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THANH PHAN:
Méilo chia:
OmMePrazol..........coecnsieienne. 40 MG

CHI BINH, CHONG CHI DINH, LIEU
DUNG, CACH DUNG VA CAC THONG
TIN KHAC:

Xin doc frong 18 hudng dén s dyng

BAO QUAN: Nai kho, nhigt A duéi
30°C. franh é&nh sang.

TIEU CHUAN: TCCS

BE XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN sU DUNG TRUGC
KHI DUNG

Nho sn xudh:

Caing Ty TNHH $én Xuéit Duge Phém Medioc Pharma faly

K Cong nghiép Cong NGhe Coo 1. Khu Cong nghé coo Hoa (o<,
Km29. Doi K Théng Long. Huy6n Thgch That, Hé NoL

(dudi dang bt dong khé Omeprazol natri)|

-~ ThuSc bdt déng khé pha fiém

- OMEPRAMED 40

Omeprazol 40 mg
Hop 1o
Tiém, fruyén finh mgch

‘COMPOSITION:

Each vial contains:

Omeprazole. 40 Mg

(as lyophilzed powder of Omeprazole

sodium)

INDICATION, CONTRAINDICATION,
DOSAGE, ADMINISTRATION AND OTHER
INFORMATION:

Please see the leaflet insert

STORAGE: Dry place, at temperature
below 30°C. protect from light.

SPECIFICATION: Manutfacturer’s
KEEP OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE
USE

Manufacturer:

Mediac Pharma Bidly Co., Ud.

Industricd Hitech Zone I. Hoa Loc Hitech Park.

Km29, Thang Long Boulevard. Thach That District, Ha Noi.

~ Lyophilized powder for injection

" OMEPRAMED 40

Omeprazole 40 mg
Box of 1 vial

For LV, use

Batch No./S6 16 SX:
Mfg. Date/NSX:
Exp. Date/HD:

[Reg. No/SBX:

NHAN LO

ThuGc bt dong khod pha fiém
OMEPRAMED 40

Mailg chua: Omeprazol (dudi dang bot dong khd Omeprazol Natm) v 40mg
For LV. use / Tiém, truyén finh mach
CTY TNHH SX DP Mediac Pharm ltaly

$6 18 5X:
HD:
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] Huéng din sir dung
Thuéc bot dong kho pha tiém OMEPRAMED 40

0 UTI6T bot dong kho pha tiém Omepramed 40 chira:
Omeprazol (duéi dang bot dong khd Omeprazol natri)............. 40,0 mg

CAC PAC TINH DUGQC LUC HQC
Omeprazol la mét benzimidazol dd gin cdc nhém thé, cé ciu truc va tac dung tuong ty nhu
pantoprazol, lansoprazol, esomeprazol. Omeprazol 1a thudc wc ché sy bai tiét acid cua da day do wrc
ché hé enzym hydro/kali adenosin triphosphatase (H'/K* ATPase) con goi 1a bom proton ¢ té bao
thanh cua da day. Tiém hang ngay mét liéu duy nhét 20 mg omeprazol tao duoc su trc ché tiét acid da
day manh va hiéu qua. Téc dung téi da dat duoc sau 4 ngay didu tri. O bénh nhén loét ta trang, c6 thé
duy tri vigc giam 80% acid dich vi trong 24 gio.

Omeprazol cé thé kim ham duoc vi khuan Helicobacter pylori & ngudi bénh loét té trang va/hodc viém
thyc quan trao ngugc bi nhiém vi khuan nay. Phéi hop omeprazol véi mét sb thude khéng khuén (thi
du clarithromycin, amoxicilin) c6 thé tiét trir H pylori kém theo lidn & loét va thuyén giam bénh lau
dai.

CAC PAC TINH DUQC PONG HOC

Thudc gan khoang 95% vao protein huyét tuong. Tuy omeprazol ¢6 nira doi trong huyét tvong ngin,
nhung thudc cé thoi gian tac dung dai (do sy gin kéo dai cua thude vio H+/K+ATPase). Vi vay c6 thé
chi dung thuéc mdi ngay mot lan.

Omeprazol chuyén hoéa hoan toan qua hé théng cytochrom P450 (CYP). Phan chinh cua qué trinh
chuyén héa omeprazol phu thudc vao CYP2C19 da hinh thai, tao thanh hydroxyomeprazol, chit
chuyén héa chinh trong huyét tuong. Phin con lai cia qué trinh chuyén héa phu thudc vao mot chét
déng dang déc hi¢u khac, CYP3A4, tao thanh omeprazol sulfon. Do 4i luc cao ctia omeprazol véi
CYP2C19, c6 kha ndng xay ra trc ché canh tranh va tuong tac chuyén héa thuc-thube véi cac co chit
khéc ctia CYP2C19. Tuy nhién, do 4i luc yéu véi CYP3A4, omeprazol khong c6 kha néng tc ché qua
trinh chuyén héa cac co chét khéc cia CYP3A4. Hon nita, hiéu qua Gc ché clia omeprazol kém trén
cdc enzym CYP chinh.

Khoang 3% ngudi da tring va 15-20% ngudi Chau A thiéu enzym chuc nang CYP2C19 va dugc goi
& nhitng nguoi chuyén hoa kém. O nhém ngudi ndy, chuyén héa ciia omeprazol duge xtc tac chil yéu
boi CYP3A4. Sau khi dung lidu I3p lai ngay 1 1an omeprazol 20 mg, AUC trung binh & nhém chuyén
héa kém cao gdp 5 dén 10 1an so véi nhém c6 enzym chiic ning CYP2C19 (nhém chuyén héa man
Nong do dinh trung binh trong huyét tuong ciing cao hon 3 — 5 1an. Nhiing phat hién nay khon
quan dén lidu ding cua omeprazol.
Céc chét chuyén hoa cua omeprazol déu khong c6 hoat tinh va dugc dao thai chu yéu ¢ tiéu va
mot phan qua phén.

CHI PINH

Nguoi 16n

* Diéu trj loét ta trang

* Phong ngtra tai phat loét ta trang
* Piéu tri loét da day

* Phong ngura tai phat loét da day
« Phéi hop véi cac khang sinh thich hop dé diéu tri Helicobacter pylori (H. pylori) trong loét da day-
ta trang

* Diéu trj loét da day — ta trang do ding thudc chéng viém khéng steroid (NSAID)

* Phong ngira loét da day — ta trang do diing thubc NSAID & bénh nhén c6 nguy co

« Diéu trj viém thuc quan trao nguoc

* Diéu tri dai han & bénh nhan viém thuc quan trao nguoc da chira khoi




« Diéu tr triéu chung trao nguoc da day — thuc quan
* Diéu tri hgi chung Zollinger-Ellison

LIEU LUQNG, CACH DUNG VA PUONG DUNG

Liéu ding

Liéu phdp thay thé cho dwong uong

0 nhirng bénh nhan khong phu hop diéu tri omeprazol bang dudong udng, tiém tinh mach omeprazol
voi lidu 40 mg, 1 lan/ngay duogc khuyén céo. O bénh nhan bi hoi chung Zollinger — Ellison, lidu khoi
dau duoc khuyen cdo la 60 mg/ngay dung theo dudng tinh mach. C6 thé cho bénh nhan dung liéu cao
hon hogc didu chinh lidu tuy ting trudng hop cu thé. Khi liéu dung mdi ngay cao hon 60 mg, lidu
dung nén dugc chia ra va dung 2 lan/ngay.

Cic dbi twong dic biét

Bénh nhadn suy chirc nang thdn

Khéng can diéu chinh lidu & bénh nhan suy chirc ning than.

Bénh nhadn suy chirc nang gan

Bénh nhén suy chiic néng gan ¢6 thé duing liéu 10-20 mg/ngay la du.

Ngueoi cao tuoi (trén 65 tuoz)

Khong can diéu chinh liéu ¢ nguoi cao tudi.

Tré em

Kinh nghiém st dung thudc tiém omeprazol con han ché.

Céch dung

Tiém tinh mach: Hoan nguyén lo thuéc v6i 10 ml nude cat pha tiém, tiém tinh mach chim trong 2,5 —
4 phut.

Truyén tinh mach: Hoan nguyén lo thudc véi khoang 5 ml va ngay sau d6 pha loang t6i 100 ml véi
mot trong céc dung dich tiém truyén sau: natri clorid 0,9% hogc glucose 5%; sau d6 truyén tinh mach
trong 20 — 30 phaut.

Dung dich sau khi pha 6n dinh trong vong 4 gid (v6i nudc cat pha tiém), 6 gio (vdi dung dich glucose
5%) va 12 gid (v6i dung dich natri clorid 0,9%) khi bao quan & nhiét do phong (khéng qué 25°C),
trdnh dnh sang. Tuy nhién cdc dung dich nay nén dugc dung ngay sau khi pha.

CHONG CHI PINH
Qué man cam voi omeprazol, din xuit benzimidazol hodc bét ctr thanh phan nao cia thubce.
Chdng chi dinh dung cung nelfinavir.

TAC DUNG KHONG MONG MUON (ADR)
Cac tac dung khong mong mudn thuong gap nhét (1-10% bénh nhén) 1a dau dau, dau bung, téo bon,
tidu chay, day hoi va budn nén/non.
Cac tac dung khong mong muén duéi day dugc ghi nhan hoic nghi ngd trong cdc thir nghiém lam
sang vOi omeprazol va trong khi luu hanh. Khong ¢ tac dung khong mong muén nao dugc cho la lig
quan dén lidu ding. Cac tac dung khong mong mudn clia thubce dugc phan loai theo tin sudt va gac
nhém co quan. Phén loai tan sudt gdm co nhu sau: Rat thuong gap (= 1/10), Thuong gd (> 1/106 dén
< 1/10), it gép (= 1/1000 dén < 1/100), Hiém gip (> 1/10 000 dén < 1/1000), Rét hié apA< 1/10
000), Chua biét (khong thé udc tinh dugc tir cac dir liéu sin co).

Nhém co quan/ tan suat ‘Téc dung khong mong muén /

Réi loan mau va hé bach huyét

Hiém gip Giam bach cau, giam tiéu cau

R4t hiém gip M4t bach cau hat, giam toan b t& bao méu

R6i loan hé mién dich

Hiém gip Phan tmg qué man, vi du: sét, phii mach, phan tng phan vé/ séc
phéan vé

Réi loan chuyén héa va dinh dudng

Hiém gip Giam natri mau

Chua biét Giam magnesi mau

R6i loan tAm than
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it gap

Mt ngu

Hiém gip

Kich dong, 16 13n, trdm cam

Rét hiém gap

Hung héng, 4o giac

R6i loan than kinh

Thudng gap Dau dau

it gap Chéng mit, di cam, ngl ga
Hiém gap R&i loan vi giac

R6i loan mit

Hiém gip lNhin mo

Ro6i loan tai va mé dao

it gap |Chc’>ng mit

Réi loan hé hip, ngue va trung that

Hiém gip

|Co thét phé quan

Roi loan tiéu héa

Thuong gip Dau bung, tdo bon, tidu chay, day hoi va budn ndn/ndn
Hiém gap Khd miéng, viém miéng, nhiém Candida da day — rudt, viém dai

trang vi thé

Rdi loan gan — mat

it gap Tang men gan

Hiém gap Viém gan c6 hodc khong cé vang da

Rét hiém gap Suy gan, bénh ndo & bénh nhan da mic bénh gan trudc do ?/5:’

Roi loan da va mé duéi da N

it gap Viém da, ngita, phat ban, ndi mé day m

Hiém gip Rung téc, nhay cam véi anh séng ATl

Rat hiém gip H6r~1g ban da dang, hoi chimg Stevens-Johnson, hoai tir bidu md P
nhiém déc (TEN) =

Chua biét Lupus ban d6 ban céap =

Roi loan co xwong va md lién ket

it gap Gay xuong hong, xuong ¢ tay hoic cot song
Hiém gap Dau khop, dau co

Rét hiém gap Yéu co

Réi loan than va tiét niéu

Hiém gip JViém than k&

As A e Y \ K -
RO0i loan hé sinh sian va tuyén vi

Rét hiém gip

|Ch1’rng vu to & nam

e

Cic roi loan tong quat va tai chd

it gap Kho chiu, pht ngoai bién
Hiém gip Tang tiét md hoi

%

rat yéu c6 dung thudc omeprazol tiém tinh mach, ddc biét 1a ¢ liu cao, tuy nhién mdi lién hé nhan qua

!
Giam thi luc khong hoi phuc di dugc ghi nhén trong mot sd truong hgp riéng 1€ ¢ nhiing béng\m’xﬁﬁ

chua dugc thiét 1ap.

Théng bdo cho bdc si tac dung khong mong mubn gip phdi khi sit dung thuic
HUONG DAN CACH XU TRi ADR ,
Phai ngung thudce khi cé bi€u hién tac dung khong mong muodn nang.

THAN TRONG

Khi c6 sy xuat hién clia bat ky triéu chimg canh bao nao (nhu sut can déng ké khong rd nguyén nhan,
non tai phét, khé nudt, non ra mau hodc dai tién ra méau) va khi cé nghi ngd hodc dang bi loét da day,



can loai trir kha nang 4c tinh vi viéc diéu tri c6 thé lam che lép triéu chung hoac lam cham tré viéc
chan doén.

Khong khuyén cdo ding ddng thoi atazanavir véi cac thube e ché bom proton. Néu sy phdi hop
atazanavir voi cdc thudc e ché bom proton 1a khong thé tranh khoi, cn theo di chét ché& trén lam
sang (vi du: tai luong virus) khi ting lidu atazanavir téi 400 mg v6i 100 mg ritonavir; khong duogc
dung qua 20 mg omeprazol.

Cling nhu tit ca céc thudc wc ché tiét acid, omeprazol c6 thé lam giam su hip thu cua vitamin
B)3 (cyanocobalamin) do giam hodc thiéu acid dich vi. Do d6, nén can nhic & nhitng bénh nhén giam
du trit trong co thé hodc ¢6 yéu t6 nguy co lam giam sy hap thu vitamin By, khi didu tri kéo dai.
Omeprazol 12 mot chét (rc ché CYP2C19. Khi bt dau hodc két thic didu trj bing omeprazol, nén can
nhdc vé nguy co tuong tic voi céc thubc chuyén héa qua CYP2C19. Da ¢6 quan st cho thdy c6 su
tuong tac gilra clopidogrel va omeprazol. Méi tuong quan 1am sang cla tuong tac nay chua rd. Nhim
thén trong, khong khuyén cdo ding dong thoi omeprazol va clopidogrel.

Diéu tri bang thuéc e ché bom proton c6 thé lam ting nhe nguy co nhiém khuan dudng tiéu héa do
Salmonella va Campylobacter.

D3 ¢6 céc bao cdo vé ha magnesi mdu nghiém trong & nhitng bénh nhan dugc didu tri v&i thube Gc ché
bom proton (PPI) nhu omeprazol trong it nhét 3 thang, va trong hau hét cac truong hop st dung PPI
trong 1 ndm. Céc triéu ching nghiém trong ctia ha magnesi mau nhu mét méi, co cling co, mé sang, co
gidt, choang vang va loan nhip thit c6 thé xay ra, nhung cling c6 thé khoi phat am thim va khong
dugc dé y. Phan 16n céc bénh nhan gdp tinh trang ha magnesi mau sé& c6 tién trién t6t sau khi bd sung
magnesi va ngung dung thuéc PPI.

Déi v6i cac bénh nhan dy tinh s& phai didu tri kéo dai béng PPI hoiic bénh nhan phai st dung PPI cung
véi digoxin hogic céc thude c6 thé gy ha magnesi mau (nhu thude loi tiéu), cac chuyén vién y té nén
can nhic viéc kiém tra ndng do magnesi trong mau trude khi bit ddu didu tri bang PPI va kiém tra
dinh ky trong qua trinh diéu tri.

Céc thudc tic ché bom proton, dic biét & liéu cao va trong thoi gian dai (>1 nam), ¢6 thé lam tang nhe
nguy co gdy xuong hdng, xuong cd tay va cot séng, ddc biét & bénh nhan cao tudi hodc & bénh nhan
¢0 nguy co cao. Cac nghién ctru quan sat cho thdy céc thuéc e ché bom proton ¢6 thé lam ting tong
thé nguy co gy xuwong khoang 10-40%. Mot phan trong muc ting ndy c6 thé do cac yéu tb nguy co
khac. Bénh nhan c6 nguy co lodng xwong cin duoc cham séc theo cac huéng dan 1am sang hién hanh
va nén dugc ding du lugng vitamin D va calci cin thiét.

Lupus ban d6 ban cdp (SCLE)

Thude tre ché bom proton rat hiém c6 lién quan t&i SCLE. Néu tén thuong xuét hién, dic biét & viing
da tiép xtc véi anh néng mit troi, va néu ¢ kém theo dau khop, bénh nhan can nhanh chong tim sy
tro gitip y té va céc béc sT can can nhéc viéc ngung dung thudc omeprazol. SCLE xay ra sau khi diéu
trj béng thudc ttc ché bom proton Ian trude c6 thé lam ting nguy co bi SCLE khi dung c4c thudc trc
ché bom proton khac & 14n sau.

Anh heong 161 két qua xét nghiém

Nong do Chromogranin A (CgA) tang c6 thé anh hudng t6i viéc phat hién cac khéi u thin kinh noi
tiét. Nhdm tranh su tc dong nay, nén tam thoi ngung diéu trj bing omeprazol it nhat 5 ngay truge khi
dinh luong CgA. Néu néng do CgA va gastrin khong thudc khoang tham chiéu sau lan dinh luwong ban
dau, viéc dinh luong nén duoc ldp lai 14 ngay sau khi ngirng diéu tri voi cac thude trc ché bom proton.
Bénh nhan diéu tri thoi gian dai, dic biét nhitng bénh nhan da didu tri hon 1 nim nén duoc the
thuong xuyén.

Thude nay ¢6 chia it hon 1 mmol natri (23 mg) mdi lidu, do d6 c6 thé coi nhu khong ¢6 natri.

PHU NU' CO THAI VA CHO CON BU

Thoi ky mang thai

Trén dong vat khong thdy omeprazol c6 kha nang gy di dang va doc hai cho bao thai. Trén lam sang,
cho t6i nay cling khong thay c6 tac dung doc hai nao cho thai. Tuy nhién, thoi gian theo ddi chua du
dé loai trir moi nguy co. Vi vay, viéc su dung omeprazol trong thoi gian mang thai chi duoc xem xét
khi thét cén thiét.

Thoi ky cho con bu

Vi thuéc phan bé trong sita me, nén can nhic ngimg thube hoic ngimg cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC



Thude 6 thé gay nhic dau, budn ngii, chong mit nén ¢6 thé anh hudng dén kha nang l4i xe va van
hanh may mac.

TUONG TAC THUOC

Tdc dong ciia omeprazol Ién dwoc ddng hoc ciia cdc thude khic

Cdc thuéc c¢6 do hép thu phu thuéc pH

Tinh trang acid dich da day giam khi diéu tri bing omeprazol c6 thé l1am tdng hodc lam giam sy hép
thu clia céc thude c6 co ché hap thu phu thudc pH da day.

Nelfinavir, atazanavir

Nong do trong huyét tuong ciia nelfinavir va atazanavir giam khi dung ddng thoi véi omeprazol.
Chéng chi dinh dung ddng thoi omeprazol va nelfinavir.

Dung dong thoi omeprazol (40 mg, 1 lan/ngdy ) lam gidm phoi nhiém trung binh véi nelfinavir
khoang 40% va ctia chat chuyén héa c6 hoat tinh dugc ly M8 khoang 75-90%. Su tuong tac nay cé thé
lién quan dén su trc ché CYP2C19.

Khong khuyén céo st dung ddng thoi omeprazol vdi atazanavir.

O nguoi tinh nguyén khde manh, khi st dung dong thoi omeprazol (40 mg, 1 lan/ngdy) véi atazanavir
300 mg/ritonavir 100 mg lam giam phoi nhiém véi atazanavir khoang 75% . Ting lidu cua atazanavir
dén 400 mg khong bu trir duoc téc dong clia omeprazol trén su phoi nhiém véi atazanavir. Dung ddng
thoi omeprazol (20 mg, 1 1an/ngay) véi atazanavir 400 meg/ritonavir 100 mg & nguoi tinh nguyén khoe
manh lam giam phoi nhiém véi atazanavir khoang 30% so véi khi chi dung atazanavir 300
mg/ritonavir 100 mg, 1 lan/ngay.

Digoxin

St dung dong thoi omeprazol (20 mg/ngay) va digoxin & ngudi tinh nguyén khée manh lam ting sinh
kha dung cta digoxin 1én 10%. Hiém ¢6 cac bao cdo vé doc tinh cua digoxin. Tuy nhién can than trong
khi diing omeprazol liéu cao & ngudi cao tudi. Cin tang cuong theo dai viée diéu tri bing digoxin.
Clopidogrel

Trong mét nghién ctru chéo trén 1am sang, sir dung don doc clopidogrel (lidu khoi ddu 300 mg, sau d6
duy tri véi lidu 75 mg/ngdy) va phéi hop véi omeprazol (80 mg ding d@)ng thoi voi clopidogrel) duoc
sir dung trong 5 ngay. Khi dung ddng thoi clopidogrel va omeprazol, su phoi nhidm véi chat chuyén
hoa c6 hoat tinh cua clopidogrel gidm 46% (ngay 1) va 42% (ngay 5). Su trc ché két tap tiéu cau (IPA)
trung binh giam khoang 47% (24 gio) va 30% (ngay 5) khi ding dong thoi clopidogrel va omeprazol.
Mot nghién ctru khéc cho thiy khi dung clopidogrel va omeprazol tai cdc thoi didm khac nhau khong
ngan duoc sy twong tac giita hai thudc nay, c6 thé 1a do tac dung trc ché CYP2C19 cua omeprazol. Dir
liéu khong théng nhét vé nhitng anh hudéng 14m sang clia twong tac duoc ddng hoc/dugc luc hoc trén
céc bién ¢ tim mach chinh d4 dugc bdo cdo trong cdc nghién ciru quan sét va 1am sang.

Cdc thuoc khdc

Su hép thu posaconazol, erlotinib, ketoconazol va itraconazol giam dang ké va do d6 hiéu qua lam
sang c6 thé bi giam. Tranh dung ddng thoi véi posaconazol va erlotinib.

Cdc thuéc chuyén héa qua CYP2C19

Omeprazol 14 chat trc ché trung binh CYP2C19, enzym chinh chuyén héa omeprazol. Do dé, chuyén
héa cua cac thube dung déng thoi ma cling duoc chuyén hoa qua CYP2C19 (nhu R-warfarin va cac
thuée khang vitamin K, cilostazol, diazepam va phenytoin) c6 thé giam va tang phoi nhiém toan than

véi cac thude nay. "
Cilostazol i
Trong mot nghién ctru bat chéo, st dung ddng thoi véi 40 mg omeprazol & nguoi khde manh, lam|t

Cmax va AUC cua cilostazol 14n luot 12 18% va 26% va cia mdt trong céc chat chuyén héa co hoaf tinh
12 29% va 69%.

Phenytoin

Khuyén cdo theo doi ndng d phenytoin trong huyét tuong trong suét 2 tuan ddu sau khi bit ddu didu
trj v&i omeprazol va néu c6 diéu chinh lidu phenytoin, nén theo dgi va didu chinh lidu khi két thic didu
tri voi omeprazol.

Cdc co ché chira duoc biét

Saquinavir

Dung dong thoi omeprazol voi saquinavir/ritonavir 1am ting khoang 70% ndng do saquinavir trong
huyét twong kém theo kha nang dung nap tot & bénh nhan nhiém HIV.

Tacrolimus
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b4 c6 bdo cdo khi dung dong thoi véi omeprazol, ndng do trong huyét thanh cua tacrolimus tang. Can
tang cudng theo dbi nong dd tacrolimus cling nhu chic nang thén (d6 thanh thai creatinin) va diéu
chinh lidu tacrolimus néu can.

Methotrexat

Khi sir dung dong thoi véi thude tic ché bom proton, da ¢6 bao cdo cho thiy nong do methotrexat ting
lén & mot s6 bénh nhan. Khi st dung methotrexat lidu cao, c6 thé can nhic tam ngimg su dung
omeprazol.

Tic dong cia cdc thudc khdc 1én dwoc dong hoc ciia omeprazol

Cdc thudc tkc ché CYP2C19 va/hodc CYP3A4

Do omeprazol chuyén hoa qua CYP2C19 va CYP3A4, céc thudc trc ché CYP2C19 hoic CYP3A4
(nhu clarithromycin va voriconazol) ¢6 thé lam ting ndng d6 omeprazol trong huyét thanh do lam
giam chuyen hoa omeprazol. Dung ddng thoi véi voriconazol lam téng phoi nhlem v6i omeprazol hon
hai 1an. Do liéu cao omeprazol dugc dung nap t6t, nhin chung khong cin didu chinh liéu cua
omeprazol. Tuy nhién, cdn xem xét didu chinh liéu & bénh nhan suy gan ning hogc dugc chi dinh diéu
tri kéo dai.

Cdc thudc cam g CYP2C19 va/hodc CYP3A4

Céc thudc cam tmg CYP2C19 hoac CYP3A4 hodc ca hai (nhu rifampicin va St John's wort) c6 thé
lam giam ndng do omeprazol trong huyét thanh bang cach lam ting téc d6 chuyén héa omeprazol.
Twong ky: Do chua c6 nghién ciru ddy du vé tinh tuong ky ciia thude, do d6 khong nén tron 13n thude
nay véi cac thude khac.

QUA LIEU VA CACH XU TRi

C6 rat it thong tin vé viéc diing qué liéu omeprazol & ngudi. Trong céc tai liéu y van, lidu ding 1én dén
560 mg da dugc nhic dén, da co cac bao cdo khong thudong xuyén d6i véi truong hop sir dung liéu (T
lén dén 2400 mg omeprazol (cao gap 120 1an liéu thuong dung khuyén céo trén lam sang). Budn Qon
ndn, chong mét, dau bung, dau dau da duoc ghi nhan. Tinh trang thd o, trAm cam, 1a 14n ciing du]oc
mo ta trong mot sd truong hop riéng l¢.

Céc triéu chung lién quan dén qué liéu omeprazol thuong thoang qua, khong c6 tac dung khong mo
mudn nghiém trong nao dugc ghi nhan. Téc d6 thai trir khong thay dbi (dong hoc bac mot) khi ficu
tang Ién. Diéu tri triéu chung néu can.

Liéu tiém tinh mach 1én dén 270 mg trong mot ngay va 1én dén 650 mg trong 3 ngay da dugc su dung
trong céc thir nghiém 1am sang ma khong c¢6 bat ctr phan ting ngoai y nao lién quan dén liéu.
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BAO QUAN
Noi kho, nhiét do dudi 30°C, tranh anh séng.

HAN DUNG: 36 thang ké tir ngay san xuét

TIEU CHUAN: TCCS

TRINH BAY: Hop 1 lo; Hop 10 lo.

KHUYEN CAO

Pé xa tim tay ciia tré em

Doc ky hwong dan sir dung trude khi ding

Thudc nay chi dung theo sw ké don cua bac si
Khong dung thudc da bién mau, hét han sir dung...
Mudn biét thém thong tin xin héi y kién ciia bac s

Nha sin xut: )

CONG TY TNHH SX DUQC PHAM MEDLAC PHARMA ITALY

Khu Céng nghiép Cong nghé cao I, Khu Cong nghé¢ Cao Hoa Lac, KM29, Pai 10 Thiang Long, Huyén
Thach That, Ha Noi

Tel: (024)33594104 Fax: (024)33594105

TUQ CUC TRUSNG
PTRUGNG PHONG
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