55 /Frj;

16,4 2003

- 7107V INO I

Bl (7 sesdeq sjozeidawup

10 x 10 vién

Omeprazole Capsules 20 mg
N OMEPRAZOLE-20

dau;........

~ BOYTE

CYC QUAN LY puUoC
e A’

PHE DUYET

MOI vién nang chira:
Omeprazole 20 mg
Ta dugc: vira 80

Tigu chudn: NSX

Bao quén: Noi thoang mat, kho rao, nhiét 8% dudi 30 4§ C

Boc ki hirérng din sie dung trwée khi ding

Chi dinh, chéng chl‘gnh. libu diing, cach diing, téc dyng phy:
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3 R,: Thudc ké don
Doc ky hwong dan sw dung truwcc khi dang.
Néu cdn thém théng tin, xin héi y kién bdc st hodc dwoc si.

OMEPRAZOLE - 20

Tén thude: OMEPRAZOLE - 20

Thanh phin:

M®i vién chira 20 mg Omeprazole

T4 dugc: Magnesium carbonat, Avicel PH 101, Lactose, PVP, Crospovidone, Magnesium
stearat, HPMC E15, PEG 400, Eudragit L 100, Dibutyl phthalate, Talc, Titanium dioxid.
Dang bao ché: Vién nang.

Quy cach dong gbi: Hop 10 vi x 10 vién.

Chi dinh:

1. Loét da day ta trang.

2. Hoi ching Zollinger--Edison.

3. Hgi ching trao ngugc da day — thuc quan.

Liéu dung va cach sir dung:

Loét td trang — da day tién trién: mdi ngay 20mg, udng trong 2-4 tuan.

Loét td trang nghiém trong: mdi ngay 40mg, udng trong 4-8 tuan

Trao nguoc thiee quan: mdi ngay 20mg, dung trong 4-8 tuan.

Loét thuc quan nghiém trong: mdi ngay 20-40 mg, dung trong oAt ugn

Hgi chimg Zollinger — Ellison: mdi ngay 60mg, thoi gian diéu shinh tuy theo dap (mg cua
bénh nhén.

Khéng cin diéu chinh liu véi ngudi cao tudi hodic véi bénh nhan suy gan hoac suy than.
Chéng chi dinh:

Ngudi qua man cam véi cac thanh phan caa ché pham.

Thin trong:

Truéc khi cho ngudi bi loét da day dung omeprazol, phai loai trir kha ning bi u 4c tinh (thudc
c6 thé che 14p cac tridu ching, do dé 1am mudn chén doan).

Nén tiém thudc vao tinh mach cho ngudi bénh ning va ngudi ¢6 nhidu 6 loét dé phong ngira
chay mau 6 loét do stress. Phai tiém tinh mach cham it nhét la 3 phat, téc do t6i da la 4
ml/phit. Liéu 40 mg tiém tinh mach s& lam giam ngay luong acid hydroclorid (HCI) trong da

3 [1L 3
It gap, 1/10 IDR < 1/100
Than kinh: Mt ngu, réi loan cam giac, chong mat, mét moi.
Da: Néi may day, ngira, ndi ban.
Gan: Tang tam thoi transaminase



Hiém gap, ADR < 171000
Toan than: P38 md hai, phl ngoeai bién, qua mén bao gém phi mach, sot, phan vé,
Huyét hoe: Giam bach cu, giidm tiéu cau, giam toan bd cac té bao mau, ngoai bién, mat bach
cdu hat.
Thén kinh: Lt 13n ¢6 hdi phuc, kich ddng, trdm cam, 4o gidc & ngudi bénh cao tudi va dac
biét 1a & nguréri bénh nang, rdi loan thinh gidc.
Nbi tiét: Vii to & dan éng.
Tiéu héa: Viém da day, nhiém ndm Candida, khé miéng.
Gan: Viém gan vang da hoac khong vang da, bénh ndo & ngudt suy gan.
Hé hap: Co that phé quan.
Co - xirong: Pau khop, dau co.
Nleu ducﬁrﬁt}agh\ke
fﬁmm E:c sj khi gdp phdi cde tdc dung khong mong mubn cia thube.
Tll’[)’]lE voi thdﬂﬂ

g tac quan trong trén lam sang khi dugce ding cling thirce an, rirou,
amoxycﬂ'rqu oy 61];11 cafein, lidocain, quinidin hay theophylin. Thuée ciing khang bi
anh hudng db&uﬁg—dﬁ;]g: thm Maalox hay metoclopramid.

Omeprazol ¢é thé 1am tang ndng do ciclosporin trong mau.

Omeprazol lam tang tdc dung clia khang sinh diét trtr A. pylori.

Omeprazol irc ché chuyén hoéa cia cac thudc bi chuyén hoa boi hé enzym trong cytocrom
Pysgciia gan va co thé lam ting néng do diazepam, phenytoin va warfarin trong mau. Sy
giam chuyén héa ctia diazepam lam cho tdc dung ctia thude kéo dai hon. Vorl lleu 40 mg/ngay
omeprazo] tic ché chuyén héa phenytoin va lam tang nong do cla ﬁhmw trong mau,
nhirng liéu omeprazol 20mg/ngay lai ¢6 twong tac yéu hon nhidu. Omepmzjm

héa warfarin, nhing lai it 1am thay di thoi gian chay mau.

Omeprazol lam ting tac dung chéng dong mau cha dicoumaro!.

Omeprazol 1am giam chuyén hoéa nifedipin it nhat 1a 20% va c6 thé lam tang tac dung cta
nifedipin.

Clarithromycin itc ché chuyén hoa omeprazol va 1am cho ndng dé omeprazol ting cao gép
d6i.

Sir dung cho phu nir ¢6 thai va cho con bii:

- Thoi k¥ mang thai:

trc ché chuyén

Tuy trén thue nghiém khong thidy omeprazo! ¢é kha nang gy di dang va doc véi bao thai,
nhing khéng nén ding cho ngudi mang thai, nhét 1a trong 3 thang dau.
- Thi ky cho con bi:

Khéng nén ding omeprazol & ngudi cho con bit. Cho dén nay, chua tai ligu nghién cu ndo ¢6
ket luan cu thé vé van dé nay.
Anh hudéng dén kha nang 13i xe va vAn hanh mav moc:

Thude khéng anh hudng dén kha nang 14i xe va van hanh may méc.



Pac tinh dwoc lue hoc:
Omeprazole (rc ché rd rét sy tiét acid da day & mirc co ban va ca khi bi kich thich. Omeprazole
¢6 céch tac dung duy nhét 1 phong bé khéng hdi phuc bom proton cuia té bao tang, 1a giai doan
cudi ciing ctia con dudng tiét acid da day.
Pic tinh dwoe dong hoc:
Omeprazol dugc hip thu hoan toan & rudt non sau khi uéng tir 3 dén 6 gio. Kha dung sinh
hoc khoang 60%. Thirc an khong anh huéng Ién sy hdp thu thude & rudt.
Su hép thu omeprazol phu thudc vao liéu uémg. Thubc ¢6 thé tur Iam tang hip thu va kha
dung sinh hoc ctia n6 do trc ché da day bai tiét acid. Thudc gén nhidu vao protein huyét turong
(khoang 95%) va dugc phan bd & cac mé, dic biét 1a & té bao vién cia da day. Kha dung sinh
hoc cua lidu ubng mot 1an du tién 1a khoang 35%, nhung s& tang 1én khoang 60% khi udng
tiép theo mdi ngay mot lidu. Tuy nira doi thai trir ngén (khoang 40 phit), nhung tac dung trc
ché bai tiét acid lai kéo dai, nén c6 thé ding mdi ngay chi 1 lan.
Omeprazol hau nhu duge chuyén héa hoan toan tai gan, dio thai nhanh chéng, chi yéu qua
nude tiéu (80%), phan con lai theo phan. Cac chit chuyén héa déu khong co6 hoat tinh, nhung
lai tuong tac véi nhiéu thudc khac do tac dung trc ché cac enzym cua cytochrom Pysq ciia té
bao gan.
Duoc dong hoc cua thude khong bi thay déi cé y nghia & ngudi cao tudi hay wgudi bénh bi
suy chirc nang than. O ngudi bi suy chirc ning gan, thi kha dung sirth Woc ciza thude tang va
do thanh thai thudc giam, nhung khéng c6 tich tu thube va cac chét\c;il £n hoa cua thudc
trong co thé.
Qui lidu:
Liéu udng tbi da: 160 mg/lan
Khi udng qua lidu, chi diéu trj tridu chimg, khéng c6 thudc diéu tri dic hiéu.
BAO QUAN: Bao quan noi khd mat, tranh 4nh séng, nhiét do duéi 30°C.
HAN DUNG: 36 thang ké tir ngay san xuat. Khong diing qué han str dung.

Pé xa tAm tay tré em

Nha san xuit

Prayash Healthcare Pvt. Ltd.

185-186, Yellampet, chal Mandal, Ranga Reddy-District, A.P. India.
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