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Rx¢- Prescription only

LORDI N I.v. 40mg

Omeprazole

LYOPHILIZED PRODUCT for i.v. use

1 vial with lyophilized powder
1 ampoule with diluent

VIANEX S.A. applies Quality System by TUV HELLAS in accordance

with DIN EN ISO 9001 standard

COMPOSITION:

Each vial of lyophilized powder contain:
Omeprazole (as Omeprazole sodium)...
Each ampoule of solvent contains
Macrogol 400..........

Citric acid monohydrate

Water for injection ...

INDICATIONS, CONTRAINDICATIONS, DOSAGE &

ADMINISTRATION AND FOR FURTHER
INFORMATION: See the internal leaflet.

Rx- Thudc bén theo don

Visa No.:

STORAGE: At temperature below 30° C, protected
from light.

KEEP OUT OF THE REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE
Manufacturer of the lyophilized powder:
Vianex S.A.-Plant C;

16" km Marathonos Avenue, 15351 Pallini Attiki,
Greece.

Manufacturer of the solvent: Vianex S.A. - Plant A}

12" km National Road, Athinon-Lamias,
Metamorfosi Attiki, 14451, Greece.

LORDIN i.v. 20mg

Omeprazol

Bot dong k

Dung duong tinh mach

1 lo bét déng kho
1 6ng dung maoi

THANH PHAN:

Mai lo bot dong kho chira

Omeprazol (dudi dang Omeprazol natri) ..........
Méi ong dung moi chua

Macrogol 400 ...

Acid citric monchydrat

Nudgc pha tiem .

CHI DINH, CHONG CHi DINH,

CACH DUNG VA CAC THONG TIN KHAC:

Xin xem t& hudng dan st dung

BAO QUAN: & nhiét do dudi 30°C, tranh anh sang
DE XATAM TAY TRE EM

HoC KY HUGNG DAN sU DUNG TRUGC
KHIDUNG

Nha san xuat bot dong kho: Vianex S.A. - Plant C;

16" km Marathonos Avenue, 15351 Pallini Attiki,
Hy Lap.

Nha san xuit dung moi: Vianex S.A. - Plant A,
12* km National Road, Athinon-Lamias,
Metamorfosi Attiki, 14451, Hy Lap.

Xuat xu: Hy Lap

BO Y TE
CUC QUAN LY DUQC

PA PHE DUYET
Lan dau:.49./..A%....2048.

LORDIN
i.v. 40mg

Omeprazole

41030875/1
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Label on the blister
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Omeprazole 40 mg
(as Omeprazole sodium)

For l.V. use
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RXx¢- Prescription only

LO RD' N i.v. 40mg

Omeprazole
Lyophilized powder
for solution for injection

VIANEX S.A.
Greece

STORAGE: At temperature below 30° C, protected
from light.

9718554/0
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‘RXTHUCSC BAN THEO BON

Huéng dén sir dung thube
LORDIN
Omeprazol 40 mg
Bot dong kho va dung moi dé pha dung dic! tiém
Doc kj huwong din st dung trude khi d.ing
Dé xa tim tay tré em
Thong bao ngay cho bac sy hodc dwge s
nhitng tic dung khong mong mubn gip phii khi si lung thudc
Thuéc nay chi ding theo don thudc

THANH PHAN:

- Mai lo bot dong kho chira:
+ Hoat chat: omeprazol (dudi dang omeprazol 1 itri).. 40 mg
+ Té duogc: natri hydroxyd.

- Mbdi éng dung méi chira:

+ Macrogol 400 ...........oeeeininnn... 4000,00 ng
+ Acid ciiric monohydrat ................ 5,47 myg
+Nudcphatiém ....................... vd 10 |

DANG BAO CHE CUA THUOC

”'t\ dleRHUUhaH\

\_/

CHI PINH (x| DUgC *,
Nguoi 16n A2\ 83
- Diéu tri loét ta trang Qﬂﬁ_ﬂA/N\ i/

- Phong ngtra loét ta trang tai phat

- Diéu tri loét da day

- Phong ngtra loét da day tai phat

- Khi két hop véi khang sinh phu hop, diét triu Helicobacter

ylorz (H. pylorijtrong loét da day ta trang

- Diéu tri loét da day ta trang lién quan dén thu6c khang viém
khong steroid (NSAID)

- Phong ngira nguy co loét da day ta trang lién quan dén
thuéc NSAID

- Diéu tri viém thuc quan do trao nguoc

- Diéu trj dai han cho bénh nhan viém thuc quan da chira lanh
dé phong nglra tai phat

- Diéu trj triéu chirg bénh trao nguoc da day thuc quan

- Diéu tri hoi chimg Zollinger-Ellison

LIEU LUQNG VA CACH SU DUNG

Thay thé diéu tri bang dwong uong

o} nhitng bénh nhén khong phu hop v6i viée sir dung thube bang
dudng udng, khuyén céo tiém tinh mach omeprazol 40 mg ngay mot
14n. O bénh nhan c6 hoi chimg Zolhnger-Elhson, lidu khoi dau khuyén
co clia omeprazol tiém tinh mach 1a 60 mg mdi ngay. C6 thé chi dinh
lidu cao hon khi can thiét va lidu ding cin dugc diéu chinh tiy timg
bénh nhan. Kii liéu vuot qua 60 mg mdi ngay, liéu ding nén dugc
chia thanh hai 1an mdi ngay.

Cén tiém tinh mach dung dich omeprazol pha tiém va khong
dugc truyen tinh mach dung dich omeprazol. Sau khi pha loang,
tiém véi téc do cham khoang 2,5 phit va vén téc téi da 1a 4
ml/phat.

Bénh nhdn ton thwong chirc ning thén

Khong cén chinh lidu & bénh nhan suy chirc ndng thin (xem
phan Dugc dong hoc).

Bénh nhdn ton thwong chirc ning gan

& bénh nhan suy chirc nang gan, liéu ding 10-20 mg mdi ngay c6
thé 1a du (xem phén Duoc dong hoc).

Nguoi cao tuoi (=65 ruot)

Khéng cén diéu chinh lidu & ngudi cao tudi (xem phan Dugc
dong hoc).

Tré em
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Kinh nghiém diéu tri con han ché v6i omeprazol tiém truyén
tinh mach cho tré em.

CHONG CHIi DINH

Tién sir qua man voi omeprazol, phan nhém benzimidazol hay
bat ky thanh phan nao ctia thudc.

Ciing nhu céc thuée ic ché bom proton (proton pump inhibitor: PPI)
khac, khong nén ding cung lic omeprazol véi nelfinavir (xem phan
Tuong tac thuoc)

NHUNG LUU Y VA THAN TRONG PAC BIET KHI SU
DUNG THUOC

Khi c6 bét ky mot triéu chimg canh bao nao (vi du: giam cén
dang ké khong chu y, nén tai phat, khé nudt, ndn ra mau hosc
dai tién phan den) va khi nghi ngd hay dang bi loét da day, phai
loai trir kha nang xuét hién khéi u 4c tinh vi thude c6 thé che
l4p cac triéu chimg va 1am muon chin doan.

Khéng khuyén cao dung atazanavir chung vdi thudc wc ché
bom proton (xem phan Tuong tac thudc). Néu su phon hop
atazanavir voi thuée trc ché bom proton 12 khong thé tranh
khoi, cén theo ddi chit ché trén lam sang khi ting liéu
atazanavir dén 400 mg két hop voi 100 mg ritonavir; khong nén
sur dung qua 20 mg omeprazol.

Ciing nhu céc thudc khang acid khac, omeprazol c¢6 thé lam///"’(;"E)"E‘T:5
giam su hdp thu vitamin B, (cyanocobalamin) vi giam h Q“
thiéu acid dich vi. Piéu nay nén duoc can nhiic O nhitng gﬁ‘/ CONG
nhan bj giam dy trit vitamin By, hodic ¢6 yéu t6 nguy co
hap thu vitamin B khi diéu tri dai han.

Omeprazol 1a chat trc che CYP2C19. Khi bat dau hoac két A
diéu tri voi omeprazol, cin xem xét nguy co twong tac voi &de.
thuc chuyén hoa qua CYP2C19. Pa c6 ghi nhén tuongﬁ& v
giita clopidogrel va omeprazol (xem phin Tuong tac thudc). S
Khong rd mdi lién quan 1am sang cia tuong tac nay. Nhu la
mdt bién phap than trong, khong khuyén khich diang dong thoi
omeprazol va clopidogrel.

Diéu tri bang thudc trc ché bom proton c6 thé din dén tang nhe
nguy co nhiém trung dudng tiéu hoa v6i Salmonella va
Campylobacter (xem phan Duoc luc hoc). _

Viée st dung céac chat e ché bom proton cé thé lam ting nguy
co méc bénh tiéu chay nghiém trong c6 thé 1a tiéu chay do
Clostridium difficile (CDAD). Néu ban bj tiéu chay dudong nhu
khong cai thién (dac biét khi di phan nudc, kém sét va dau
bung), nén tim su cham soc y té ngay ap tic.

{
1
\
U

Chimg giam magnesi huyét nang da dugc bao cdo ¢ nhiing
bénh nhéan diéu tri béng chét tc ché bom proton (PPI) nhu
omeprazole trong it nhat ba thang va trong hau hét cac trudong
hop st dung PPI trong mot nam. Cac biéu hién nghiém trong
clia giam magnesi huyét nhu mét moi, co gidt, mé sang, dong
kinh, chong mat va loan nhip that xuft hién, nhung ¢6 thé khoi
phat ngdm ngam va khong duge luu tam. O hau hét cac bénh
nhén, giam magnesi huyét dugc cai thién sau khi sir dung liéu
phap magnesi thay thé va ngung dung PPI.

D6i voi bénh nhan du kién phai diéu tri kéo dai hodc dung
thude trc ché bom proton véi digoxin hoac cac thudc co thé gay
giam luong magne5| (vi du thudc loi tiéu), cac chuyen vién y té
nén cén nhic do nong do magnesi truge khi bat dau va dinh ky
trong qua trinh diéu tri bang PPI.

Thubc e ché bom proton, dac biét néu dimg liéu cao va trong thoi
gian dai (> 1 nam), ¢6 thé lam tang nguy co gay hong, cd tay va cot
song, chu yéu & ngudi cao tudi hoac c6 cac yeu t6 nguy co da biét
khac. Céc nghién ciiu quan sat cho thay cic chit trc ché bom proton ¢6
thé 1am ting nguy co gy xuong lén 10-40%. Mot phén trong mirc

il
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tang nay c6 thé do cac yéu td nguy co khéc. Bénh nhan c6 nguy co
loang xuong nén dugc cham soc theo cac hudng dan 1am sang hién
hanh va nén dung du lugng vitamin D va canxi.

Tuong tac voi cdc xét nghiém

Su ting ndng do Chromogranin A (CgA) c6 thé can thi¢p vao
viéc do tim cac khéi u than kinh néi tiét. Nhdm tranh su can
thiép nay, nén tam thoi ngimg diu tri véi omeprazol it nhét
ndam ngay trudc khi dinh lugng CgA.

Ciing nhu trong tat ca cac diéu tri 1au dai, dic biét 1a khi vuot qua
thoi gian diéu tri nam, bénh nhén cin dugc theo doi thudong xuyén.
Thudc nay c6 chira < 1 mmol natri (23 mg)/mdi don vi lidu, tirc
la c¢6 thé xem nhu khong c6 natri.

SU DUNG TRONG THOI KY MANG THAI VA CHO
CON BU

Két qua tir ba nghién ctru dich t& hoc tién ctu cho thiy
cmeprazol khong co tac dung phu Ién phu nit mang thai hodc
thai nhi/tré so sinh. C6 thé sir dung omeprazol trong thai ky.
Omeprazol dugc bai tiét trong sita me nhung c6 1& khong anh
huéng dén dira tré khi liéu diéu tri duoc sir dung.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH
MAY MOC

Chua c6 bing chimg vé su anh huéng cuia thubc 1én kha nang
lai xe hogc van hanh may méc. Tac dung khéng mong mubn
ctia thudc nhu chéng mat va rbi loan thi giac c6 thé xay ra (xem
phén Téc dung khong mong mudn). Néu bi anh huong, bénh
nhan khong nén lai xe hodc van hanh may moc.

TUONG TAC THUOC

Téc dong ctia omeprazol trén duoc dong hoc cia céc thude khac

Déi voi nhitng thude hdp thu phu thuée do pH

Tinh trang giam d¢ acid da day khi diéu tri bing omeprazol c6
thé lam giam hay tang su hap thu cua cic thubc khéac c6 co ché
hip thu phu thudc pH da day.

Nelfinavir, atazanavir

Nong d6 trong huyét tuong cua nelfinavir va atazanavir giam
trong trudng hop dung dong thoi véi omeprazol.

Chong chi dinh dung ddng thoi omeprazol voi nelfinavir (xem
phan Chéng chi dinh).

Khong khuyen céo ding ddng thoi omeprazol vé6i atazanavir
(xem phén Nhitng luu y va than trong ddc biét khi sir dung
thudc)

Dung phéi hop omeprazol (40 mg, 1 lan/ngay) véi atazanavir
300 mg/ritonavir 100 mg & nguoi tmh nguyén khoe manh lam
tang 75% nong dg va thoi gian tiép xuc atazanavir. Tang liéu
atazanawr dén 400 mg khong bu lai tac dong ctia omeprazol
trén sy tlep xuc cla atazanavir. Dung phdi hop omeprazol (20
mg, 1 1an/ngdy) voi atazanavir 400 mg/ritonavir 100 mg ¢
nguoi tinh nguyén khoe manh lam giam khoang 30% ndng do
va thoi gian tiép xuc atazanavir khi so sanh véi ndng do va thoi
gian tiép xtc ghi nhan trong trudng hop dung atazanavir 300
mg/ntonawr 100 mg, 1 lan/ngay ma khong dung omeprazol 20
mg, 1 lin/ngay.

ngoxu?

Dung dong thoi omeprazol (20 mg/ngay) va digoxin & cac dbi tuong
khoe manh lam tdng sinh kha dung ctia digoxin khoang 10%. Hiém c6
cac bao céo vé doc tinh cua digoxin. Tuy nhién, can thén trong khi
dung omeprazol lidu cao & bénh nhén cao tudi. Can tang cuong theo
dai diéu tri bing digoxin.

Clopidogrel

Trong mot nghién ciru ldm sang chéo, clopidogrel (lidu nap 300
mg/liéu duy tri hang ngay 75mg) dung don doc hay dung chung
vGi omeprazol (80 mg dung cung lic véi clopidogrel) dugc chi
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dinh trong 5 ngay. Viéc tiép xic voi chit hoat héa cua
clopidogrel giam 46% (ngay 1) va 42% (ngay 5) khi dung cung
lic clopidogrel va omeprazol. Su tc ché két tap tiéu ciu
(inhibition of platelet aggregation: IPA) trung binh bi gidm
47% (24 gid) va 30% (ngay 5) khi dung cung luc clopidogrel va
omeprazol. Trong mt nghién ctru khéc, viéc dung clopidogrel
and omeprazol tai nhitng thoi diém khac nhau khong ngén can
su tuong tic ma c6 thé do tac dung Gic ché ciia omeprazol trén
CYP2C19. S6 liéu chua nhét quan vé biéu hién 1am sang cta tuong
tc Dugc dong/Dugc luc ciia omeprazol trén cac bién c¢6 tim mach
chinh da dugc béo cdo tir cac nghién ciu quan sat va nghién ctru 1am
sang.

Cdc thuéc c6 hoat tinh khdc

Su hép thu cua posaconazol, erlotinib, ketoconazol va
itraconazol bi giam dang ké va do d6, hiéu qua 1am sang c6 thé
bi suy giam. Nén tranh ding dong thoi v6i posaconazol va
erlotinib.

Cic thudc duoc chuyén héa boi CYP2C19

Omeprazol tc ché CYP2CI9, men chinh chuyén hoa
omeprazol. Vi vdy, su chuyén héa cia cac thube dugc chuyén
héa béi CYP2C19 c6 thé giam va su tiép xic cua cac thube
tang 1én. Vi du vé cic loai thudc nay 1a R-warfarin va chit déi
khang vitamin K khac, cilostazol, diazepam va phenytoin.
Cilostazol

Trong mdt nghién ciru chéo, omeprazol st dung véi liéu 40mg
trén dbi tuong khoe manh da lam tang C,, va AUC cla
cilostazol twong tng 18% va 26%, Cpax va AUC ctia mot chit
chuyén héa cé hoat tinh ciia cilostazol tuong tng 29% va 69%.
Phenytoin

Nén theo doi ndng do Jphenytoin trong huyét tuong trong hai
tudn dau tién sau khi bit dau dleu tri omeprazol, néu thuc hié¢n
diéu chinh liéu phenytoin, nén tiép tuc theo ddi va didu chinh
liéu dén khi két thuc diéu tri voi omeprazol.

Chua biét co ché

Saquinavir

Dung ddng thoi omeprazol voi saquinavir/ritonavir din dén
ndng do trong huyét tuong ciia saquinavir ting 1én dén khoang
70% lién quan dén kha nang dung nap tét & bénh nhan nhiém HIV.
Tacrolimus

Dung déng thoi voi omeprazol da duoc ghi nhan lam ting ndng
d¢ tacrolimus. Nén kiém tra ndng do tacrolimus ciing nhu chirc
ning than (do thanh thai creatinin), va diéu chinh liéu
tacrolimus néu can thiét.

Anh huéng ciia_cac thubc khac trén duoc dong hoc cua
omeprazol

Thubc tre ché CYP2C19 va/hodc CYP3A4

Vi omeprazol dugc chuyén héa bai CYP2C19 va CYP3A4, cac
hoat chat tc ché CYP2C19 va CYP3A4 (nhu clarithromycin va
vorlconazol) c6 thé lam ting nong do omeprazol trong huyet
thanh bing cach giam ty 1 chuyén hoa ctia omeprazol. Diéu tri
ddng thoi v6i voriconazol lam tang hon hai lan nong do va thoi
gian tiép xtc cua omeprazol. Khoéng can diéu chinh liéu
omeprazol thudong Xuyén trong nhiing tinh huéng nay. Tuy
nhién, sy diéu chinh lidu cin dugc luu ¥ & nhitng bénh nhan suy
gan nang hogc diéu tri lau dai.

Thudc gay cam iing CYP2C19 va/hodc CYP3A4

Céc thude cam tmg CYP2C19 hoic CYP3A4 hodc ca hai (nhu
rlfamplcm va co St. John’ s) ¢6 thé gy giam ndng do omeprazol
huyét thanh do ting chuyén hoa omeprazol.

TAC DUNG KHONG MONG MUON
Céc tac dung khéng mong mudn thuong gip nhat (1-10% bénh nhén)
1a nhire dau, dau bung, tdo bon, tiéu chay, day hoi, budn ndn/ndn.

Pnsl%
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Céc phan (g ngoai y do thudc sau day da dugc ghi nhan hay
nghi ngo trong cac chuong trinh nghién cru 1dm sang cua
omeprazol va theo déi sau khi thudc ra thi truong. Khong co
phan (mg nao lién quan dén liéu ding.

Cac phan img nay duoc xép theo tan suét Xay ra:

Rét thuong gap (= 1710); thudong gap (= 1/100 dén < 1/10) it
gip (= 1/1000 dén < 1/100); hiém gap (> 1/10.000 dén <
1/1000); rat hiém gap (< 1/10.000); chua biét (khong thé du

dodn tir cac dit li¢u dang co).

Tén suéit ’Téc dung khéng mong mudn

R6i loan mau va hé bach huyét

R4t hiém
gdp

Hiém gap iGiém bach cau, giam tiéu ciu

Mat bach cau hat, giam toan thé huyét cau

R&i loan hé

mién dlch

Hiém gap

Phan g qua man nhu sbt, phit mach, phan g
phan ve/soc phan vé.

Rbi loan chuyen héa va dinh dudng

Hiém gap

Glam natri mau

Chura biét

Giam magié mau

Réi loan tam than

it gap Mat ngu

Hiém gap chh dong, 1a 14n, trdm cam
Rét hiém Noné nay, 4o giac

gdp

R&i loan h¢ than kmh

Thuong Nhuc dau

\gdp

it gap Ch&éng vang, di cam, ngu ga
Hiém gap Réi_loan vi gidc

Hiém gép

Roi loan mat

th mo

it gap

Roi loan ho

R&i loan tal va mé dao

Chong mat

hép, ngue va trung thit

Hiém gap

Co that phé quan

Rbi loan tiéu h(’)a

Thuong Dau bung, tdo bon, tiéu chay, day bung, budn
gap nén/nodn, polyps tuyén tién liét (lanh tinh)
Hiém gap Kho miéng, viém miéng, nh1¢m Candida duong

tiéu hoa, viém dai trang vi thé

Roi loan gan mt

Tang enzym gan

it gap
Hiém gap |Viém gan c6 hodc khong vang da
RAt hiém Suy gan, bénh ndo ¢ bénh nhan da c6 bénh gan

gap

R&i loan da va md duéi da

it gap Viém da, ngira, ndi man, mé day

Hiém gap |Hoi déu, nhay cam véi anh sang

Rét hiém Hong ban da dang, héi chimg Stevens-Johnson,

gap hoai tir biéu bi gdy doc (toxic epidermal
necrolysis: TEN)

Chua ro Bénh lupus ban do dudi da

R6i loan co xwong va md lién két

it gap Gay xuong hong, b tay hogc cot sdng

Hiém gap |Pau khop, dau co

Rithiém | Yéuco

gap

R6i loan than va tiét nigu

Hiém gap |Viém than k&

R&i loan hé

sinh sén va tuyén vi
Rét hiém

6a tuyén va
2ap \O/\

Cic rbi loaqjmgémkt va tai chd

it gap Mét phu ngoai bién

Wgﬁ t mo hoi

Hiém gip
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Suy gidm thl%ong hdi phuc da dugc ghi nhan trong trudng
hop riéng biét cia bénh nhén n@ng dugc tiém tinh mach
omeprazol, dic biét & lidu cao, nhung khong nhén thiy méi lién
hé nguyén nhan-két qua.

Théng bdo cho bic sy nhitng tic dung khong mong muén
gap phdi khi sir dung thuoc.

QUA LIEU VA CACH XU TRi
Cho dén nay c6 rt it kinh nghiém vé viéc dung qua lidu c6 chu
dich. Trong y vén, da ghi nhan trudng hop dung lidu Ién d?
560 mg, va c6 mot vai béo céo ghi nhian khi udng lidu duy nh A
1én dén 2.400 mg omeprazol (gp 120 lan liéu 1am sang khuy:
cdo thong thuong). Buon nén, ndn, chong mat, dau bung, ti
chay va dau diu da duqc ghi nhan. Ngoai ra, thy o, phien
mudn, 14 1an dugc mo ta frong mot vai truong hop riéng 1€.

Céc triéu ching dugc m6 ta thoang qua, va khong ghi nhén két
qua nghiém trong nao. j'

Ty 1é thai trir khong thay déi khi tang lidu. Trong trudong hop
qua heu nén diéu tr1 triéu ‘chimg va st dung cac bién phap hd
tro tong quat. "

Liéu tiém tinh mach 1én dén 270 mg trong mot ngay va lén dén
650 mg trong khoang thoi gian ba ngay trong cac thir nghiém
lam sang khong cho thdy ¢6 céc tac dung khong mong muon
lién quan dén lidu.

TUONG KY: Chua duoc biét.
CAC DAC TiNH DUQC LY

Cic dic tinh duoe lye hoe
Nhoém duge ly: thude e ché bom proton, ma ATC: A02BC01

Co ché tac don
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Omeprazol, mot hdn hop gom hai dong phan ddi quang lam
giam su tiét acid da day bing co ché tic dong chuyén biét.
Thudc 1a chét e ché dic hiéu bom acid & té bao thanh. Thuoc
hoat dong nhanh chéng béng su uc ché thuan nghich viéc tiét
acid da day voi liéu mot 1an mdi ngay.

Omeprazol la mot base yeu dugc tép trung va b1en dbi thanh
dang c6 hoat tinh trong mdi truong acid cao ¢ dng tiéu quan ché
tiét cua té bao thanh, tai day thuoc e ché men H' K -ATPase
(bom acid) va tc ché ca su tiét dich co ban lan su tiét dich do
kich thich. Tac dong nay trén giai doan cudi cia qua trinh hinh
thanh acid da day phu thugc vao lidu lugng va tic ché manh lén
cé hai co ché tiét acid co ban va kich thich tiét acid.

Tac dong duoc luc

Tét ca cac tac dong dugc luc duge ghi nhan cé thé duoc giai
thich 1a do anh hudng ctia omeprazol trén viéc tiét acid.

Tic dpng lén su tiét acid da day

Omeprazol tiém tinh mach tao ra sy trc ché tiét acid da day
phu thugc liéu. Pé giam nhanh chéng acid trong da day
twong ty nhu sau khi dung lip lai 20 mg dudng ubng, dé
nghi ding li¢u dau tién 1a 40 ) mg tiém tinh mach.

Khong ghi nhan thiy su mién dich nhanh trong diéu tri voi
omeprazol.

Tac dong lén H. pylori

H. pylori lién quan dén loét da day ta trang. H. pylori 1a yéu t6
chinh trong su phat trién cua viém da day. H. pylori va acid da
day 1a nhiing yéu té quan trong trong su phat trién cua loét da
day ta trang. H. pylori 1a mdt ycu t6 quan trong trong su phat
trién cua viém da day géy teo ma lién quan dén ting nguy co
phat trién ung thu da day.

Diét trir H. pylori véi omeprazole va khang sinh c6 lién quan
nhiéu dén su chita lanh va giam lau dai cua viém loét da day ta
tiang.

Ciic tic dpng khdc c6 lién quan dén suw irc ché acid

Sau thoi gian dai diéu tri bang thudc khang tiét acid dich vi da
ghi nhan sy ting nhe tan sudt xuit hién nang tuyén da day.
Nhitng thay déi nay, 1a do trc ché bai tiét acid da day, thi lanh
tinh va c6 thé phuc hdi dugc.

Giam acid da day do bat ky nguyén nhan nao, ké ca dung thube
e ché bom proton, lam ting sb lugng vi khuén thuong tri
trong duong tiéu hoa. Diéu trj bang thudc trc ché bom proton co
thé lam ting nhe nguy co nhiém khuin duodng tiéu hoa do
Salmonella va Campylobacter.

Néng do Chromogranin A (CgA) ting
anh huong 1én ndng do CgA khong
sau khi diéu tri vai PPL.

giam. Su
ong 5 ngay

C"'!c dic tinh dugc djng hoc
Hap thu va phin bo

kg trong lugng co thé. Omepraz
huyét twong.
Chuyén héa

phu thuéc vao men CYP2CI9 da hinh thdi, tao thanh
hydroxyomeprazol, chdt chuyén héa chinh trong huyét
twong. Phan con lai cta qué trinh chuyén hoa phu thudc vao
mdt chit ddng dang dic hiéu khac, CYP3A4, tao thanh
omeprazol sulfon. Do ai luc cao cua omeprazol véi CYP2C19,
omeprazol ¢ kha nang tc ché canh tranh va tuong tic cia cic
chét nén khac cho CYP2C19. Tuy nhién, do c6 i luc thap Vi
CYP3A4, omeprazol khong c6 kha nang trc ché su chuyen héa
caa céc chit nén CYP3A4 khac. Ngoai ra, omeprazol thiéu tic
dung tc ché cic enzym CYP chinh.

: %8 &UC qﬁan(}iung ngay hodc khong dugc vug
P.TRUONG PHC)N

2 1% U
Omeprazol dugc chuyén hoa hoan toan qua hé thon o% W bj% J X
P450 (CYP). Phan chinh cia qué trinh chuyén ho%@ﬁ% i Vi san xud.

A4

Khoang 3% dan s6 da tring va 15-20% dan s6 chau A thiéu
enzym CYP2C19 chirc ning va dugc goi la nhom chuyén hoa
kém. O cac ca nhan nay, su chuyén héa ctia omeprazol dugc
xuc tac chii yéu boi CYP3A4. Khi dung liéu lap lai omeprazol
20 mg ngay mot lan, AUC trung binh cao hon 5 dén 10 lan &
nhém chuyén héa kém so v6i bénh nhan c6 enzym CYP2C19
chuc ndng. Nong do dinh trong huyét tuong trung binh ciing
cao hon 3 dén 5 14n.Viéc nay khong anh huong dén lidu lugng
ctia omeprazol.

Bai tiét

Tong do thanh thai huyét tuong khoang 30-40 l/gio sau khi
dung liéu don. Thoi gian ban thai trong huyét tuong thuong it
hon 1 gid sau khi ding liéu don hay liéu lap lai | lan mdi ngay.
Omeprazol thai trir hoan toan khoi huyét tuong gilra cdc lidu.
Khoang 80% omeprazol liéu uong duoc bai tiét qua nudc tleu
dudi dang cac chat chuyen hoa, phan con lai qua phan, chu yéu
6 ngudn gc tir bai tiét mat.

AUC cua omeprazol ting khi dung lidu lap lai do tang thanh
thai toan than c6 thé do tc ché enzyme CYP2CI9 cua
omeprazol va/hodc chit chuyén hoa (vi du sulphon).

Cac chét chuyén hoa cua omeprazol khong anh hudng dén su
tiét acid da day.

Cac nhém bénh nhin dic biét

Bénh nhdn tén thuong chirc nang gan

Chuyén héa cia omeprazol giam & bénh nhan bj tén thuong
chirc nang gan, din dén ting AUC. Omeprazoi khéng c6
khuynh huéng tich liiy véi liéu mdi ngay mot lan.

Bénh nhan ton thuwong chirc nang thén

Dugc dong hoc cua omeprazol, bao g6m sinh kha dung toan
than va ty 18 thai trir, khong thay dbi & bénh nhan suy giam
churc nang than.

Nguoi cao tuoi

Ty 18 chuyén héa cac omeprazol c6 phan giam & ngudi cao tudi (75-
79 tudi).

QUY CACH PONG GOI:
Hop gdm 1 1o bot dong kho va 1 éng dung méi 10 ml.

PIEU KIEN BAO QUAN

Bao quan noi khd, thoang, nhiét do khong qua 30°C. tranh anh sang.
Tuy nhién, lo thudc c6 thé tiép xic voi anh sang trong nha bén
ngoai hdp cho dén 24 giv. Dung dich sau khi pha nén dugc bao
quan duéi 25°C va sir dung trong vong 4 gid ké tir khi pha.

HAN DUNG

8 thang, ké tir ngay san xuét.

Khong dung thude khi hét han sir dung.

Dung dich sau khi pha nén bao quan ¢ nhiét A6 dudi 25°C va su
dung trong vong 4 gio ké tir khi pha. Xét vé mat vi sinh, thubc
1i0 6 2-8°C.
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CHAT LUQNG CU

- Nha san xuét bot dong kho:
Vianex S.A. - Plant C’
16™ km Marathonos Avenue, 1535

- Nha san xuat dung moi:

Vianex S.A. - Plant A’
12" km National Road, Athinon-Lamias, Metamorfosi
Attiki, 14451, Hy Lap.
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