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OMEPRAZOL 20 - HV

Vién nang cing Omeprazol 20 mg

PIE vl nang tan trong rudt ) 20 mg
(* Thanh phan Vi h at Omeprazol bao tan trong ru¢t gém: Omeprazol, Dinatri hydro orthophosphat, Natri
lauryl sulphat, Calci carbonat, Pudng, Mannitol, Starch, Hydroxy propyl methyl cellulose ES5,
Methacrylicacid copolymer (L-30D), Diethyl phthalat, Talc, Titan dioxyd, Natri hydroxyd, Tween 80,
Polyvinyl povidone K-30, Natri methyl paraben, Natri propyl paraben).
Phén loai
OMEPRAZOL 20- HV chita omeprazol 1a thudc khing ti€t acid da day, thuéc nhém thudc chong loét da
day - rudt theo co ché€ &c ché€ bom proton.
Dudc lue
Dugc chit chinh cia OMEPRAZOL 20- HV la Omeprazol, mot dan chat cia nhém benzimidazole.
Cd ché tic dung
OMEPRAZOL 20- HV (Omeprazol) gidm sy tiét acid da day theo co ché lién két chon loc cao va khong
hdi phuc vao bom proton. ThuSc c6 i lyc dac hidu véi men H'K*-ATP-ase (bdm proton) & (& bao vién
niém mac da day. Men nay kiém soat giai doan cudi cia qué trinh ti€t acid dich vi, vi th€ OMEPRAZOL
20- HV tc ché ¢4 qué trinh ti€t acid cd ban ciing nhw do bat k¥ kich thich nao.
OMEPRAZOL 20- HV ¢6 tic dung nhanh sau khi udng
Vi thudc lién k&t khong hdi phuc vao H*K*/ATP-ase nén tdc dung cia thudc vin con kéo dai it nhat 72
gid sau khi ngung ding thudc.
Téc dung khdc
Nghién cifu invitro cho thd'y Omeprazol con ¢6 tic dung e ch& sy phét trién cla vi khuin Helicobacte
pylori do ¢ ch& men urease clia vi khuén nay.
Dugc dong hoc
—  Thudc duge hip thu nhanh qua dudng tiéu hod. Tdc dung thé hién trong vong 1 gid sau khi udng.
~  Thudc duge phin b6 vio cdc md , dic biét 1a vao cdc t€ bao thanh da day. Thudc lién két manh
véi protein huyét tuong (95%) ‘ ’ o
~  Thuéc duge chuyén hod & gan nhd hé thdng men'cytochrom P450. e
~ Thdi gian ban hity cha thudc khodng 30 phiit dén 1 gi¥ & ngudi binh thudng va khodng 3 gid 4
ngudi thiéu nang gan.
— Thudc dugc dao thii chil y&u qua than (70-77%) va qua phan (18-23%). Thudc khéng bi théi trir ra
khoi cd thé khi chay thin nhn tao hodc thim tdch mau. _
Chi dinh : -
OMEPRAZOL 20- HV dugc chi dinh:
— Pbiéu tri cling nhu diing phbng ngita cdc hdi chfrng loét da day - rudt, ¢ chua, hdi trao da day - thyc
quin (GERD), .v.v. khi cAn phai gidm mifc do ti€t acid da day cho bénh nhén.
— Pbiéu tri loét thyc qudn cé li€n quan dé&n hoi chitng GERD da dudc khing dinh biing ndi soi.
— Dung phdi hgp v6i cdc khdng sinh trong viéc diéu tri loét dudng tiéu hod do vi khuan Helicobacter
pylori.
—  Diéu tri loét dudng ti€u hod do sl dung cdc loai thudc khing viém non-steroides (NSAID)
Doc kj hudng dén sit dung trude khi ditng. Néu cdn biét them !héng tin, xin héi y kién Bdc s3.
Thuéc nay chi ding theo sy ké don ciia thdy thubc.
Liéu lvgng va dudng ding
Liéu ding va thdi gian dung thudc cho ting trudng th cu thé theo chi dlnh clia Béc sidiéu tri. Liéu dung
thong thudng nhu sau:
— Hai trao da day thuc qudn: 20 mg/ 1 JAn/ ngay lién tuc trong thdi gian tr 4 dén 8 tuan.
— Loétt4 trang : 20 mg/ 1 1dn/ ngay lién tuc trong thdi gian tir 4 d&n 8 tuan.
— Loétda day: 40 mg/ 1 1an/ ngay lién tuc trong thdi gian tif 4 d&n 8 wan.




— Loét da day do Helicobacter pylori: 40 mg/ 1 1dn/ ngay phéi hop véi clarithromycin 500mg/ 3 1an/
ngay lién tuc trong 14 ngay.

Cach dung
U6Sng nguyén vién thudc, khéng nhai. USng trudc bira in (16t nhat 1a trude bita dn sdng).

Chéng chi dinh

Chéng chi dinh v6i bénh nhan nhay cdm véi Omeprazol.

Chong chi dinh trong trdng hgp viém gan ti€n trién ning.

Thén trong

Tru6c khi cho ngudsi bi loét da day ding omeprazol, phai loai trir kha ndng bi u 4c tinh (thudc ¢6 thé che
14p céc triéu chitng, do d6 1am mudn chin dodn).

Phu nit mang thai

Chua c6 nghién citu ddy dii trén phy nit mang thai. Khong nén ding cho ngudi mang thai, nhat 12 trong 3
thdng ddu.

Nguy cd trén thai ky theo FDA: mitc do C.

Phu nit cho con bii

Khdéng nén dung cho phu nif cho con bi.

Ngudi cao tudi va tré em

Chua ¢6 nghién citu ddy dd trén tré em.

D3i v6i ngudi cao tudi, c6 s gidm thii try nhe va ting tic dung cia thudc.

Bénh nhin suy gan '
Bénh nhin suy gan phdi gidm li¢u tuy theo mifc 6 bénh gan. ,//
Tédc dong ciia thudc khi ldi xe va van hanh mdy méc: Chua cé bdo cdo

Tudng téc thude

Kha ning tuong tic thuéc giita Omeprazol va cic thuﬁc khdc trang d6i thdp. Tuy nhién, Omeprazol ic
ch& qué trinh chuyén hod thudc & microsom gan (hé thong men Cytochrom P450) nén qué trinh dao thai
céc thudc khdc ma chiing bi chuyén ho4 bi Cytochrom P450 hozc nhitng thudc duge dao thii chii y&u qua
gan s& bi chim lai n€u ding dong thdi v6i Omeprazol. T4c dung ndy c6 thé thd'y qua viéc kéo dai thi
gian dao thdi, ting ndng d§ trong miu cia diazepam, phenytoin va cdc chit chdng ddng mdu nhwr wafarin
(can theo doi ndng do trong mdu hodc theo ddi thdi gian prothrombin ddi vdi viée diing cdc chat chdng
d6ng mdu theo nhuf cdc huéng dan vé dinh Iugng cdc thong s6 nay va c6 thé thay ddi liéu ding trong thdi
gian ding chung véi Omeprazol).

Omeprazol c6 khd ning dnh hudng dé€n sinh khd dung cia cdc thuéc ma sy hap thu phu thude vao pH vi
né lam ting pH clia da day va ciing vi th€ Omeprazol <6 thé 1am ngan cin sy phin hiy clia cdc thudc
khong bén trong méi trudng acid. Vi vay khi diing chung Omeprazol va Itraconazol vi Ketoconazol c6 thé
din dé€n viéc gidm hap thu cla cdc thudc nay.

Cic tuong tdc khdc : gidm hdp thu mudi sit, ampicillin ester.

Tac dung phu

OMEPRAZOL 20- HV dudc dung nap t8t, cdc tac dung phy thudng nhe va c6 thé hdi phuc sau khi ngung
dung thudc.

Thudng gdp, ADR > 1/100

Toan thin: Nhitc diu, budn ngi, chéng mit.

Tiéu héa: Budn ndn, ndn, dau bung, tdo bén, chuéng bung.

It gap, 1/1000 < ADR < 1/100

Than kinh: M4t ngt, rdi loan cdm gidc, chéng mit, mét méi.

Da: N&i may day, ngia, néi ban.

Gan: Téing tam thdi transaminase

Hiém gdp, ADR < 1/1000

Toan thin: P§ md héi, phu ngoai bién, quié min bao g6m phu mach s0t, phan vE.

Huy€t hoc: Gidm bach ciu, gidm ti€u cdu, gidm toan bd cdc t& bio mdu, ngoai bién, mit bach cu hat.
Thén kinh: Li 14n c6 hdi phuc, kich dong, trdm cdm, 40 gidc 8 ngudi bénh cao tudi va dic biét 1a & ngudi
bénh niing, r6i loan thinh gidc.

N&i ti€t: Vi to & dan 6ng.
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" * Ti€u h6a: Viém da day, nhiém nfm Candida, kho miéng.

Gan: Viém gan vang da hodc khéng vang da, bénh nio & ngudi suy gan.

Hb hdp: Co thit ph€ quin.

Co - xudng:Pau khdp, dau cd.

Niéu - duc: Viém thin ké.

Hu6ng dén c4ch x& tri ADR

Phii ngirng thudc khi c6 biéu hién tdc dung khdng mong muéh ning.

Théng bdo cho bdc s7 nhitng téc dyung khong mong mudn gdp phdi khi siz dung thubc

Qud lidu va cdch xi tri:

Chuta c6 thong tin vé 4nh hudng & ngudi va chi dinh dic biét d€ diéu tri qué liu. Liéu udng d€n 160 mg
v&n dugc dung nap t6t.

Dang trinh bay
Hop 10 vi, m8i vi chita 10 vién nang citng

Han dang
36 thdng k& ti¥ ngay sén xuit.
Tiéu chufin
Nha san xuét
Bdo quin
Bdo quin thudc § ndi kho thodng, nhigt do <30°C, tranh snh séng
Dé thuédc xa tdm tay tré em.
Nha Sin xuit
Coéng Ty TNHH US Pharma USA
L6 B1 - 10, dudng D2, Khu cong nghiép T4y B4c Ci Chi, TP. H5 Chi Minh — Viét Nam,
Moi thdc mdc va thong tin chi tiét, xin lién h¢ vé s6 dién thﬁm§6

PHO'CYC TRUONG

ANguyén Vit Hiing



