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Rx - Thudc ban theo don GMVP

CAVIAR40

Vién nang ciing chia pellet bao tan trong rudt

Thanh phan: Mdivién nang chua

Esomeprazol ............ " .40 mg

(Dudi dang Esomeprazo! magnes: drhydrat pellet 8,5%)

Ta dugc pellet: hypromellose (HPMC ES), sucrose, manitol, crospovidon, HPMC
phthalate, diethyl phthalate

Dugc luc hoc:

- Esomeprazol lam gidm sy tié€t acid cia da day do Uc ché enzym H'/K’ ATPase.
Esomeprazol la déng phan S- ciia Omeprazole, khi vao trong co thé §pH < 5
dugc proton héa thanh hai dang: acid sulfenic va sulfenamic. Hai chat nay gén
thudn nghich véi nhém sulfhydryl cda H'/K” ATPase & té bao thanh da day nén
Urc ché bai tiét acid do bdt ky nguyén nhan nao.

Dugc ddong hoc:

- Hdp thu: Esomeprazol hdp thu nhanh qua dudng tiéu héa, néng dé dinh trong
huyét tuong dat dugc sau 1-2 gid. Sinh khd dung tang tuy thudc vao liéu dung
va viéc dung lap lai, khodng 68% - 89% déi vdi liéu dung lan lugt |a 20mg, 40
mg. Thirc an lam cham va giam sy hdp thu ciia thuéc, mac du diéu nay khong
anh hudng dang ké dén tac dong clia Esomeprazol lén sy tiét acid da day.

- Phdn b6: Esomeprazol lién két 97% vai protein huyét tuong.

- Chuyén héa va bdi tiét: Esomeprazol dugc chuyén héa hoan toan qua gan nhé
hé théng cytochrome P450 (CYP). Phadn I6n qua trinh chuyén héa Esomeprazol
phu thudc vao enzym CYP2C19, tao thanh cac chat chuyén héa hydroxy va
desmethyl clia Esomeprazol - chat khong ¢6 anh hudng lén sy tiét acid da day.
Phdn con lai ciia qua trinh chuyén héa phu thudc vao enzym CYP3A4, tao thanh
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phu thudc vao enzym CYP2C19, tao thanh cic chit chuyén héa hydroxy va
desmethyl clia Esomeprazol - chdt khdng ¢6 anh hudng Ién sy tiét acid da day.
Phan con lai ctia quéa trinh chuyén héa phu thudc vao enzym CYP3A4, tao thanh
Esomeprazol sulphone. Qué trinh chuyén héa qua gan l&n déu va do thanh thai
toan than gidm khi ding liéu nhic lai, nguyén nhan cé thé do sy Uc ché men
CYP2C19. Tuy nhién Esomeprazol thai trir hoan toan khéi huyét tuong gilia cac
liéu dung ma khdng c6 su tich lay khi dung 11dn/ngay. Théi gian ban thai trong
huyét tuong khoang 1.3 gi&. Khodng 80% Esomeprazol dugc bai tiét qua nudc
tiéu dudi dang cac chdt chuyén héa, phan con lai dugc thai trir qua phan

Chi dinh: Esomeprazol dugc chi dinh cho nhiing truéing hgp sau:

- Bénh trao nguoc da day - thuc quan ndng (viém thyc quan trgt xudc, loét hodc
that hep dugc xac dinh bang néi soi)

- Loét da day - ta trang

- Hi chung Zollinger - Ellison

Cach dung va liéu dung:

Cdch dang:

- Uéng Esomeprazol it nhat 1 gi& trude khi an, nuét nguyén vién thude, khong
duoc nhai hay nghién céc pellet.

Liéu ding:

* Nguoi I6n va tré 2 18 tudi:

- Viém xudc thuc quan do trao nguoc: 1 vién/ngay trong 4 tudn. Nén diéu tri
thém 4 tudn nra déi véi bénh nhan viém thuc quan chua dugce chira lanh hay
van ¢ triéu ching dai dang.

- Loét da day - ta trang: 1 vién/ngay, uéng trong 4 - 8 tudn

- Phong va diéu tri loét da day - ta trang do nhiém Helicobacter pylori: két hgp
vdi phdc d6 khang khudn thich hgp dé diét trir Helicobacter pylori: 1 vién/ngay
trong 7-10 ngay.

- Diéu trj hdi chiing Zollinger - Ellison: khdi diu 1 vién/ngay, sau d6 diéu chinh
theo dap Ung. Phan Ién bénh nhan dugc kiém soét vdi liéu 2- 4 vién/ngay, chia 2
lan

* Ngudi cao tudi, suy thdn, suy gan nhe dén trung binh: khéng can diéu chinh liéu.
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Técdungkhéng mong muédn:

Thuding gdp: Nhic ddu, dau bung, tiéu chay, buén nén, nén, tdo bén.

It gdp: mét ngu, chodng vdng, ngli ga, chéng mat, khd miéng, ting men gan,
viém da, ngua, ndi mdn, mé day.

Hiém gdp: gidm tiéu cdu, gidm bach ciu, phu mach, s8t, séc phan vé, réi loan vi
gidc, nhin md, co that phé quan, viém miéng, viém gan cé hodc khéng vang
da, nhay cam véi anh sdng, héi ddu, dau co, dau khdp, kho &, tang tiét mé hoi.
Théng bdo cho bdc si hodc du'gc si nhing tdc dung khéng mong muén gdp
phai khi st dung thuée

Chéng chi dinh: _
- Tién s qua man véi Esomeprazol, cac chat thudc phan nhém benzimidazole
hay bat ky thanh phadn nao clia thudc

- Khéng phéi hgp Esomeprazol véi atazanavir.

-Tré em dudi 18 tudi, phu nir dang cho con b

Thén trong:

- Loai trir bénh ly 4c tinh & da day truéce khi dung Esomeprazol vi thuéc ¢é thé
che 13p triéu chiing va chdm tré trong viéc chdn dodn.

- Than trong khi dung kéo dai vi c6 thé gay teo da day.

Phu nif ¢6 thai va cho con bi:

- Thoi ky mang thai: Nén than trong khi ké don Esomeprazol cho phu nif ¢6 thai
- Thai ky cho con bu: Khéng dung Esomeprazol khi dang cho con bu

Ngui lai xe va van hanh mdy méc: Khong dung vi Esomeprazol cé thé gay
nhuc ddu, chdng mét, ngl ga.

Tuong téc thudc:

* Thudc 6 sy hdp thu phu thudc vao pH da day:

- Dung déng théi Esomeprazol véi nhiing thubc ¢6 co ché hdp thu phu thudc
acid da day nhu ketoconazole, itraconazole... c6 thé lam gidm sy hdp thu cta
cac thudc nay.

- Esomeprazol lam giam dang ké néng dd va AUC cla Atazanavir, Tang liéu
atazanavir |én 400 mg da khong bu tris tac dong cua
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cac thuéc nay.
- Esomeprazol lam gidm dang ké néng dé va AUC cla Atazanavir. Tang liéu
atazanavir lén 400 mg da khong bu trif tac dong cha
Esomeprazol trén ndng dd va AUC cla Atazanavir. Khong phdi hgp hai thudc
vdi nhau.
* Thubc chuyén héa bdi enzym CYP2C19:
- Dung déng thai Esomeprazol vdi nhitng thudc chuyén hda béi CYP2C19 nhu
diazepam, citalopram, imipramine, clomipramine, phenytoin ... lam néng dé
céc thude nay trong huyét tuong c6 thé ting, cdn giadm liéu dung.
-Trén lam sang, khi ding 40 mg Esomeprazol cho nhing bénh nhan da dung
Warfarin cho thdy thai gian ddng méau van con trong gidi han cho phép. Tuy
nhién mét vai trudng hop tang INR da dugc béo cdo khi dung két hgp Warfarin
véi Esomeprazol.
- Esomeprazol da dugc chiing minh la khéng ¢6 tac dung lam sang trén dugc
ddng hoc chia amoxicillin hodc quinidine.
Qua liéu va xf tri:
Qud liéu: Liéu udng 160 mg/lan van dung nap tét. Khi duing liéu cao tdi 2400
mg, céc triéu ching xay ra rdt da dang, gém ¢6 nham lan, lo mo, nhin md, tim
nhanh, buén nén, todt mé héi, dé bimng, nhiic ddu va khé miéng.
X ly: Chua ¢6 thudc gidi doc dac hiéu. Trong trudng hgp qua liéu, nén diéu tri
triéu ching va st dung céc bién phap ho tro.
Bao quan: Noi kho, tranh dnh sang, nhiét d6 dudi 30°C
Han dung: 24 thang k& tr ngay san xudt
Quy céch trinh bay: Vi 10 vién x hop 02, 03 vi (nhém/nhém)
Tiéu chudn 4p dung: Tiéu chudn co s&

DE xa tdm tay cua tré em. Doc ky huéng dan sit dung truéc khi ding

Néu cdn thém théng tin, xin héi y kién thdy thuéc

CONGTY CP DUQC TRUNG UONG MEDIPLANTEX
358 dudng Gidi Phong, Phuong Liét, Thanh Xuan, Ha Noi
SX tai NMDP s6 2: Trung Hau, Tién Phong, Mé Linh, Ha Noi
MEDIPLANTEX DT:024.36686111; Fax:024.38641584




