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Lo bot déng khé pha tiém

Hoat chat: Omeprazole ......................... 40 mg
(Duéi dang Omeprazole sodium monohydrate)

Ta dwoee: Vira da 1 lo.

(Disodium EDTA, mannitol, sodium hydroxidehydrochloric acid)
Ong dung méi

Propylene glycol ..............cccovveiviiiiin, 4.000 mg
CHTIC BCIA .cosniscrasinsmsmunessesst s AN 5 mg
Sodium hydroxide diéu chinh pH................... vira du
Nuéc cat pha tiém.........ocoovvveveer.. vira di 10 ml

DANG BAO CHE: Bot dong kho pha tiém.
M6 ta sén pham: Bét déng kho mau tring hodc gan
nhu trang.
CHi PINH
Trao nguoc dich da day - thyc quan.
Loét da day - ta trang.
Hoi chirng Zollinger - Ellison.
LIEU DUNG VA CACH DUNG
Liéu dung
Liéu 40 mg/ngay. Néu can tiém finh mach thém
trong 3 ngay, nén gidm liéu 10 - 20 mg/ngay.
Loét da day - ta trang va viém thyc quan thé trao
ngugc: 40 mg/ngay
HGi chirng Zollinger - Ellison: 20 - 120 mg/ngay
(thwong ding 60 mg/ngay), néu dung lidu cao hon
80 mg thi chia ra 2 1an méi ngay.
Dung liéu cao kéo dai khéng ducrc ngirng thube dét
ngdt ma phai giam dan.
Khong can chinh liéu & bénh nhan suy gan, suy
than, nguai gia.
Cach ding
Thube dung dudng tiém tinh mach, tiém tinh
mach cham khéng it hon 2,5 phat, tbc d¢ khong
qua 4 mifphat.
Céch hoan nguyén lp thube bot déng kho:
- Dung bom tiém rat 10 ml dung méi trong éng dung
moi kém theo.
- Bom nhanh lugng dung mdi vao lp bot thubc

omeprazole ddng thoi xoay nhe lo thubc dé ddm bao
toan bd bot thube omeprazole déu thim dung moi

- LAc vong k§ lo thude trong 10 - 15 giay dé dam bao
dung dich thubc hoa tan hoan toan.

- Kiém tra c&n than dung dich sau khi hoan nguyén,
dung dich thubc phai trong, khéng mau, khéng co
cac tidu phan khong tan.

D6 6n dinh ctia omeprazole bi anh huwéng béi pH
cla dung dich tiém truyén, do dé khong st dung
dung méi khac dé pha loang.

TU quan diém vi sinh, thubc sau khi hoan nguyén
nén duoc sir dung ngay. Néu khéng st dung ngay
thi thoi gian va diéu kién bao quan thudc vé trach
nhiém ctia ngudi str dung. Dung dich sau khi hoan
nguyén chi dung trong vong 4 gi¢ va bao quén &
nhiét do dudi 25°C.

CHONG CHI BINH

Bénh nhan man cam vai bat ky thanh phan nao ctia thuée.
Khéng ding cho phu nir mang thai hoac cho con bu.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Khi nghi ngo loét da day mudn dung omeprazole,
triedc hét phai loai triy kha nang bénh &c tinh, vi diéu
tri c6 thé lam gidm triéu ching va gay tré ngai cho
chan doan.

Trong thdi ky mang thai va cho con bt can phai cé
chi dinh clia bac si.

Thudc 1am tang nguy co' nhiém tring, gay xwong
hong nén thén trong khi dung va theo doi.

Thén trong khi s&r dung trén bénh nhan suy gan.
Cénh bdo td dwoc

Thude ¢6 chira it hon 1 mmol natri trong méi lo, didu nay
vé co' ban duorc xem nhu khong chia natri,

SU’ DUNG THUOC CHO PHU N’ CO THAI VA
CHO CON BU

Phy nir c6 thai: Tuy trén thuc nghiém khong thay
omeprazole ¢ kha nang gay di dang va doc véi bao
thai, nhung khong nén dung cho ngudi mang thai,
nhét 1a trong 3 thang dAu.

Phu ni¥ cho con bu: Khéng nén ding omeprazole
0 nguoi cho con ba. Bén nay, chua ¢t tai lisy
nghién ctru ndo két luan cu thé va vin ga nay.

ANH HU'ONG CUA THUOC LEN KHA NANG LA
XE, VAN HANH MAY MOC

Thubc c6 thé gay budn ngti, mét moi. chéng mat. Vi
thé trong thoi gian diing thudc khong nén 1ai xe va
van hanh may mac.

TUONG TAC, TUONG KY CUA THUOC

Twong tac thuée

Omeprazole dugc chuyén hoa & gan thang qua hé
théng cytochrom P450, do do thudce co thé kéo da
tac ddng cua diazepam, warfarin, phenytoin.
Omeprazole lam giam sy hap thu clia mot sé thude
nhu ampicillin, sat, ketoconazole va lam tang ndng
do clarithromycin khi diing dong thoi.

Omeprazole khong tuong tac voi propranolol,
theophyllin va céc loai thube khang acid khac.




Dung 8dng thot omeprazole lam tang ndng dé tacrolimus.
Dung ddng thoi omeprazole lam giam tac dung
chéng két tap tidu cdu & clopidogrel dén 46% va
gidm tac dung cua omeprazole 16%. Vi vay khong
nén dung dong thoi hai thudc nay.

Omeprazole ldm giam sy hap thu clia cyanocobalamin.,
Omeprazole co thé lam tang ndng do cyclosporin
trong mau.

Twong ky: Do khdng c6 cac nghién ctru vé tinh
twong ky clia thude, khéng tron 1an thube nay vei cac
thude khac.
TAC DUNG KHONG MONG MUON CUA THUOC (ADR)
Thude duoc dung nap tot, tac dung khéng mong
mudn nhe c6 thé gap va c6 thé phuc hdi.

Thuong gap, 1/100 s ADR < 1/10:

Toan than: Nhirc dau, bubn ngti, chdng mit.

Tiéu hoa: Budn ndn, ndn, dau bung, tao ban, tudng bung,

It g&ip, 1/1.000 < ADR < 1/100: :

Than kinh: Mat ngd, i loan cam giac, chong mét, mét mi,
Da: N6i may day, ngira, ndi ban.

Gan: Tang tam thoi transaminase.

Hiém g&p, 1/10.000 < ADR < 1/1.000:

Toan than: B md héi, phu ngoai bién, qua man bao
gdm phu mach, sét, phan vé.

Huyét hoc: Giam bach cau, giam tiéu cAu, giam toan bd
cac té bao mau, ngoai bién, mat bach cAu hat.

Than kinh: La 1an c6 héi phuc, kich dong, trAm cam,
a0 giac & ngudi bénh cao tudi va dac biét 1a & ngudi
bénh nang, rdi loan thinh giac.

NGi tiét: VU to & dan éng.

Tiéu héa: Viém da day, nhiém ndm Candida, khé miéng.
Gan: Viém gan vang da hoac khdng vang da, bénh
nao & nguoi suy gan. '

H6 hap: Co thét phé quan,

Co - xuong: Pau khép, dau co.

Niéu - duc: Viém than ké.

Huwéng dan céch xiv tri ADR

Phai ngirng thubc khi cé biéu hién tac dung khong
mong mubn néng.

THONG BAO NGAY CHO BAC ST HOAC DUQC Si
NHUNG PHAN UNG CO HAI GAP PHAI KHI SU
DUNG THUOC

QUA LIEU VA CACH XU TR

Khoéng c6 chat dbi khang dac hiéu, diéu trj chi 1a diéu
tri triéu ching.

CAC DAC TINH DUQC LY

Duworc luwe hge

Nhém dugre ly: Thube (re ché bom proton

Ma ATC. A0ZBCO1 ‘
Omeprazole Uc ché sy bai tiét acid clia da day do Uc ché
o6 hbi phuc hé enzyme hydro - kali adenosin triphospha-
tase (con goi la bom proton) & té bao vién clia da day, Tac
dung nhanh, kéo dai nhung hdi phic dugrc,

Omeprazole khong ¢ tac dung lén thy thé (receptor)
acetylcholine hay thy thé histamine, Dat tac dung téi da
sau khi ubng thubc 4 ngay.

Dwere déng hoc

Sau khi truyén tinh mach omeprazole liéu duy nhét
40 mg dat duoc ndng dé dinh trong huyét twong
trong vong chua day 20 pht. Sau dé truyen 1ap lai
voi lidu 40 mg/ngay trong 5 ngay, lam gia tang dang
ké ndng dd huyét twong. Sau khi hap thu omeprazole
lién két voi protein huyét twong téi 95%. Mot phut
sau khi hap thu omeprazole da duoc tim thdy chd
yéu trong da day, than, gan va phbi. Va 5 phit sau d6
omeprazole da dugc tim thay chu yéu trong da day
va gan va sau 16 gid dat ndng dé cao & thanh da day.
Tuy thoi gian ban thai ngan (khoang 40 pht), nhing
tac dung rc ché bai tiét acid lai kéo dai, nén cé thé
diing méi ngay chi 1 1an. Omeprazole hau nhy duoc
chuyén héa hoan toan tai gan, dao thai nhanh chéng,
chii yéu qua nuéc tiéu (80%), phan con lai theo
phan. Cac chat chuyén hoa déu khéng co hoat tinh,
nhung lai twong tac véinhiéu thude khac do tac dung (rc
ché céac enzyme clia cytochrom P450 cuia té bao gan.
Dwoc dong hoc caa thudc khéng bj thay ddi co y
nghta & nguoi cao tudi hay ngudi bénh bi suy chirc
nang than. O' ngudi bi suy chirc nang gan, thi sinh
kha dung cta thudc tang va dd thanh thai thude giam,
nhung khang c6 tich tu thudc va cac chat chuyén hoa
cta thuée trong co' thé.

QUY CACH BONG GOI

Hop 01 o bot dong kho pha tiém + 01 6ng dung méi
Hop 03 lo bét dong khd pha tiém + 03 dng dung mai
Hop 05 lo bot dong khd pha tiém + 05 dng dung moi
BAO QUAN: Noi kho rao, nhiét do khdng qua 30°C,
tranh anh sang

HAN DUNG: 24 thang ké tr ngay san xuat

TIEU CHUAN: TCCS
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