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WHO

PT-PRAMEZOLE

Vién nang ciing chifa pellet bao tan trong rudt

Esomeprazol 40mg

m MEDIPLANTEX

THANH PHAN: Méi vién nang chita
E I 40 mg
(Dui dang Esomeprazol magnesi dihydrat pellet 8,5%)
CHI BINH, CHONG CHi DINH, LIEU LUONG, CACH DiING
VA CAC THONG TIN KHAC: Yem t hudng dan sif dung:
TIEU CHUKAN: TCCS

BAD QUAN: Noi khd, tranh anh sing, ahiét 85 dudi 30°C.

PT-PRAMEZOLE
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Hép 2 vix 7 vién nang

DETHUGC XA TAM TAY TRE EM.

DOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG
SDK/REGMO: ..

CONG TY CP DUCIC TW MEDIPLANTEX

358 duting Gidi Phong, Ha N, Viét Nam
SX tai NM DP 54 2: Trung Hau, Tién Phong, Mé Linh, Ha NG

PT-PRAMEZOLE
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Re- Thude ban theo dom HUGNG DAN SU DUNG THUOC

PT . PRAMEZOLE Dé xa tim tay ciia tré em

Doc kj hudng din sir dung trude khi ding
Vién nang cimg chira pellet bao tan trong rudt Néu cén thém théng tin, xin héi y kién thdy thuic

Thanh phdn: M>Ji vién chira:

Esomeprazol 40 mg

(dudi dang Esomeprazol magnesi dihydrat pellet 8,5%)

Ta duge: hypromellose (HPMC ES), sucrose, manitol, crospovidon, HPMC phatalat, diethyl phtalate vira di

1 vién

Duge lye hoc:

- Esomeprazol lam giam sy tiét acid cua da day do (ic ché enzym H'/K" ATPase. Esomeprazol la dong phan
S- ctia Omeprazole, khi vao trong co thé & pH < 5 dugc proton hoa thanh hai dang: acid sulfenic va
sulfenamic. Hai chat nay gén thuén nghjch v&i nhém sulfhydryl cia H'/K™ ATPase & té bao thanh da day nén
tre ché bai tiét acid do bét ky nguyén nhan nao.

Duoc dong hoc:

- Hép thu: Esomeprazol hip thu nhanh qua dudng tiéu hoa, ndng d dinh trong huyét twong dat dugc sau 1-2
gior. Sinh kha dung ting tity thudc vao lidu ding va viéc ding 13p lai, khoang 68% - 89% dbi véi licu ding
lan lugt 1a 20mg, 40 mg. Thirc &n 1dm cham va giam sy hip thu cua thuéc, mic di diéu nay khong anh
huong dang ké dén tac dong ciia Esomeprazol 1én sy tiét acid da day.

- Phan bé: Esomeprazol lién két 97% véi protein huyét tuong.

- Chuyén héa va bai tiét: Esomeprazol dugc chuyén héa hoan toan qua gan nhé hé théng cytochrome P450
(CYP). Phin 16n qua trinh chuyén héa Esomeprazol phy thudc vao enzym CYP2C19, tao thanh céc chét
chuyén héa hydroxy va desmethyl ciia Esomeprazol - chét khong c6 anh hudng 1én sy tiét acid da day. Phén
con lai cia qua trinh chuyén héa phy thudc vao enzym CYP3A4, tao thanh Esomeprazol sulfone. Qua trinh
chuyén héa qua gan 1an dAu va do thanh thai toan than giam khi dung lidu nhéc lai, nguyén nhan ¢6 thé do sy
trc ché men CYP2C19. Tuy nhién Esomeprazol thai trir hoan toan khoi huyét tuong gitta cdc lidu ding ma
khong c6 su tich liy khi ding 114n/ngdy. Thoi gian ban thai trong huyét trong khoang 1.3 gid. Khoang 80%
Esomeprazol dugc bai tiét qua nudc tiéu dudi dang cac chét chuyén héa, phan con lai dugc thai trir qua phan.
Chi dinh: Esomeprazol dugc chi dinh cha nhitng trudng hgp sau:

- Bénh trao nguoc da day - thue quan nang (viém thuc quan trgt xudc, loét hodc thit hep dugc x4c dinh bing
ndi soi)

- Loét da day - té trang FU\_.N /
- Hoi chirng Zollinger - Ellison . /L /

Cich dung va liéu ding:

Cich diing: Ubng Esomeprazol it nhat 1 gid trude khi in, nubt nguyén vién thudc, khong duge nhai hay
nghién céc pellet.

Liéu ditng:

Nguoi I6m va tré > 18 tudi:

- Bénh trao nguoc da day - thuc quan (GERD) nang c6 viém thuc quan: 1 vién/ngay, uéng trong 4 — 8 tuan,
¢6 thé ubng thém 4 — 8 tudn nira néu van con triéu chimg hodc biéu hién cua viém qua ndi soi.

- Phong va diéu trj loét da day - t4 trang do nhiém Helicobacter pylori: két hop véi phac db khéng khuén
thich hop dé diét trir Helicobacter pylori: | vién/ngdy trong 10 ngay.

- Didu tri hoi chimg Zollinger - Ellison: khoi dAu 1 vién/ngdy, sau d6 diéu chinh theo dap tmg. Phan 16n bénh
nhén dugc kiém soat vai lidu 2-4 vién/ngdy, chia 2 lan.

Ngudi cao tudi, suy thdn, suy gan nhe dén trung binh: khong can chinh lidu.

Tic dung khdng mong mudn:

- Thueng gép: Nhire dau, dau bung, tidu chay, bubn nén, ndn, tio bén.

- It gap: mét ngl, choang véang, ngu gd, chéng mit, khé miéng, ting men gan, viém da, ngira, nbi mm, mé
day.

https://trungtamthuoc.com/




Tru so: 358 Giai Phong-Phuong Liét-Th

Rx- Thude ban theo don HUGNG DAN SU DUNG THUOC

- Hiém gdp: giam tiéu cau, giam bach céu, phit mach, sot, sdc phan vé, rbi loan vi gidc, nhin m&, co thét phé
quan, viém miéng, viém gan c6 hodc khéng vang da, nhay cam véi anh sang, héi dau, dau co, dau khop, kho
&, tang tiét mo hoi.

Théng bdo cho bdc st hodc dwgc st nhifng tdc dung khong mong mudn gap phii khi sir dung thubc
Chéng chi dinh:

- Tién sir qua min v&i Esomeprazol, céc chit thude phan nhém benzimidazol hay bét ky thanh phan nao cia
thude

- Khong phéi hgp Esomeprazol véi atazanavir.

- Tré em dud6i 18 tudi, phu nit dang cho con bt

Thén trong:

- Loai trir bénh ly dc tinh & da day trude khi ding Esomeprazol vi thubc c6 thé che lap triéu chimg va chim
tré trong viéc chan doén.

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

Phu nir ¢6 thai va cho con bii: [Jj’

- Théi ky mang thai: Nén than trong khi ké don Esomeprazol cho phy nir c6 thai /L /

- Théi ky cho con bi: Khong ding Esomeprazol khi dang cho con bu

Ngudi ldi xe va vin hanh miy méc: Khong duge dung vi Esomeprazol c6 thé gy nhic dau, chéng mat,
ngu ga.

Tuong tic thude:

* Thudc c6 sy hap thu phy thudce vio pH da day:

- Dung dong thdi Esomeprazol véi nhitng thude c6 co ché hap thu phu thude acid da day nhu ketoconazole,
itraconazole. .. c6 thé 1am giam sy hdp thu ctia cac thude nay.

- Esomeprazol 1am giam déng k& ndng do va AUC ciia Atazanavir. Tang lidu atazanavir 1én 400 mg da
khong bu trir tic dong cua

Esomeprazol trén ndng do va AUC cila Atazanavir. Khong phéi hop hai thuéc véi nhau.

* Thudc chuyén hoéa béi enzym CYP2C19:

- Dung déng thoi Esomeprazol véi nhimg thubc chuyén héa bsi CYP2C19 nhu diazepam, citalopram,
imipramine, clomipramine, phenytoin .,. lam ndng d cac thude nay trong huyét tuong c6 thé tang, cé‘m
giam lidu dung. )
- Trén lam sang, khi ding 40 mg Esomeprazol cho nhimg bénh nhén da dung Warfarin cho thay thoi gian:
déng méu van con trong gidi han cho phép. Tuy nhién mét vai truong hop ting INR da dugc bdo cdo khi
diing két hop Warfarin véi Esomeprazol. .
- Esomeprazol di dugc chirng minh 14 khong c6 tic dung 14m sang trén dugc dong hoc ciia amoxicillin h
quinidin.

Qiia lidu va xir Iy:

- Qud liéu: Lidu ubng 160 mg/lan vin dung nap tot. Khi ding liéu cao téi 2400 mg, cac triéu chimg xay ra
rit da dang, gdm c6 nham I4n, lo mo, nhin md, tim nhanh, budn nén , toat md héi, dé bimg, nhirc d4u va kho
miéng.

- X Iy: Chua c6 thudc giai doc dic hiéu. Trong truong hop qua liéu, nén diéu trj tridu chimg va sir dung céc

bién phép hd trg.
Bio quin: Noi kho, tranh anh sang, nhiét d dudi 30°C. /\g/

Han diing: 24 thang ké tir ngay san xudt

Trinh bay: Vi 7 vién x hop 02 vi

Tiéu chufn: Tiéu chuin co s&

Nhi sin xuit: CTCP DUQC TW MEDIPLANTEX
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