052486 ' 1107601
-
18

v ULCOMEZ

(Bjt dong khé pha tiem Omeprazole 40 mg)

NN

CANHBAODACBIET:

Thuéc bén theo don

Docky hudng din sir dung tru6e khi diing.

Néu cén thém théng tin, xin héi § ki€n bac si,

Xin thong bdo cho bacsibiét cdc tdc dung ngoai ¥ xiy ra trong qu trinh sit dung.
Dé thudc xa tim tay tré em.

Khéng ding thudc di qué han st dung.

THANH PHAN:

M3i lo bot déng khé pha tiém c6 chita:

Hogt chit: Omeprazole sodium twong dwong véi Omeprazole.......... 40mg
T4 duge: Mannitol , Sodium carbonate anhydrous.

DUGCLYCHQC

Omeprazole 1am gidm swti€tacid dich vi qua viéc tic ché chon loc bom acid & bao thanh.

Omeprazole 12 mét baza y&u va dudc tip trung v chuyén hod thanh dang hoat déng trong méi trudng acid
manh ciia cic ranh néi bao thuge 1€ bao thanh, vi omeprazole c ché enzym H', K', ATPase (bom acid). K&t
qud la omeprazole tao ra sy itc ch& phu thuée lidu ca bazo va swrti€tacid véi liéu ding ngay 114n.

Su gidm d acid trong da dy lién quan d&n dién tich dudi dudng cong ndng 46 Omeprazole theo th¥i gian, v
khénglién quan d€n néng 46 trong huyét tuong.

Dé dat dugc sy gidm acid dich vi tuong dudng vdi liéu udng lién tuc clia Omeprazole 20 mg cdn phi tiém finh
mach liéu Omeprazole 40 mg, Két qué la acid dich vi gidm khodng 90% trong vong 24 gids.

DUGCPONG HOC

& ngui khoé manh binh thudng, thé tich phan b ciia Omeprazole 14 0,3 Likg. & bénh nhin suy gan va ngudi
gia, thé tich phan b ¢6 sir gidm nhe. Mit khéc, § bénh nhain suy than, thé tich phin b6 ciing twong duong v6i
ngudi khoé manh binh thudng. Omeprazole g&n k&t véi protein huyét tuong khodng 95%.

Thi gian ban thdi cia Omeprazole khodng 40 phit sau khi tiém tinh mach. B§ thanh thdi trong huyét wong
trong khodng 0,3 d€n 0,6 L/phiit. Omeprazole chuyén hos chii y&u trong gan nhd hé enzym cytochrome P450
(CYP). Dang déng phan CYP2C19 tham gia vao qué trinh hinh thanh hydroxyomeprazole, 12 dang chuyén
hoé chii y&u & gan. Trong céc nghién ctu dugc dng hoc, chia thiy c6 chat chuyén hod véi acid trong qud
trinh bai ti€t acid dich vi. Cc chat chuyén hod bai tiét 80% qua nudc tiéu, phin cn lai qua phén. Su thai trir
Omeprazole khong thay a8i & ngudi suy chitc nang than. Mit khdc, c6 sy gidm thdi gian bén thdi thii trir &
bénh nhén suy gan, ma khong c6 sy tich 1u§ thudc

CHI PINH:

Thudc dugc chi dinh diing dudng tiém tinh mach khi bénh nhin khéng ding dudc duding udng.

ULCOMEZ tiém tinh mach dudc chi dinh trong trudng hdp loét da day, loét t4 trang, hoi chitng viém thuc
quén trao ngude va hoi chitng Zollinger-Ellisons.

ULCOMEZ ciing duge chi dinh diéu tri dy phong tang ti€t acid cho bénh nhan trong ghy mé phéu thudt va hoi
chimg Mendelson

LIEULUGNG VA CACHDUNG:

Liéu lugng cin diéu chinh theo khuyén c4o cia bac si va di&n bién 14m sang trén bénh nhén. Liéu chi dinh
dudc hu6ng din nhu'sau:

Loét da diy, loét td trang, hdi chitng viém thuc quén trao ngwdc (chi dinh khi khong ung dugc hay uéng
khéng c6 tdc dung) 1 6ng (Omeprazole 40mg)/ngay. tiém tinh mach. i

Hoi chitng Zollinger — Ellison: Liéu khdi d4u duge chi dinh 12 60 mg Omeprazole.

Liéu c6 thé cao hon tuy timg trdng hdp va tuy titng bénh nhan.

Khiliéu Omeprazole vugt qué 60mg, nén chia ra 2 1n tiém/ngay.

Du phong héi chifng cudng toan trong phéu thuit: Tiém tinh mach chim Omeprazole 40 mg mt gid trudc khi
phéu thut. Néu phiu thudtkéo dai trén 2 i35, c6 thé tiém thém 1 liéu Omeprazole nifa,

Bénh nhin r6i loan chifc ning thin: Khong cin chinh liéu.

Bénh nhén r6i loan chifc néng gan: Thai gian bén théi cla Omeprazole ting, do d6 phéi gidm lidu. Liéu 10
hay 20 mg/ngay c6 thé 12 liéu thich hop d6i vdi 1 s6 bénh nhan.

Ngudi gia: Khong cn chinh liéu.
Tré em: Chufa c6 nghién citu ddy di ndo vé 46 an toan va tic dung clia thudc trén nhém tudi ny.

Cdchdiing:

Chi ding cho duBng tinh mach
Tiém tinh mach: m&i mgt 1 ¢6 chita bot lyophilized omeprazole 40mg dugc pha véi 10 ml nude 4t pha tiém
v6i t¥ 1é nbng 46 4mg/ml. Thai gian tiém tinh mach chim, khéng dudi 5 phiit.

Tiém truyén finh mach : pha mot lo omeprazole vdi 10 ml nude ct pha tiém. Ly h&t dung dich da pharakhéi
lo, va thém vao 9 ml dung dich pha tiém sodium chloride 0,9% hoidic dung dich tiém truyén inh mach
Dextrose 0,5% hodc dung dich tiém truyén tinh mach Mannitol 5%, véi ty 1¢ x&p xi 0,40 mg/mL. Thdi gian
truyén ti 20 - 30 phit.

Dung dich tiém phdi dugc ding trong vong 24 gidf sau khipha,

-

CHONG CHI DINH:
Bénh nhin mén cim v6i Omeprazole hay céc thinh phén khéc ciia thudc.




THAN TRONG:

Luu §: Trude va trong qud trinh diéu trj céin chin dodn € loai bd ung thuda day.

Omeprazole trong khi lam gidm syt ti€t dich da diy c6 thé [am gia ting sy phit trién qué mc ciia vi khugn
trong da day.

Thén trong:

Thugc phéi duge diing hoan toan bling tiém tinh mach chim

TUONG TAC THUOC:

Thyc t& cho thily fing Omeprazole c6 thé kéo dai thsi gian thii trircda chc thuge chuyén hod bdi cdc chilt oxy
hod trong gan (diazepam, phenytoin, warfarin), trong truding hop ndy cin thi€t phai gidmliéu.

Sy ché ti€t acid dich vi c6 thé dnh hudng tdi sy hip thu ciia cdc thube ma pH 12 y&u t& quyét dinh sinh kha
dung ( céic mudi ampicillin, ketoconazole va cic mudi sit).

SUDUNG § PHU NU CO THAI, CHO CONBU VA  TRE EM
Omeprazole khdng nén si dyng trong lic mang thai va trong hic cho con bi trir phi sy sitdung né duge xem I
thi€t y&u. C4c nghién cifu & thi vatkhong cho thdy c6 bing ching nguy hai nao khi ding Omeprazole lic

mang thai vi cho con b, va ciing khong c6 biing chitng cia doc tinh trén thai hay tinh sinh qudi thai. Khéng ¢6
kinh nghi¢m sit dung Omeprazole & tré em.

TAC DUNG NGOAI ¥:

Omeprazole n6i chung dung nap t6t, cic tdc dung phu thuding nhe v hét khi ngimg thudc. Mot s téc
dung phu sau diy c6 thé gip:

Da: Hi€m gip, nhungtta ngdy hogic ban d8, rung téc, nhaycdém dnhsdng

Hé thdn kinh: Pau ddu, riit hi€m khi gip matngd hoae ngl lomd, chéng mit. Tdc dung phy nhwla trdm cim,
lodu, do gidc c6 thé gdp dmétsd bénh nhin c6 bénh niing.

Heé cdxuong khp: Hi€m giip: dau khép, cd, gidm truong lc cd.

Hé da day. ru6t: Tdo bén, tiéu chiy, dau bung; non, budn nén, ddy hoi. Hi€m giip hon nhu1a khd miéng, viem
da day, ndm candida da day, ting men gan. Ba ¢6 trudng hgp bi viém gan 6 hodc khdng c6 vang da, viém nio
cling da dudc ghi nhin (thudng gip & nhitng bénh nhin di b suy gan niing trudce d6), tic dung phu suy gan
ciing c6 gap.

Heé huy&thoc: C6 thé giip gidm bach cdu, m&tbach cdu hat, gidm ti€u cdu, gidm toan thé huyét cu.

He ni tiét: C6 thé gapto vii dan bng

Céc tic dung phu khéc: c6 thé lo du (hi€m gp). Trong mot s& ca don 1& c6 thé ¢6 tang tigt mé hdi, phd ngoai
vi, di€c miii, md mat.

C6 thé giip ndi may day, s6t, co thit ph& quan, viém thin k&, ph tinh mach va phén g s6c qui mén.
TH()gG BAO CHO BAC SI CAC TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG
THUOC

ANHHUGNG CUA THUOC LEN KHA NANG LAIXE VA VAN HANHMAY MOC:
Do thufic c6 thé gy ra tinh trang dau d4u, chéng mit hofic ngii 10 md, vi viy trdnh 14i xe va véin hanh mdy mé6c
trong khi ding thuéc.

QUA LIEU:

Chua 6 ghinhén vé nhiftng trudng hdp qué liéu khéng duge didu tri.

Khi ding qué liéu, dwa bénh nhan d€n bénh vién gin nhit holic Trung tim ch&ng dgc. Pidu tri triu chimg
keém theo.

TIEU CHUAN CHATLUGNG: Nha sin xufft

HANDUNG:

24 thang k€ tirngay sin xuft

Dung dich tiém phai dugc ding trong vong 24 gid sau khi pha.
KHONG DUNG THUOC QUA HAN SUDUNG GHI TRENBAO Bl

BAOQUAN:
Du6i30°C. : i
pf THUOC TRANH XA TAM TAY CUA TRE EM.

PONG GOI: Hop 110 bt ddng khd pha tiém + 1 1o 10m) nwéc céit pha tiém
Hop1l¢ b)tddongkho pha tiém

San xuft bdi:

NAPROD LIFE SCIENCES PVT. LTD.
G-17/1, MIDC, Tarapur Industrial Area,
NapRrOp  Boisar, Dist. Thane- 401506, India.

120 x 270 mm



