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OMEPRAZOL 20MG
1A QUIMICA Y FARN‘ACEUTICA VIR, 5 A
o Industrial Urtinsa 1L 28923 Alcore
Thanh phan: Méi 1 vién nang chira Tidu chudn: Nha san xuét
Omeprazol.. ....cccccocvveeiiviceereins 20mg
Tadwocvd .....ccoceecvveeeeeeeeeen. 1 ViEN D& xa tAm tay tré em.
Chi dinh, cach diing, chéng chi dinh, lisu Boc ky hwong “’5“ sw
diing, than trong, cac théng tin khac: Xin dung trwéc khi ding.
xem trong t& hwéng dan str dyng kém theo.
DNNK/Imported by:
Bao quan: Bao quan trong bao bi kin, tranh
anh sang, dwéi 30 C SDK/Reg. No:
Rx-Prescription Drug Box of 4 blisters x 7 Hard capsules
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Manufactured y: INDUSTRIA QUIMICA Y FARMA TICAVIR, 5.A,

) Paligono Industrial Urdinsa 11, 2 arcon (Madrid)

Composition: Each capsule contains:  Specification: In-house

Omeprazole ..., 20mg /

EXcipients gs for ................. 1capsule  Keep out of reac S(\pilﬂren
Read the enclo d\vo‘eaﬂet

Indications, administration, contrain- before use

dications, dosage, precausion, other

information: See insert leaflet. NSX/Mfg. date:

S6 16 SX/Lot No.:

Storage: Store in tight container, below HD/Exp. date:

30°C, protect from light.
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Rx: Thubc ban theo don

LOMEC 20

{Omeprazo!l 20mg)

THANH PHAN: M3i vién nang cirng chira:
Omeprazol .........oovi i, 20mg

T4 duge: Lactose anhydrous, Hypromellose, Hydroxypropyl Cellulose, Natri lauryl sulfat, Dinatri
Phosphat Dodecahydrat, Hypromellose phthalat, Diethyl phthalat, Sugar spheres

MO TA DANG BAO CHE: Vién nang clrng mau xanh chiva cac hat vi nang bao tan trong ruét.
QUY CACH: Hop 4 vi x 7 vién nang.

PAC TiNH DU'QC HQC

Dwege Iwve hoc

Omeprazol (rc ché sw bai tiét acid cua da day do rc ché cd hdi phuc hé enzym hydro - kali adenosin
triphosphatase (cdn goi l4 bom proton) & té bao vién cla da day. Tac dung nhanh, kéo dai nhuwng hoi
phuc duwge. Omeprazol khéng ¢é tac dung !én thu thé (receptor) acetylcholin hay thu thé histamin.
Dat tac dung tbi da sau khi udng thude 4 ngay.

Dwoe ddng hoc

Omeprazol duoc hap thu hoan toan & rudt non sau khi udng tir 3 dén 6 gid. Kha dung sinh hoc
khodng 60%. Thirc &n khéng danh huéng 1én sw hap thu thube & rudt.

Sy hép thu omeprazol phy thudc vao lidu udng. Thudc cé thé tu Iam tang hap thu va kha dung sinh
hoc clia nd do (rc ché da day bai tiét acid. Thudc gin nhidu vao protein huyét twong (khodng 95%)
va duoc phan bd & cac mo, G&c biét 14 & té bao vién clia da day. Kha dung sinh hoc ciia liéu udng
mét 1an dau tién (4 khodng 35%, nhung sé ting 1én khodng 60% khi udng tiép theo mdi ngay mot
lidu. Tuy nira d&i thai trir ngéin (khodng 40 phut), nhng tac dung e ché bai tiét acid lai kéo dai, nén
co thé diing méi ngay chi 1 1an.

Omeprazol hau nhi dwere chuyén hoa hoan toan tai gan, dao thai nhanh chong, chi yéu qua Nwoe
tiéu (80%), phan con lai theo phan. Cac chat chuydn héa déu khang co heat tinh, nhung |a|'\u{&h9-'tac
v&i nhigu thude khae do tac dung e ché cac enzym clia cytochrom P450 clia té bao gan

Dwoc déng hoc clia thube khéng bi thay ddi c6 y nghia & ngudi cao tudi hay ngudi bénh bj suy chire
nang than. O ngudi bi suy chirc ndng gan, thi kha dung sinh hoc clia thudc tdng va d6 thanh thai
thude gidm, nhwng khéng co tich tu thude va cac chat chuyén héa cla thude trong co thé.

CHi DINH:
- Loét da day va ta trang
- Trao ngwec da day thye quan
- Hgi chirng Zollinger-Ellison

LIEU DUNG VA CACH DUNG:

- Dé ¢o lién seo [Au dai va trénh loét tai phat, cAn phai loai trir hoan toan H.pylori va gidm hoac
nglrng ding thubc chéng viem khéng steroid.




- Pidu trf chimg viém thire quan do trao nguoc da day - thue quan: Liu thudng dung 13 20 - 40mg,
ubng mdi ngay mét Ian, trong thei gian tir 4 dén 8 tudn; sau d6 cb thé didu tri duy tri véi lidu 20mg
mot 1An m8i ngay.

- Pidu tri foét: Ubng mdi ngay mét 1an 20mg (trérng hep nang cé thé dung 40mg) trong 4 tudn néu la
loét 4 trang, trong 8 tudn néu 1a loét da day. Khéng nén ding kéo dai hon théi gian trén. Tri ligu
bdng omeprazol lam gidm &3 toan trong da day, nhwng lai 1am tang gastrin. Tuy nhién |4 tang tam
theri va phuc hdi dwge. Khi didu tri dai ngay, d& gap ting sinh nang tuyén da day. Nhiing thay 68i cé
tinh chét sinh Iy, 1anh tinh va hdi phuc dwge. T4c dung (rc ché tao proton ddng bién véi ving ndm
dudi dudng cong ndng a8 - thevi gian, chir khéng chi don thudn véi ndng a5 thubc trong huyét tuong.
Lidu ubng 20mg omeprazol lam gidm tao HCI trong vong 2 gitr. Dung nhidu ngay, méi ngay uéng 1
liéu thi tac dung tdi da sé dat dwge sau 3 — 5 ngay. Tl 86, d6 toan cia da day bj gidm di trung binh la
80% va sy tao HCI do kich thich bdng pentagastrin bj gidm di 70% sau khi udng thube 24 giyr. Tac
dyng Gc ché bai tiét HCI clia thubce kéo dai; tac dyng ndy hét sau khi ngirng ding thude 5 ngay. Uéng
mot nang 20mg dau tién a3 cé tac dung 1am gidm cac triéu ching, va & phan I&n ngwdi bénh bi loét
da day va viém thire quan cé trao ngurge, thi trung binh phai 4 tudn méi lién seo.

Tuy nhién, ty |& tai phat s& cao, néu khdng triét dugre H.pylori va ndu khdng gidm hodic ngirng viéc st
dung thude chéng viém khéng steroid (ngay ¢a duw¢i dang vién bao hay vién duoc gidi phéng cham),
vi thudc chéng viém khéng steroid tc ché sy téng hep prostaglandin cAn cho bdo vé& niém mac da
day.

Str dung omeprazol trong didu trj loét: Omeprazol chi 12 mdt trong cac thube trong tri liéu v&i céng
thire 2 hodic 3 thube (e ché bom praton, khang sinh, thuéc chéng acid). Cin chii ¥ ring 30% sbé
ngudi bénh cé H.pylori khang lai cac nitro - imidazole. D& triét H.pylori, thubc thudng dwgce dung 13
amoxycilin (hay tetracyclin) + metronidazole (hay tinidazole) trong 10 ngay. Nén uéng omeprazol
dbng thei voi amoxicilin, vi néu diing omeprazol trrdre thi sé& 1am gidm tac dung cla ca 2 thubc nay.
Tri liéu dung 3 thudc thuwdng gay nhiéu tac dung khéng mong muén hon so véi ding 2 thuée, nhung
trong ca hai truéng hop, tac dung khdng mong mubdn d&u nhe. Khi chon lia phwong an @idu tri, phai
tinh @é&n ca tinh khang khéng sinh cda H.pylori. Do d6 phai nudi cly H.pylori.

Néu dung lidu cao thi khéng dugc ngirng thubc @8t ngdt ma phai giam din.

- Diéu tri h¢i chimg Zollinger — Ellison: M&i ngay ubng mét 13n 60mg (20 - 120 mg mai ngay): néu
dung lidu cao hon 80mg thi chia ra 2 1An mé&i ngay. Liéu lweng cin dugc tinh theo ting trwdng hop
cy thé va tri liéu c6 thé kéo dai tlly theo yéu chu 1am sang. Khang dwgc ngeeng thudc a6t ngot.

Bénh nhén suy gan: Sinh kha dung va th&i gian ban thai cha omeprazol ¢c6 thé ting & nhing b nhy
nhan cé suy gan. Khuyén céo liéu téi da hang ngay dung duwéng uéng cho nhirng bénh nhan\ndy, &
20mg.

Liéu dung cho tré em:

- Tré tir 1 tudi trd 18n bj trao nguec da day thye quan, lidu dung tly theo can ning:
+ 10 dén 20 kg: 10 mg/ ngay
o Trén 20 kg: 20 mg/ ngay
Lidu dung cé thé ting gép d6i ndu cin thiét, thoi gian didu tri ter 4-12 tuln.

- Trao ngwec da day thye quan, réi loan tiéu héa lign quan dén acid, loét da day-ta trang lanh tinh
(bao gbm ca loét do dung NSAIDs), hdi ching Zollinger-Ellison: Khuyén céo dung lidu
0,7mg/kg/ngay cho tré so sinh va tré em tir 1 thang dén 2 tudi. Néu cln, lidu diing & tré so sinh
c6 thé ting 1&n dén 1,4mg/kg/ngdy sau 7-14 ngay diéu tri va lidu ding & tré em ¢o thé ting I&n
dén 3mg/kg (ti da 20mg)/ngay.




CHONG CHi BPINH
- Céc bénh nhan mén cdm v&i bét ky thanh phin nao cla thube.

CANH BAO VA THAN TRQNG:

Trwde khi cho ngudi bi loét da day ding omeprazol, phai loai triy khd ndng bi u ac tinh (thube c6 thé
che I&p cac triéu chizng, do d6 [Am mudn chan doan).

Cihng nhw cac thudc chen bom proton khac Omeprazol nén st dyng théan trong & ngui suy chirc
nang gan va cn diéu chinh lidu néu cin thiét.
Thé&i ky mang thai

Tuy trén thire nghiém khdng thdy omeprazol c6 khd nang gay di dang va doc v&i bao thai, nhung
khéng nén ding cho ngudi mang thai, nhit 1& trong 3 thang dau.

Théi ky cho con bu

Khéng nén ding omeprazol & ngudi cho con ba. Cho dén nay, chuwa tai liéu nghién ctru ndo cé két
ludn cy thé vé vAn d& nay.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC "N
Thudc c6 thé gay budn ngdi, chéng mat, nén than trong khi st dung & ngudi lai xe va van hanh may
méc. iC
TAC DUNG KHONG MONG MUON
Thudng gap, ADR>1/100
- Toan than: nhi¥c dAu, budn ngu, chéng mit. T
- Tiéu hoa: budn nén, nén, dau bung, tao bon, chrdng byng.
It gdp, 171000 <ADR<1/100
- Thén kinh: m4t ngd, rdi loan cam giac, chéng mit, mét mai
- Da: ndi may day, ngtra, ndi ban.
- Gan: ting tam theri transaminase,
Hiém gap, ADR<1/1000
- Téan than: d8 mé héi, pht ngoai bién, qua man bao gdm phi mach, sét, phan vé

- Huyét hoc: gidm bach cdu, gidm tiéu cAu, gidm toan bg cac té bao mau, ngoai bién, mAt bach
chu hat.

- Thén kinh: I 1&n c6 hdi phyc, kich déng, trAm cam, 3o giac & ngwdi beénh cao tudi va da&blét =
& ngudi bénh naing, réi loan thinh giac. NN

- N6t tiét: va to & dan 6ng

- Tiéu hoa: viém da day, nhi€ém ndm Candida, khd miéng.

- Gan: viém gan vang da ho#c khéng vang da, b&nh ndo & nguéi suy gan.

- H6 hép: co thit phé quan Lo
- Co-xuong: dau khép, dau co. v

- Niéu-dye: viém thén ké il HAl
Xir tri ADR: iy
Ngirng thudc khi cé biéu hién tac dung khdng mong muén nang. ” lF
Théng bao cho bdc sy nhirng tdc dung khéng mong mudn gip phai khi sir dung thuéc. =

TUONG TAC THUOC



Omeprazol khéng cé twong tac quan trong trén Iam sang khi duwge dung cung thire an, ruou,
amoxycilin, bacampicilin, cafein, lidocain, quinidin hay theophylin. Thuéc cling khéng bi dnh huwdng
do dung ddng thdi Maalox hay metoclopramid.

Omeprazol c6 thé 1am ting ndng @9 ciclosporin trong mau.
Omeprazol lam ting tac dung cla khang sinh diét trir H. pylori.

Omeprazol (¢ ché chuyén héa clia cac thube bi chuydn héa bdi hé enzym trong cytocrom Pysp clia
gan va cé thé [am tang ndng dé diazepam, phenytoin va warfarin trong mau. Sy gidm chuyén héa
clia diazepam lam cho tac dyng cla thubc kéo dai hon. Véi lidu 40 mg/ngay omeprazol rc ché
chuyén héa phenytoin va Iam ting néng a6 cla phenytoin trong mau, nhung lidu omeprazol
20mg/ngay lai c6 twong tac yéu hon nhiéu. Omeprazol (rc ché chuyén héa warfarin, nhuwng lai it 1am
thay ddi thdvi gian chay mau.

Omeprazol lam tang tac dung chéng déng mau ctia dicoumarol.
Omeprazol Iam gidm chuyén héa nifedipin it nhat 12 20% va cé thé 1am tang tac dung cla nifedipin.
Clarithromycin trc ché chuyén héa omeprazol va 1am cho ndng d6 omeprazol ting cao gap dbi.

QUA LIEU VA XU TRi
Lidu ubng 1 1&n t&i 160mg van dugc dung nap tét.
Khi ubng qua liéu, chi didu trj triéu chirng. Khéng c6 thubc didu tri dic higu.

BAO QUAN:
Bao quan trong bao bi kin, tranh anh sang, dwéi 30°C.

TIEU CHUAN CHAT LUQNG: Tiéu chun nha san xuét
HAN DUNG: 36 thang ké tir ngay san xuét

Dé xa tim tay tré em. Poc ky hwémg din st dung trwée khi ding
Néu can thém théng tin xin hoi y kién béc sy
Thuéc nay chi ding theo don cda bac sy

San xuit boi:
INDUSTRIA QUIMICA Y FARMACEUTICA VIR, S.A.

Laguna, 66-68-70. Poligono Industrial Urtinsa Il. 28923 Alcorcon (Madrid), Espaﬁ&?inf
Tay Ban Nha

TUQ. CUC TR UONG
P.TRUONG PHONG
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