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Esomeprazole Magnesium Dihydrate KEEP OUT OF REACH OF CHILDREN
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[Thanh phin]: M3i vién nén bao tan & rudt cé chira:
Esomeprazol magnesium dihydrat tuong duong vdi esomeprazol 40,0mg
Ta dugce vd 1 vién

(Crospovidone, Microcrystallin cellulose, Copovidone, Magnesium stearate, Sodium
Stearyl Fumarate, Methacrylic Acid Copolymer type C, 30%, Talc, Titanium dioxide, Ferric
oxide yellow, Triethyl Citrate)

Duge lwe hoc:

Esomeprazol 1a dang dong phan S ciia omeprazol, duge ding twong ty nhu omeprazol
trong diéu tri loét da day — ta trang va bénh trao nguoc da day - thuc quan.

Esomeprazol gﬁn véi H'/ K" - ATPse (con goi 1a bom proton) & té bao thanh cua da day,
{tc ché dic hiéu hé théng enzyme nay, ngan can bucrc cudi cung ctia sy bai tiét acid véo trong da
day. Vi vay esomeprazol c6 tac dung trc ché da day tiét acid co ban va ca khi bi kich thich do bat
ky tac nhén nao.

Dwoc dong hoc:

Esomeprazol hép thu nhanh sau khi udng, dat ndng d6 cao nhét trong huyét tuong sau 1
dén 2 gio. Sinh kha dung cua esomeprazol ting lén theo liéu ding va khi ding nhéc lai, dat
khodng 68% sau khi dung liéu 20 mg va 89% khi dung lidu 40 mg. Thirc dn lam chdm va lam
giam hép thu esomeprazoi dién tich du6i dudomg cong (AUC) sau khi uéng 1 lidu duy nhat
esomeprazol 40 mg vao bita in so véi lic d6i giam tir 33% dén 53%. Do d6 phai ubng
esomeprazol it nhat 1 gi¢r treée bira an,

Khoang 97% csomcprazol gén vao protein huyét tucmg Thé tich phén bo khi nong do
thuc 6n dinh & ngudi tinh nguyén khoé manh 1a 16 lit. Thudc chuyen hoa chu yéu & gan nhd
isoenzym CYP2C19, hé enzyme cytochrom Paso, thanh cac chit chuyén hod hydroxyl va
desmethyl khong con hoat tinh. Phin con lai dugc chuyén hoa qua isoenzym CYP3A4 thanh
esomeprazol sulfon. Khi durge dung nhéc lai, chuyén hoa buéc dau qua gan va do thanh thai cia
thubc giam, c6 the do 1soenzym CYP2C19 bj e ché. Tuy nhién, khdng c6 ‘hién tuong tich luy
thubc khi dung mdi ngay 1 lan. O 1 sb ngudi vi thiéu CYP2C19 do di truyén (15 - 20% nguoi
chau A), nén 1am chidm chuyén hoa esomeprazol, dan dén gia tri AUC tang cao khoang 2 lan SO
voi ngudi c6 dit enzyme. Nira doi thai trir trong huyét tuong 1 — 1,5 gid. Khoang 80% lidu ung
dugc théi trir dudi dang cic chét chuycn hoa khong c6 hoat tinh trong nfréc tiéu, phan con lai
duoc thai trir trong phan. Dudi 1% chat me dugc thai trir trong n 0\;(Useu' O ngudi suy gan ning,
gia tri AUC ¢ tinh trang 6n dinh cao hon 2 — 3 14n so véi ngudi ij:P’frc nang gan binh thuong,
vi vay phai giam liéu esomeprazol & nhimg ngudi bénh nay, liéu dung khéng qua 20 mg mot
ngay.

Loét da day ta trang lanh tinh.

Hoi chimg Zollinger — Ellison.

Bénh trdo nguoc da day - thuc quan ning (viém thuc quéan trot xude, loét hodc thit hep
duoc xac dinh bing ndi soi).

Phong va didu trj loét da day — ta trang do ding thudc chng viém khdng steroid.

[Liéu ding]
' Ubdng it nhét 1 gio trude khi an. Phai nudt ca vién, khong dugce nhai hay nghién khi dung
thudc.
Liéu ding cho ngwoi lén:
Diéu tri loét da day — ta trang c6 Helicobacter pylon

Esomeprazol 1 mét thanh phén trong phéc do diéu tri cung véi khang sinh, vi dy phéac d6

3 thubc (ctng véi amoxicilin va clarithromycin). Udng esomeprazol mdi lan 20 mg, ngay 2 lan



https://trungtamthuoc.com/ |

trong 7 ngay, hodc mdi ngay mot 1an 40 mg trong 10 ngay. (Amoxicilin mdi ngay 1;0/g. it
1in va clarithromycin mdi 14n 500 mg, ngay 2 lan trong 7 hay 10 ngay). | '
Diéu tri bénh trao nguoc da day - thuc quan ndng cé viém thuc quan: & \LiF]

Ubng mbi ngdy 1 lan 20 mg — 40 mg trong 4 — 8 tudn, c6 thé ubng thém 4 — é"tuén nita- -3\‘?
néu van con tri¢u chimg hodc biéu hién ctia viém qua ndi soi. NGRS~
Diéu tri duy tri sau khi da kndi viém thuc quan:

Ubng mdi ngay 1 14n 20 mg, c6 thé kéo dai dén 6  thang.

Du phong loét da day 0 nhitng nguoi cé nguy co cao vé bién chitng ¢ da day — td trang, nhung
€O yéu cau phm co tiép tuc diéu tri bang thuoc chong viém khong steroid:

Udng mbi ngay 20 mg.

Diéu tri benh rrao nguoc da day - thuc quan cé triéu chiing nhzmg khong bi viém thuc quan:

Udng mbi ngay 1 14n 20 mg trong 4 tuan, c6 thé uéng thém 4 tuin nita néu cac triéu
chimg khong khoi hoan toan.

Diéu tri loét da day do ding thuéc chong viem khong steroid.

Ubng mdi ngay 1 1an 20 mg trong 4 — 8 tudn.

Diéu tri hji chitng Zollmger Ellison:

Tuy theo ca thé va mirc dp tang tiét acid cua dich da day, lidu dung mdi ngay cao hon
trong cac truong hop khéc, dung 1 lin hodc chia lam 2 lan trong ngay. Khi triéu chimg da klcm
soat duge, c6 thé dung phiu thuat dé cit u. Néu khong cét bo u duoc hoan toan, phai dung thude
lau dai.

Nguoi suy gan nang:

Khéng diung qua 20mg/ngay.
Déi tugng khdc

Khong can phai giam lidu & ngudi suy gan nhe va trung binh, ngudi suy than nhe hoic
nguoi cao tudi.

Khéng ding thudc cho tré em.

[Chéng chi dinh]

Qua min cam véi cac thube do rc ché bom proton hoic qua min cam véi bat ky thanh
phin nao cua thubc.
[Than trong]

Trude khi dung thude trc ché bom proton, phai loai trir kha ning ung thu da day vi thudce
6 thé che lﬁp triéu chimg, 1am cham chin doan ung thu. Thén trong khi ding & nguoi mic bénh
gan, phu nif cé thai hodc cho con bt

Phai than trong khi ding esomeprazol kéo dai vi co thé gy viém teo da day.

Thén trong khi dung cho bénh nhéan dudi 18 tudi vi dd an toan va hiéu qua chua dugc xéc
dinh.

Thubc khong dugc khuyén céo dung cho tré em. N\

St dung cho phu ni co thai va cho con bii: '

Chua c6 nghlén ctru ddy du khi dung esomeprazol 0 nguoi mang\tr‘lﬁl Trén dong vét,
chudt cong trang udng esomeprazol heu 280 mg/ kg/ ngay (gip 57 14n lidu d\lﬁg\t n nguoi tinh
theo dién tich bé mit co thé) va tho udng liu 86 mg/ kg/ ngay (gp 35 lan lidu dimg trén nguoi
tinh theo dién tich bé mit co thé) di khong thdy bing chitng vé suy giam kha ning sinh san hodc
doc ddi véi thai nhi do esomeprazol. Tuy nhién, chi sir dung esomeprazol khi thét can thiét trong
thoi ky mang thai.

Chura biét esomeprazol ¢6 bai tiét vao trong sira ngum hay khong. Tuy nhién di do dugc
ndng d6 clia omeprazol trong sira ciia phu nit sau khi udng 20mg omeprazol. Esomeprazol ¢
kha nang gdy ra céc tic dung khong mong mubn nghiém trong & tré bu me, vi vay phal quyet
dinh ngimg cho con bi hodc ngimg thudc, tuy theo tdm quan trong cua viéc dung thude dbi véi
ngudi me
Tdc dpng ciia thuéc khi ldi xe va vin hanh mdy moc:

Than trong khi dung thudc khi 14 xe va van hanh may méc vi thube c6 thé gay chong
mat, dau dau.
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[Tac dung phy] ST N m 1"'
Nhin chung, esomeprazol dung nap tét ca khi sir dung trong thoi gian ngfm 'hbéé) tmnfgpu z )

thoi gian dai. ‘\C‘ TIE%LU\‘ 2y,

Thuong gdp, ADR > 1/100 7> LS
Toan than: Pau dau, chéng mat, ban ngoai da. s ”’;‘/

Tiéu hoa: Budn nén, ndn, dau bung, tiéu chay, tio bén, diy hoi, khé miéng.
It gap, 1/1000 < ADR , 1/100

Toan than: Mét méi, mét ngi, budn ngi, phat ban, ngira. rdi loan thi giac.
Hiém gdp, ADR, 1/100

Toan than: Sét, 46 md hoi, phu ngoai blcn, man cam véi 4nh sing, phan img qua man
(bao gbm may day, phi mach, co that phé quan, soc phan ve,)

Than kinh trung wong: kich dong, trm cam, 14 1&n c6 hdi phuc, 4o gidc & ngudi méc
bénh ning.

Huyét hoc: chimg mat bach ciu hat, giam bach cau, giam tiéu cu.

Gan: Tang enzym gan, viém gan, vang da, suy chitc ning gan.

Tiéu hoa: Réi loan vj giac.

Co xuong: dau khop, dau co.

Tiét nigu: viém than k&.

Da: Ban bf,mg nudc, hdi chimg Stevens - Johnson, hoai tir biéu bi nhiém déc, viém da.

Do lam giam d¢ acid cta da day, cic thudc ire ché bom proton ¢6 thé 1am ting nguy co
nhiém khuén & dudmg tiéu hoa.

Hudmg dén cdch xir tri ADR
Phai ngimg thubc khi ¢6 biéu hién téc dung khong mong mudn
Thuéc nay chi ding theo su ké don ciia bdc si
Théng bdo cho bdc T bit kp tic dung nao gip phai khi diing thuoc
Néu cin thong tin xin héi thém bdc si
[Twong tac thuoc]

Do trc ché bai tiét acid, esomeprazol lam tang pH da day, anh hudng dén sinh kha dung
clia cac thube hap thu phu thugc pH: ketoconazol, mubi sét, digoxin.

Dung dong thoi esomeprazol, clarithromycin, erythromycin va amoxicilin lam ting ndng
d6 esomeprazol va 14- hydroxyclarithromycin trong mau.

Dung ddng thoi esomeprazol va warfarin c¢6 thé 1am gia tang thoi gian prothrombin V&
INR géy nén chay méu bét thuong.

Esomeprazol trong tic dugc dong hoc véi cac thudc chuyén hoa boi hé enzyn
cythochrom Psso isoenzym CYP2C10 & gan. Ding ddng thoi 30 mg esomeprazol va dlazepary
lam glam 45% d6 thanh thai cua diazepam -
[Qui liu] /,

Chua c6 bao cdo vé viée qua lidu esomeprazol & nguoi. /

Khéng c6 thudc giai doc dac hiéu cho esorneprazol Chu yéu didu th tri 2u chimg va hd
trg. Thim tach mau khéng c6 tac dung tang thai trir thudc vi thudc gin nhlé‘q protein.

[DPong goi]: Hop 3 vi x 10 vién.

[Han dung]: 24 thang ké tir ngay san xuét.
[Bio quan]: Bao quan noi khd, mét & nhiét d6 dudi 30°C, tranh 4
[Tiéu chuéin]: Nha san xuit

Nha san xuit
FARMA GLOW \
#672/18, Khandsa Road, Gurgaon, Haryana,

TUQ. CUC TRUONG
RTRUBNG PHONG

.}Vyu’en J«y quny



