RXThusc nay chi ding theo don thusc
[JAizole 40mg
tan trong nudt chia 30%)
D& xa tAm tay tré em
Boc ky hudng adn st dyng trde khi dong
THANH PHAN CONG THUC THUGC
- Thanh phén hoat chét:
OMONAROL, s g i i el iia s smiisnmsissirimosssrenissispssssisiissnorsicins: Q0T
(dusi dang hat bao tan trong rudt cha Omeprazol 30%)
- Thanh phén t4 duge:

Sucrose, Mannitol, Disodium Hydrogen Orthophosphate, calcium carbonate, Sodium Lauryl Sulphate,
Crospovidone, PVP K30, propyl paraben sodium, methyl paraben sodium, Hydroxy propyl methyl
celluiose-ES, Methacrylic acid copolymer (L 30D), Sodium Hydroxide, Diethyl Phthalate, polysorbate
80, Titanium Dioxide, Talcum.

DANG BAO CHE: Vién nang clng s6 3, nép nang va than nang mau héng bac, bén trong cd chita cic
hat dugc bao tan trong rudt mau tring hay tring nga.

Chl BINH:

- Dibu tri loét té trang va phong nguia loét t4 trang t4i phat.

- Difu trj loét da day va phong ngia loét da day tai phét.

- Dung k&t hgp voi khdng sinh trong phac a8 diéu tri Helicobacter pylori gay loét da day.

- Diéu trj loét da day t4 trang do ding thudc khang viém non-steroid (NSAID).

- Phdng ngia loét da day ta trang do NSAIDs & bénh nhan ¢ nguy ca.

- Diéu tri trao nguoc thyc quan va phdng ngifa tai phat ddi véi banh nhan trao ngugc thyc quin da duge
diéu trj 6n dinh.

- DiBu trj triéu chitng trao nguyc da day-thyc quan.

- Didu tri hdi chimg Zollinger-Ellison.

CACH DUNG, LIEU DONG

* C4ch dang: ding dudng udng, nén udng vao budi sang, udng ca vién vdi nudc. Khdng duge nhai hodc
nghién.

Truding hgp khé nudt, cé thé md vién nang ra udng véi nudc hodc trhn vl nuc ép tréi cdy hodc nudc ép
tAo, nubic khdng co gas. N&n udng ngay (hogc trong vong 30 phit) va ludn khudy khi uing. Khong dugc
nhai ho%c nghién.

* Liéu ding:

- Ngudi Ion

+Dibu trj loét tA trang: 40mg 1 14n/ngy, trong vong 04 tudn

+ Dy phong loét da day-té trang: Ding liéu 40mg 1 14n/ngay

4 Diu tri loét da day: D6i vdi bénh nhdn kém d4p (ng voi c4c ligu phap diéu trj khéc, ding liéu 40mg
1 14n/ngay, trong vong 8 tudn.

+Diing ket hgp vi khéng sinh trong phéc 06 diéutri Helicobacter pylori g3y loét da day:

DE loai tris H. pylori, viéc Ia chon thudc khang sinh nén xem xét kha néng dung nap thudc cia timg
bénh nhan v phal duc thyc hign theo cac phac d6 diéu trf cla qudc gia, khu vyc va dja phuong va cde
hutng din diéu tri. C6 thé dung phat d6 diéu trj sau: Omeprazol 40mg 1 14n/ngay + amoxicillin 500mg
+ metronidazol 400mg (hodc 500mg) hodc tinidazol 500mg ubng 3 Ién/ngay/tudn. NEu xét nghiém con
duong tinh v8i H. pylori, c6 thé 13p lai phat 6.

+ Loét da day - 14 trang do NSAIDs: hdu hét bénh nhan chda kho trong 4 tudn. Truing hgp benh nhan
khong thé héi phuc hoan toan thi tiép tuc diéu trf thém 4 tudn na. :

+ Trao ngugc da day thyc qudn: Bgnh nhan trao ngugc da day thyc qudn nang dung liéu 40mg
114n/ngay, trong 08 tudn ; .
+ Ngudi bénh bj hoi ching Zollinger - Ellison: t4t c@ bénh nhan bj bénh n3ng va ddp (g khong ddy du
V0l cc liéu phép khac da duc kifm sodt higu qud va han 90% benh nhan dugc duy tri voi liéu
omeprazol 20-120mg mbi ngay. Khi liéu omeprazol vugt qui 80mg mdi ngay, lidu dung né&n duge chia
va cho 2 1dn/ngay.

- B&nh nhan suy gan: o6 thé gidm liéu, ding vién omeprazol ham lugng 10-20mg.

- Khong cdn chinh liéu & ngudi cao tudi va suy than.

- Trd em: nén dung ham lugng thich hgp han.

CHONG CHI DINH:

- Qud man véi bt ky thanh phdn nao cla thubc.

- Gifng nhu cdc thudc tc ché bom proton (PPI) khac, khong nén sif dung omeprazol dbng thoi voi
nelfinavir, y

CANH BAO VA THAN TRONG KHI DUNG THUGC

- Khi xust hién mot trong céc triéu ching nhu gidm can dang ké khong chi y, ndn mia téi pht, chimg
kho nudt, ndn ra m4u, tidu phan den. Va khi nghi ngd hodc dang bj loét da day nén loai trit bénh ly ac
tinh vi diéu tri 06 thé 1Am giam triéu ching va cham tr viéc chdn dodn.

- Omeprazol 6 thé lam gidm h&p thu vitamin B12 (cyanocobalamin) do sy gidm hodc thi€u acid dich
vi. N&n can nhc trén cac bénh nhan thiu vitamin B12 ho§ic ¢6 nguy cd gidm hap thu vitamin 812
trong diéu trj dai han.

- Omeprazol chuyén héa qua CYP2C19. Khi bit d4u hay ket thuc diéu trj voi omeprazol, cdn xem xét
nguy cd tuong tac thudc voi cac thude chuy8n héa qua CYP2C19. DA co ghi nhan tuong téc gila
clopidogrel va omeprazol, khdng nén dung déng thoi.

- D c6 cdc bao céo vé ha magnesi huy8t nghiém trong & cdc bénh nhan dugc didu tr| véi cac thudc e
ché& bam proton (PPI) nhu omeprazol trong it nh&t 3 thang va trong hdu hét cac trudng hop sirdung PPI
trong 1 nam. C4c trigu chimg nghiém trong cia ha magnesi huy8t nhu mét moi, co cing cd, mé sing,
co git, chodng vang va loan nhip that co thé xdy ra, ntumg c6 thé khéi phat am thdm va khong duge dé
y. Phdn I6n c4c b&nh nhan gip tinh trang ha magnesi huyét s& dugc ci thién sau khi bd sung magnesi
va ngimg thudc PP,

- V6i céc bénh nhan didu tri thdsi gian dai voi PPI hodc bénh nhan phdi sit dyng PPI ciing véi digoxin
hay cé4c thudc khac cd thé gy ha magnesi huy&t (nhu thudc i tiéu), c4n dinh lugng ndng d magnesi
trong mau trudc khi bit d4u didu trj véi PPI va kiém tra dinh ky trong qué trinh diéu trj.

- C4c thudc e ché bom proton, d3c bigt khi sif dyng & lidu cao va trong thdi gian dai (>1 nm), ¢ thé
|am tang nhe nguy co gay xuong hong, xuong cd tay va cht s6ng, d3c biét & bénh nhan cao tudi hoic khi
6 sy hign dién clia cac y&u t6 nguy co. C4c thudc G ch& bom proton cd thé lam ting nguy co gdy xuong
khodng 10-40%. MOt phdn trong mifc tang ndy c6 thé do cac yéu t nguy co khéc. Bénh nhan cb nguy
¢0 lodng xuong c4n duge cham soc theo cac hudng din 1am sang hién hanh va nén dugc dung di lugng
vitamin D va canxi c4n thigt.

- T6n thuong da dang lupus ban dd ban cdp (SCLE): C4c thuic (c ch& bom proton rdt It 1ién quan dén
SCLE. N&u c4c tén thuong nay xy ra, dac bist 14 tai cdc ving da ti€p xic vai &nh ndng va néu c6 kem
theo dau khdp, bénh nhin nén sém fim sy hd trg y t& va chuyén vién y t& can nhdc ngung sir dung
omeprazol. C4c ton thuong lupus ban dd ban cap & da sau khi diéu trj véi thudc dc ché bom proton trudc
d6 c6 thé 1am tang nguy co xay ra SCLE d6i véi cdc thudc ic ch& bom proton khéc.

- Xét nghigm: Ting néng d Chromogranin A (CgA), ¢6 thé dnh hubng d&n xét nghi¢m tdm soat khdi u
thdn kinh ndi tiét. D& tranh anh hudng nay, nén ngimg diéu tri bing omeprazol it nhét 5 ngay trubc khi
dinh lugng CgA. N&u ndng d0 CgA va gastrin khong trd vé binh thung sau I4n xét nghiém ddu tién, nén
13p lai xét nghidm 14 ngay sau khi ngung diéu trj voi thudc ic ch& bom proton.

Diéu tri bing thudc Uc ché bom proton ¢ thé din dén 1am ting nhe nguy ca nhifm khudn dudng tiéu
hoa do Samoneliava Campylobacterva c6 thé 12 Clostridium diffcile trén bénh nhan ndi tri.

Trong diéu trj dai han, d¥c biét & nhing bénh nhan da diéu tr| hon 1 ndm nén duge theo ddl thuding
xuyén.

* Canh béo té duye: Vien nang cling Alzole 40mg c6 sif dyng t duge sucrose, bdnh nhan bj r6i loan di
truyén him g3p nhu knng dung nap fructose, kém hap thu glucose-galactose hodc thiéu hyt enzym
sucrase-isomaltase khong nén diing thudc nay.

SU DYNG THUGC CHO PHY N CO THAI VA CHO CON BU

- Si dyng thubc cho phy nif c6 thai: Trén d0ng vat khong thdy omeprazol c6 kha ning gdy di dang va
dc hai cho bao thal. Trén 1am sang, cho téi nay cling khdng thdy ¢6 tac dung ddc hai nao cho thai. Tuy
nhién thji gian theo di chua di dé loai trir moi nguy co. Vi vy, viéc sif dyng omeprazol trong thdi gian
mang thai chi dugc xem xét khi that c4n thist,

- Si dyng thud’ cho phy nif cho con bi: thudc phan bd trong stia me, nén can nhéc ngimg thudc hoac
ngimg cho con bi.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Omeprazol khdng gdy &nh huling dén kha nang I4i xe v van hanh mdy moc. Céc phan (g phy c6 thé




x3y ra nhu 12 chéng mat va r6i loan thj gidc. Néu nhu c6 &nh huling, bénh nhan khong nén I4i xe va van
hanh méy méc.

TUONG TAC, TUONG KY CUA THUGC

*Téc d0ng clia omeprazol trén dugc dong hoc ciia cc thudc khac

- C4c hogt cht ¢ 6 hp thu phy thudc pH: nbng do acid da day gidm khi didu trj véi omeprazol, c6 thé
1am ting hodc gidm sy hép thu ciia c4c chét hoat tinh 6 cd ché hép thu phy thudc vao pH da day.

+ Nelfinavir, atazanavir: néng 60 trong huyét tuong clia nelfinavir va atazanavir gidm khi ding chung
véi omeprazol. Chéng chi dinh ph6i hgp nelfinavir véi omeprazol (40mg, 114n/ngay) do 1am gidm tac
dung nelfinavir khodng 40% va gidm tac dyng cla chat chuyén hod c6 hoat tinh M8 khodng 75-90%.
Sy tuong 14¢ nay cling c6 thé lin quan d&n sy ic ché CYP2C19. Khong khuyén cdo ding ddng thai
omeprazol véi atazanavir, & ngudl tinh nguyén khod manh, sif dyng dbng thdi omeprazol 40mg
(114n/ngay) va atazanavir 300mg/ritonavir 100 1am gidm 75% téc dyng atazanavir.

+ Digoxin: diing déng thdi omeprazol va digoxin 1am tang sinh khd dung clia digoxin khoéng 10%.
Hiém c6 c4c béo cdo vé doc tinh clia digaxin. Tuy nhién, c4n than trong khi dung omeprazol liéu cao &
bénh nhan cao tudi. C4n tang cuding theo ddi viéc diéu tri bAng digoxin.

+ Clopidogrel: tusng tac dugc dong hoc/dugc luc hoc gida clopidogrel (liéu khéi ddu 300mg/liéu duy
trl hang ngay 75mg) va omeprazol 80mg(114n/ngay), 1am gidm téc dyng chat chuyén héa c6 hoat tinh
ciia clopidogrel khodng 46% va giam trung binh 16% sy {ic ché tGi da két tap tiéu cdu (gdy ra bdi ADP).
+ Gidm hdp thu clia posaconazol, erlotinib, ketoconazol va itraconazol. N&n tranh dung déng thdi
posaconazol va erlotinib.

- Céc hoat ch&t duyic chuy8n héa bisi CYP2C19: omeprazol dc ché chuyén héa cc thudc bj chuyén héa
bdi CYP2C19 va c6 thé [am tang néng d0 thudc trong huyét tuong nhu R warfarin, c4c thudc d6i khang
vitamin K khéc, cilostazol, diazepam va phenytoin.

+ Cilostazol: Omeprazol liéu 40mg cho ngudi tinh nguyén khde manh, 1am ting 18% Cmax va 26%
AUC clia cilostazol va ting 29% Cmax v 69% AUC mot chat chuy&n hoa ¢6 hoat tinh cilostazol.
+ Phenytoin: Omeprazol lam tang néng d§ phenytoin trong huyét twong. Nén theo ddi ndng dd
phenytoin trong huy8t tuong trong 2 tudn ddu tién sau khi bdt d4u diéu trj voi omeprazol. Néu phai diéu
chinh liéu phenytoin, nén theo ddi va diéu chinh & liéu tigp theo khi ngung didu trj vdi omeprazol.
- Ca ché khong xac dinh:
+ Saquinavir: St dyng dng thdi omeprazol v6i saquinavir/ritonavir Iam tang néng d trong huyét tudng
1&n khoang 70% ddi voi saquinavir lién quan d8n kha ndng dung nap t6t & bénh nhan nhiém HIV.
+ Methotrexat: Khi diing methotrexat ciing véi c4c PPI, lam ting ndng d§ methotrexat & mot s§ bénh
nhan. DEi véi bénh nhan ding liéu cao methotrexat, nén cn nhic tam thdi ngiing sif dung omeprazol.
+ Tacrolimus: Viéc ding d8ng thdi omeprazol [am 1am tang ndng dd tacrolimus huyét thanh. Cé4n phai
ting cubing theo ddi ndng do tacrolimus cling nhu chilc nang than (d0 thanh thi creatinin) va nén diéu
chinh liéu tacrolimus néu cén.

* T4c dgng cha c4c thudc khac 18n dugc djng hoc ciia omeprazol.

- Ch4t (c ché CYP2C19 va/hodc CYP3A4: Omeprazol dugc chuyén hba bbi CYP2C19 va CYP3A4 nén
c4c chat c6 tac dung e ché CYP2C19 hoic CYP3A4 (nhy clarithromycin va voriconazol) ¢6 thé 1am
tang néng d9 omeprazol huy#t thanh bing cch gidm ty 18 chuyén héa clia omaprazol. Diéu trj déng
thisi véi voriconazol 1am ting gdp doi tic dyng cla omeprazol. Khdng cén diéu chinh fidu thudng xuyén
trong trubng hop bénh nhan dig liéu cao omeprazol da dugc dung nap t6t. Tuy nhién, cdn can nhic
diéu chinh liéu & bénh nhan bj suy gan n3ng.

- Chat cAm (Ing CYP2C19 va/hojc CYP3A4: cAc hoat chat gdy cam (mg CYP2C19 hoic CYP3A4 hodic
¢4 hai (nhu rifampicin va hoa St John's wort) c6 thé 1am gidm néng A9 omeprazol huyét thanh do tang
chuyén hoé clia omeprazol.

TAC DUNG KHONG MONG MUON (ADR)

* Thutdng gdp, 1/100 <ADR < 1/10

Dau d4u, dau byng, t4o bon, la chay, ddy hai, bubn ndr/ndn, polyp tuy&n déy vi.

* It gép, 1/1000 < ADR < 1/100

M4t ngli, chong mét, dj cam, budn ngd, nhin md, tang enzym gan, viém da, ngéa, phat ban, mé day,
gdy xuong hong, c6 tay hodc cht song, khé chiu, phis ngoai bién.

* Hiém gép, 1/10000 < ADR < 1/1000

Giam bach cAu, gidm tiéu cdu, phan (g qué min bao gém sB1, phis mach va phan ing phan vé/stc,
gidm natri m4y, kich dong, 1 An, trdm cam, r6l loan vj gidc, nhin md, co thit ph# quén, kho miéng,
viém da day, nhifm ndm candida dubng tiéu hba, suy gan kém vang da hodc khdng vang da, héi

d4u, nhay cim véi 4nh séng, dau khop, dau co, viém than ke, tang tiét md hoi.
* R4t hi€m gdp, ADR < 1/10000
Mt bach cdu hat, gidm toan thé huyét cdu, néng ndy, 4o gidc, suy gan, bénh ndo gan & ngubi suy gan,
héng ban da dang, hoi chiing Stevens-Johnson, hoai tif biéu bi nhiém dc, y€u co, vi to 8 nam gidi.
* Khdc: ha magnesi huy8t, ha magnesi huy&t nghiém trong ¢6 thé din @én ha canxi huyét. Ha magnesi
huy8t cling c6 thé ha kali huy#t, viém dai trang vi thé.
Hubng dén xi trf ADR: phai ngiing thudc khi cd biéu hign téc dyng khong mong mudn ndng.
QUA LIEU VA CACH XU TRI
* Qué Iiéu: thong tin vé sy anh huding do qud liéu omeprazol & ngudi con han ché. Trong t2i ligu, liéu
a8n 560mg dugc mo 13 va thinh thodng c4c bdo c4o nhan duge khi dung mot liéu udng dén 2.400mg
omeprazol. Budn ndn, non, chéng mit, dau byng, Ta chdy va nhc d4u da duge bdo céo. Ngoai ra sy thy
o, trdm cam va I 1An d3 dugc mo ta trong c4c trubng hgp riéng I8. C4c trigu ching thodng qua va
khong gdy nghiém trong. T1 18 thubc thai tris khong ddi (duge d0ng hoc bac 1) khi tiang lidu.
* Céch xir trf khi ddng thue qué Iiéu: Trong truding hop qua lidu nén diu tri trigu chimg, tich cyc theo
dal dé co bign phap xi trf kip thii.
CAC PAC TINH DUGC LYC HOC, DUGC DONG HOC
Ma ATC: A02BCO1.
Nhém dugc Iy: Ching loét da day, t4 trang; ic ché bom proton.
pAC TINH DUGC LYC HOC
Omeprazol 12 mdt benzimidazol da g4n cac nhom thé, co cdu triic va tac dung tuong ty nhu pantoprazol,
Jansoprazol, esomeprazol.
- Omeprazol 1 thubc (c ch& sy bal tiét acid cla da day do (c ch& hé enzym hydro/kali adenosin
triphosphatase (H'/K’ATPase) cdn goi 1a bom proton & té bao thanh clra da day. USng hang ngay mot
liéu duy nhat 20mg omeprazol 130 dugc sy ic ché tiét acid da day manh va higu qud. Téc dung t6i da
dat duoc sau 4 ngay didu tri.  bénh nhan loét t trang, c6 the duy tri viéc giam 80% acid dich vj trong
24 gid.
- Omeprazol ¢6 thé kim ham dugc vi khudn Helicobacter pylori & ngudi bénh loét t trang va/hodc viém
thyc quan trao nguge bi nhim vi khudn nay. Ph6i hop omeprazol véi mot s6 thubc khang khudn (thi du
clarithromycin, amoxicilin) c6 thé tiét trit H.pylori kém theo lién 6 loét va thuyén gidm bénh lau dai.
pAC TINH DUJC DONG HOC
- Hap thu: Omeprazol bj ph4 hity trong moi truding acid. Thudc duge bao ché dudi dang céc hat bao tan
trong rudt réi déng vao nang aé tranh sy pha hily & pH acid clia da day. Omeprazol dugc h&p thu hoan
toan & rudt non sau khi udng tir 3 dén 6 gid, nhung thuBc cd thti gian tac dyng dai (do sy gén kéo dai
clia thudc vao H/K'ATPase). Vi vy c6 thé chi ding thudc mBi ngdy mét 14n. Sinh kha dyng khodng
60%.
- Phén b4- Thé tich phan bG khodng 0,3 lit/kg thé trong. Thudc gdn khodng 95% vao protein huy&t
tuong.
- Chuyén hda: Omeprazol chuyén héa hodn todn & gan, chi yéu nho isoenzym CYP2C19 cia
cytochrom P450 d€ thanh hydroxy omeprazol va mgt phdn nhd chuyén héa qua CYP3A4 dé thanh
omeprazol sulfon. C4c chat chuyén h6a nay khdng c6 hoat tinh.
- Théi triv: Thii gian ban thai trong huy8t tuong ngn. Dao thai chll yéu qua nudc tiu va mdt phédn qua
phan.
QUY CACH BONG GOI: Ep vi nhdm-nhom; Vi 07 vién; Vi 10 vién.
Hop 02 vi x vi 7 vién; HOp 03 vi x vi 10 vién; HOp 10 vi x vi 10 vién.
DIEU KIEN BAD QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC
Bao quan nai kho, nhigt a9 khong qué 30°C, tranh &nh sng.
Han ding: 36 thang ké tif ngay sn xudt
Tiéu chudn chat lugng ciia thudc: Tieu chufin co sb
TEN, BIA CHI CUA c0 S0 SAN XUAT THUGC.
A CONG TY C3 PHAN DUGC PHAM TV.PHARM
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TV.PHARM DT: (0294) 3855372, Fax: (0294) 3740239
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