC.
4. DANG BAO CHE
Vién bao phim tan trong rudt hinh tron mau hong c6 khéc chit “CV” trén mot mat.
5. CHI PINH
Loét da day ta trang.
Phong va diéu tri loét da day - ta trang do ding thudc chdng viém khdng steroid.
Phong va diéu trj loét do stress.
Bénh trao nguoc da day - thuc quan.

Hoi chimg Zollinger - Ellison. m’&/ ‘

Xuét huyét do loét da day - ta trang ndng, i didu tri bang ndi soi (dé phong xuét huyét
tai phat).

6. CACH DUNG, LIEU DUNG

Thubc nay chi dimg theo sw ké don cia thdy thudc.

Esomeprazol duoc dung dudi dang mudi magnesi nhung lidu dung duoc tinh theo
esomeprazol: Esomeprazol magnesium dihydrat 21,69mg twong duong Esomeprazol 20mg
Esomeprazol khong 6n dinh trong méi trudng acid, nén phai udng thubc dudi dang vién bao
phim tan trong rudt dé khong bi pha hiiy & da day va tang sinh kha dung.

Phai nubt ca vién thudc, khong duoc nghién nho hodc nhai.

Uong thudc it nht mot gior trude bita dn. C6 thé dung ciing thudc khang acid khi cn thiét dé
giam dau.

Piéu tri loét da day - td trang do nhiém Helicobacter pylori: Esomeprazol 14 mgt thanh phan
trong phac d6 diéu tri cung véi khang sinh, vi du phac d6 3 hodc 4 thudc (cung voi
amoxicillin va clarithromycin hodc clarithromycin, metronidazol va bismuth). Ubng
esomeprazol mdi lan 20mg, ngay 2 lan trong 7 ngay, hoéc moi ngay mot ln 40mg trong 10
ngay. Tuy ty 1¢ khang thudc & timg dia phuong dé lya chon phac do pha hop 14 3 hoic 4 thube
ph01 hop véi nhau (amoxicillin, clarithromycin, metronidazol, tinidazol, tetracyclin, bismuth).
Bzeu tri loét da day do ding rhuoc chong viem khong steroid hodic du' phong loét do stress:
Uong mdi ngay 20mg trong 4-8 tudn. Dy phong lo¢t da day ¢ nhiing ngudi c6 nguy co cao vé
bién chimg & da day - ta trang, nhung c6 yéu cau phai tiép tuc diéu tri bang thudc chéng viém
khong steroid: Ubng mdi ngay 20mg hodc 40mg.

Diéu tri bénh trao nguge da day - thue quan ndng cd viém trot thuc quan: Ubng mbi ngay
mot lan 40mg trong 4 tuin, c6 thé udng thém 4 tudn nita néu cén. Hodgc cach khac, bat dau
udng mdi ngay 20 hoic 40mg trong 4 - 8 tudn, c6 thé udng thém 4-8 tudn nira néu tdn thuong
chura lién. Trudng hop ning c6 thé tang lidu 1én 80mg/ngay chia 2 1an.

Diéu tri duy tri sau khi dd khoi viém trot thuc quan hodc dé diéu tri triéu chieng trong trueong
hop khéng cé viém trot thyc quan: Ubng mdi ngay ngay mdt lan 20mg.

Diéu tri hoi ching Zollmger — Ellison: Tuy theo tlng ca thé va murc d6 ting tiét acid cta dich
da day, liéu dung mdi ngay co thé cao hon trong mot s6 truong hop, dung mot lan hoac chia
lam 2 lan trong ngay. Liéu khoi dau ubng 40mg, ngay 2 lan, sau do dleu chinh liéu khi can
thiét. Pa s& ngudi bénh c6 thé kidm soat duge bénh & lidu 80 - 160mg mdi ngay, mic du co




truomg hop da phai dung dén 240mg mdi ngay. Cac liéu 16n hon 80mg/ngay phai chia lam 2
lan.

Liéu ding cho tré em:

Esomeprazol ding dudng udng cho tré em dé diéu tri bénh trao ngugc da day - thuc quan va
viém thyc quan trot xudc.

Bénh trao nguoc da day - thue quan: Tré em 1-11 tudi va trong luong > 10kg: Ubng mdi ngay
mdt 1in 10mg, trong 8 tuén.

Viém thuc quan trot xude, lidu ding dua theo trong luong co thé va ding mdi ngay mot lan
trong 8 tun:

Tur 10 téi 20kg: 10mg.

= 20kg: 10 hodc 20mg.

Tré em > 12 tudi c6 thé dung lidu nhu ngudi 1ém.

Do an toan va hidu qua cta esomeprazol dung dudng ubng dé diéu tri ngin han bénh trao
nguoc da day - thue quan & tré dudi 1 tudi hodic ding trong cac trudng hop khéc chua duge
xac lap.

Nguwoi suy gan:

Khong can phai giam lidu & ngudi suy gan nhe va trung binh. Suy gan niing cé thé can nhic
dung 20mg mot ngay & ngudi > 18 tudi.

Liéu ubng t01 da mdi ngay cia esomeprazol 13 20mg & ngudi 16n va tré em > 12 tudi va 10mg
g tré 1-11 tudi.

Nguwoi suy thin:

Khong can phai giam liéu & ngudi suy thin nh an trong & ngudi suy than ning vi kinh
nghiém sir dung ¢ nhitng bénh nhan nay con han thé.

Nguwoi cao tudi:

Khong can phai giam liéu & ngudi cao tubi.

7. CHONG CHI PINH

Qué min véi esomeprazol hogic cac thube tre ché bom proton khéc, hodc qua mén vai bat ky
thanh phan nao cua thude.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Truée khi dung thude e ché bom proton, phai loai trir kha nang ung thu da day vi thude co
thé che 14p triéu chimg, lam chim chén doan ung thu.

Théan trong khi diing & ngudi bi bénh gan, ngudi mang thai hodc cho con bu.

Dung esomeprazol kéo dai co thé gy viém teo da day hoic ting nguy co nhiém khuén (nhu
viém ph01 mac phai tai cong déng).

C6 thé ting nguy co tiéu chay do Clostridium difficile khi dung cac thude e ché bom proton.
Khi ding céc thudc re ché bom proton, dic biét khi dung liéu cao va kéo dai (= 1 nam), c6
thé lam ting nguy co gdy xuong chéu, xuong cb tay hodc cot séng do loang xuong. Co ché
ctia hién tugng nay chua dugc giai thich, nhung c6 thé do giam hap thu calcium khong hoa
tan do tang pH da day. Khuyén cdo dung liéu thap nhét c6 tac dung trong thoi gian ngén nhat
c6 thé, phi hop véi tinh trang 14m sang. Nhitng bénh nhan c¢6 nguy co giy xuong do lodng
xuong nén dung du calci va vitamin D, dénh gia tinh trang xuong va quan ly theo hudng dan.
Ha magnesi huyét (c6 hoic khéng c6 tri¢u chimng) hiém khi gip & nguoi bénh dung thude e
ché bom proton kéo dai (it nhét 3 thang hodc trong hau hét cac truong hop ding kéo dai trén 1
niam).

9. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai:

Chua c6 nghién ciu day da khi ding esomeprazol & ‘nguoi mang thai. Trén dong vat, chudt
cbng tring _udng esomeprazol heu 280mg/kg/ngay (gdp 57 lan lidu dung trén ngudi tinh theo
dién tich bé mat co thé) va tho udng liéu 86 mg/kg/ngay (gap 35 1an liéu dung trén ngudi tinh
theo dién tich bé mat co thé) da khong thdy bang chimg vé suy giam kha ning sinh san hodic
ddc dbi voi thai do esomeprazol. Tuy nhién, chi sir dung esomeprazol trong thoi ky mang thai
khi that can thiét.



Phu nir cho con bu:

Chua bidt esomeprazol co6 bai tiét vao sita hay khong. Tuy nhién, omeprazol dugc phén phéi
vao trong sita cia nguoi.

Esomeprazol c6 kha ning géy ra cac ADR ¢ tré bu me, vi vy phai quyet dinh ngirng cho con
bu hodc ngimg thude, tuy theo tAm quan trong cua vige dung thubc d6i voi nguoi me.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Esomeprazol c6 tac dong nho den kha ning lai xe va van hanh may moéc. Céc phan ung khong
mong muon nhu chéng mat va rdi loan thi gidc da dugc bdo cdo. Néu bénh nhén c¢6 nhiing
phan img khong mong mudn nay thi khong nén l4i xe hodc van hanh may moc.

11. TUONG TAC, TUONG KY CUA THUOC

Do trc ché bai tiét acid, esomeprazol lam tdng pH da day, anh huéng dén sinh kha dung cta
cac thude hép thu phu thudc pH: ketoconazol, mudi sit, digoxin.

Esomeprazol tuong tac duge dong hoc véi cac thubc chuyén hoa bdi hé enzym cytochrom
P50, isoenzym CYP2C19 & gan. Dung ddng thoi esomeprazol véi cilostazol lam tang nong do
cilostazol va chét chuyén héa c6 hoat tinh cua no, xem xét giam liéu cilostazol. Dung dong
thoi esomeprazol v&i voriconazol co thé 1am ting tiép xtic v6i esomeprazol hon gap 2 lan,
xem Xxét & nhitng bénh nhan dung lidu cao esomeprazol (240 mg/ngay) nhu khi diéu tri hoi
ching Zollinger - Ellison.

Dung esomeprazol voi cac thube gy cam tmg CYP2C19 va CYP3A4 nhu rifampin lam giam
nong dd esomeprazol, tranh dung dong thoi.

C6 thé tang nguy co ha magnesi hu tJ«h diung esomeprazol cung cac thudc ciing gdy ha
magnesi huyet nhu thuoc loi tiéu thiazig Hozc loi tiéu quai. Kiém tra ndng do magnesi trudc
khi bt diu dung thudc trc ché bom proton va dinh ky sau do.

Atazanavir: Co thé lam thay dbi su hip thu khi udng atazanavir, lam giam nong do thuoc nay
trong huyét twong, cb thé 1am giam tac dung khéng virus. Khong nén ding dong thoi thude trc
ché bom proton va atazanavir.

Clopidogrel: Dung cung thudc tc ché bom proton lam giam ndng do trong huyet tuong cua
chét chuyén hoa c6 hoat tinh cua clopidogrel, lam giam tac dung khang tiéu cau.

D1gox1n Ha magnesi huyet do dung kéo dai thude trc ché bom proton lam co tim tang nhay
cam voi digoxin, ¢o thé lam ting nguy co ddc voi tim cla digoxin. ¢} ngudi bénh dang dung
digoxin, kiém tra ndng dd magnesi trude khi bét dau dung thude trc ché bom proton va dinh
ky sau do6.

Sucralfat: Uc ché hp thu va 1am gidm sinh kha dung cta thudc trc ché bom proton. Dung céc
thudc (rc ché bom proton it nhét 30 phut trude khi dung sucralfat.

Tacrolimus: Tang nong do trong huyét thanh cua tacrolimus.

Warfarin: Tang INR va thoi gian prothrombin khi dung warfarin ddng thoi voi thube e ché
bom proton, cé thé gy chay mau b4t thuwong va tir vong. Theo ddi INR va thoi gian
prothrombin khi dung ddng thoi esomeprazol va warfarin.

Ding ddng thdi esomeprazol va clarithromycin lam tdng ndng d6 esomeprazol va 14-
hydroxyclanthromycm trong mau.

Ding ddng thoi esomeprazol va diazepam lam giam chuyén héa diazepam va tang ndng do
diazepam trong huyét tuong.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Thweong gap, ADR > 1/100

Toan than: Pau dau, chéng mit, ban ngoai da.

Tiéu hoéa: Budn ndn, ndn, dau bung, tiéu chay, tdo bon, day hoi, kho miéng.

It gap, 1/1.000 < ADR < 1/100.

Toan than: Mét méi, mat ngu, budn ngi, phat ban, ngira, di cam, ri loan thi giac.

Hiém gdp, ADR < 1/1. 000

Toan thén: Sot to4t md hoi, phu ngoai bién, man cam voi anh sang, rung téc, phan ung qua
man (bao gdm may day, phu mach, co that phé quan, sbc phan vé).

Than kinh trung vong: Kich dong, trAm cam, 14 14n, 4o giéc.



Hb hép: nhidm khuén ho hép.

Huyét hoc: Giam toan thé huyét cau, ting bach céu, giam bach cau, giam tiéu cau.

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

Tiéu hoa: R&i loan vi gidc, viém miéng.

Chuyén hoa: Ha magnesi huyét, ha natri huyét, rbi loan chuyén héa porphyrin.

Co xuong: Dau khép, dau co, lodng xuong, gdy xuong.

Tiét niéu: Viém than k&.

Ndi tiét: Chimg vi to & nam.

Da: Ban bong nudc, hji chiung Stevens-J ohnson, hoai tir biéu bi nhiém doc, viém da.

Do lam giam dd acid cia da day, cac thudc re ché bom proton ¢o thé 1am ting nguy co nhiém
khuén & duong tiéu hoa.

Hudng din cdch xir tri ADR

Phai ngumg thudc khi c6 biéu hién ADR ning.

Thong bdo ngay cho bdc sy hodc dwgc sy nhitng phan vmg cd hai gdp phdi khi sit dung
thuoc.

13. QUA LIEU VA CACH XU TRi

1. Qud liéu:

Chua c6 bao cdo vé qua liéu esomeprazol & ngudi.

2. Cdch xtt tri khi diing thube qud liéu:

Khong ¢6 thudc giai doc ddc hiéu cho esomepra
Tham tach méu khong c6 tac dung ting thai t#
14. PAC TINH DUQC LUC HQC

Mi ATC: A02BCO5

Esomeprazol magnesium dihydrat 1a thude tre ché bai tiét acid da day thudc nhém e ché bom
proton.

Esomeprazol la dang ddng phéan S cua omeprazol, duge dung tuong tu nhu omeprazol trong
diéu tri loét da day - ta trang, bénh trao ngugc da day - thyc quan va hdi chimg Zollinger-
Ellison. Esomeprazol gén véi H'/K*-ATPase (con goi la bom proton) & té bao thanh cua da

r

1. Chu yéu didu trj triéu ching va hd trg.
udc vi thudc gin nhiéu vao protein.

day, lam bAt hoat hé théng enzym nay, ngén can budc cudi cung cua sy bai tiét acid
hydrocloric vao long da day. Vi vy esomeprazol co tac dung (rc che da day tiét luong acid co

r

ban va ca khi bi kich thich do bat ky tac nhan nao. Thudc tac dung manh va kéo dai.

,

Cac thubc rc ché bom proton c6 tac dung tc ché nhung khong tiét trir duge Helicobacter
pylori, nén phai phdi hop véi cac khang sinh (nhu amoxicillin, tetracyclin va clarithromycin)
méi ¢ thé tiét trir c6 hiéu qua vi khuén nay.

15. PAC TINH DUQC PQONG HOC

Hdp thu: Esomeprazol hap thu nhanh sau khi ubng, dat ndng do cao nhét trong huyét tuong
sau 1-2 gio. Sinh kha dung cua esomeprazol tang lén theo liéu dung va khi dung nhic lai, dat
khoang 68% khi dung liéu 20mg va 89% khi dung lidu 40mg. Thirc an lam cham va giam hip
thu esomeprazol, nhung khong 1am thay db6i c6 ¥ nghia tdc dung cua thudc dén d6 acid trong
da day. Dién tich dudi duong cong (AUC) sau khi ubng 1 liéu duy nhét esomeprazol 40mg
vao bita #n so véi luc doi giam tir 43% dén 53%. Do d6 esomeprazol nén ubng it nhét 1 gid
trudc bita an.

Phdn bé: Khoang 97% esomeprazol gén vao protein huyét tuong. Thube bi chuyén héa chu
yéu & gan nho hé enzym cytochrom Pyso, isoenzym CYP2C19 thanh céac chit chuyén héa
hydroxy va desmethyl khong con hoat tinh, phan con lai duge chuyén hoa qua isoenzym
CYP3A4 thanh esomeprazol sulfon. Khi dung nhéc lai, chuyén héa budce d4u qua gan va do
thanh thai cta thude giam, c6 thé do isoenzym CYP2C19 bi uc ché. Tuy nhién, khong c6 hién
trong tich ity thudc khi dung m&i ngay 1 lan. O mt s6 nguoi vi thiéu CYP2C19 do di truyén
(15-20% ngudi chau A) nén lam chuyén héa esomeprazol bi cham lai. O trang thdi bn dinh,
gia tri AUC ¢ nguoi thiéu enzym CYP2C19 tang khoang 2 14n so v&i nguoi ¢6 du enzym.
Dao thai: Nira doi trong huyét tuong khoang 1,3 gio. Khoang 80% lidu udng duoc thai trir
duéi dang chit chuyén hoa khong c6 hoat tinh trong nudc tidu, phin con lai duge thai trir
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trong phén. Dudi 1% thudc dugc thai trir trong nude tidu. O ngudi suy gan ning, gia tri AUC
& tinh trang 6n dinh cao hon 2-3 14n so voi ngudi ¢6 chire nding gan binh thudng, vi vy cé thé
phéi xem xét giam lidu esomeprazol & nhirng nguoi bénh nay.

16. QUY CACH PONG GOI

Vi 10 vién, hp 3 vi.

17 BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

- PIEU KIEN BAO QUAN

Béo quan trong bao bi kin & nhiét do khong qua 30°C.

- HAN DUNG

36 thang ké tir ngay san Xuét.

-TIEU CHUAN CHAT LUQNG CUA THUOC

Tiéu chuan co sd.

18. TEN, PIA CHi CUA CO SO SAN XUAT THUOC

L
./Qnu.s PHARVIS KOREA I;I_{‘%g( CO.,LTD.

KOREA 127, Sandan-ro 83beon- anwon-gu, Ansan-si, Gyeonggi-do, Han Qube.
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