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Compaoaltion

Each sachet contains

Omaprazol USP  20mg

Sodum bicartonate USP. . 1680mg {as bufier)

Praparation & Adminintration;
o Empty the sachal conlants inlo
1 - 2 lable spoons (15 - 20mL)
of water 1o form suspansion
& Str walk and drink immadialaly.
= Hafill cup with water 2nd drink
Do not use othar liquics of foods

Storags: 5
Siore @ 25°C (Excursions permitied | Baich Na.005D06

batween 15°C- 30°C) H
Protect from sunight & mosiure “ﬂ mizmuzmu;
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GETZOME INSTA Sacherj M/gv

Omeprazole + Sodium Bicarbonate

THANH PHAN: M3i géi chira

GETZOME INSTA SACHET 20mg + 1680mg

Hoat chat: Omeprazole: 20mg

Sodium Bicarbonate: 1680mg

Ta dugce: Xylitel, Xanthan Gum, Powder Mint Flavor,

Sucralose

GETZOME INSTA SACHET 40mg + 1680mg

Hoat chét: Omeprazole: 40mg

Sodium Bicarbonate: 1680mg

Ta dugc: Xylitol, Xanthan Gum, Powder Mint Flavor,

Sucralese

DUQC LYC HOC

Omeprazole gidm bai tiét acid da day théng qua co ché

duy nhét, Omeprazole 1a nhom thudc chng bai tiét va

thude phin nhém benzimidazole, khéng ¢é tic dung

khang cholinergic va khang histamine. Omeprazole 1ic

ché syt tiét acid da day do trc ché khéng thé dao nguoc

duge én he théng men H+, K+-ATPase trén bom

proton cua 1é bao thanh. Su 1re ché nay phu thudc vao

lidu va anh hudng e su tiét dich co ban I3n sur tiét acid

do kich thich bét k& tic nhén kich thich gdy tiét acid.

DUOC DONG HQOC

Hap thu: Omeprazole 12 acid khéng bén. Omeprazo[e

hép thu nhanh chéng, voi néng d4 dinh trong huyét

tirong 1934ng/mL (33%) dat duge khoang 30 phat (gr

10 dén 90 phit) sau khi dimg liéu don hoac dung lap

lai. Smh kha dung tuyét doi cua Omeprazole ding

dudng uong khoang 30-40% & lidu 20-40mg phéan ém

do chuyén héa 14n dau (Presystemic metabolism). Bét

pha hén dich ung dimg 1 gid sau khi an, dién tich

dudi dutmg cong AUC giam khodng 24% so vdi diing

1 gi&r trude khi édn.

Phin bb: Omeprazole gin két véi protein trong huyét

twong. Gan két voi protein huyét nuong khoang 95%.

Chuyén héa & Thai tri: Sau khi hip thy,

Omeprazole duge chuydn héa hoan toan & gan.

Chuyén hoa diu tién qua hé Cytochrome P450

isoenzyme CYP2CI19 thanh hydroxyl-omeprazole va

mét luong nhé qua CYP3A4 thanh Omeprazole

su]fone Chit chuyén hoa khéng c6 hoat tinh va bai

tiét phén 16n qua nude tidu va m{t hrgng it hon qua

mét. Khoang 77% luong chit chuyén hoa duoc baj tiét

qua nude tidu va phan con lai qua phan. Thdi gian ban

thai trong huyét tuong khoang 1 gid (hr 0,4-3,2 gid) va

téng thanh thai 13 500-600mL/ phuit.

CHI PINH

GETZOME INSTA (Omeprazole + Sodium

bicarbonate) bat pha h8n dich udng dugc chi dinh:

Diéu tri bénh trao nguoe da day thue quan

- Biéu tri triéu chimg ¢ ndng v& nhing triéu chimg
khac lién quan dén bénh trio nguge da day thuc
quan

- Diéu tri viém trot thuc quan dugc chan doan bai ndi
soi

Piéu tri thoi gian ngin loét ta trang dang tién trién.

Mot sb bénh nhan c6 thé yéu ciu thém lidu phap hd

tro.

Didu tri ngén han loét da day lanh tinh.

bidu tri duy tri viém trot thuc quan.

Piéu tri giam nguy co xult huyét dudng tiéu héa trén &

nhitng bénh nhin bénh nang.

LIEU LUQGNG & CACH DUNG

Lidu Xhuyén ding GETZOME INSTA (Omeprazole +

Sodium bicarbonate) dang bat pha hén dich uénqu‘chx

~

cho & bang dudi day:

GETZOME INSTA (Omeprazole + fgbd‘um \‘.{

bicarbonate) dang bdt pha hén dich ubng nen duqc

udng lic no. ok o
Liéu khuyén diing cho ngudi 16n (tir 18 tudi tréi"héﬁ}() x
CHI PINH KHUYEN LIEU
DUNG THUGNG
DUNG
Ditu tri ngin han loét 20mg Maoi ngly

14 trang dang tién trién trong 4 tudn

Loét da day lanh tinh 40mg Mdi ngay tir
4-8 tudn
Bleu tri gidm nguy co Khoi ddu

xudt huyét duimg tidu 40mg ubng  40mg,

hoa trén & nhitng bénh sau 6-8 gid,
nhin bénh nang (chi ubng tiép
ding hdn dich udng 40mg, dung
40mg) mdi ngay
40mg trong 14
ngay sau do
Bénh trao nguge da day thye quan
Trigu chitng bénh trio 20mg M3Bi ngay
nguge da day thuc ding trong 4
quan (khéng viém trot tuln

thue quin). o\ h i

Viém trot thire quan 20ha, Mbi ngay
ding trong 4-
8 tudn

¥

M3i ngay

Pidu trj duy tri viém 20mg
trot thire quan
* Hau hét bénh nhin lanh bénh trong vong 4 tudn, Mdt
s& bénh nhin c6 thé yéu cAu diing thém 4 tuan didu tri.

* * Hiéu qua cia GETZOME INSTA (Omeprazole +
Sodium bicarbonate) ding kéo dai hon 8 tudn chira
duge thiét 1ap. Mat sé hiém trudng hop bénh nhén
khéng dép tng sav 8 tuln didu tri, cé thé dung thém 4
tuan didu tri. Néu cb tai phat viém trot thie quan hodc
triéu chirng trdo ngugce da day thue quan (vi dy o ndng),
c6 thé xem xét diing thém 4-8 tuln.

Vi ci 2 gbi hon dich uéng 20mg va 40mg co chita
cing lugng Natri bicarbonate (1680mg), 2 gbi
GETZOME INSTA  (Omeprazole + Sodium
bicarbonate) 20mg khéng tuong duemg véi 1 gdi
GETZOME INSTA (Omeprazole +  Sodium
bicarbonate) 40mg; vi thé 2 géi GETZOME INSTA
(Omeprazole + Sodium bicarbonate) 20mg khéng thé
thay thé | géi GETZOME INSTA (Omeprazole +
Sodium bicarbonate) 40mg.

HUONG DAN SU DUNG

Cho thube vao tich nhé ¢6 chira 1-2 mubng mséce (15-
30mL) dé thanh hdn dich.

KhuAy ky va ubng ngay lap tirc.

Rét nirdre vao dfiy tach va udn g.

Khéng sir dung chit 16ng khéc hojc thirc an.

TAC DUNG PHY

Nhitng tac dung phu sau d& dugc bdo cao

Toan than: Di émg, hiém khi phan v&, sbt, dan, mét
moi, suy nhirge va sung bung

Tim mach: Pau ngure hodc dan thét, nhip tim nhanh,
nhip tim chim, danh 1dng ngue, ting huyét ap va phit
ngoai bién
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img két trang, ddy hoi, phan d6i mau, ndm candida
thue quan, teo niém mac ludi, khé miéng va viém da
day. bd c6 bao cao hlem khi xay ra trong thoi glan
diéu trj omeprazo]e u tuyén day da day. Nhimg u nay
lanh tinh va sg glam khi ngung diéu tri.

Gan: Nhe va kiém tra chirc ning gan hiém khi tang
cao 1o rét [ALT (SGPT), AST (SGOT), g-glutamyl
transpephdase alkaline phosphatase, va bilirubin
(vang da)]. Hiém truong hop, bi bénh gan, ké ca té bao
gan, & mat hodc viém gan hdn hop, xo gan, suy gan va
bénh ndo & nhimg bénh nhén trudc dé bi bénh gan
nang.

Chuyén héa/ Dinh dudng: Ha natri huyét, ha dudng
huyét va ting cn

Co xwong: Co cimg co, dau co, yéu co, dau khdp va
dau chén.

H¢ than kinh/ tim thin: Réi loan tdm thén bao gbm
trAm cam, kich dong, ao glac réi loan, mét ngu, cing
lhang, run, lanh dam, budn ngy, lo ling, bit thuomg
glﬁc mcr, chong mit, dj cam va mat cam gidc nira mat.
Hé hdp: Chay mau cam va dau hong

Da: Phat ban va hiém khi ¢6 phan ng vé& da nghiém
trong nhu hoai tir biéu bi (d6i khi gdy chét), hoi ching
Stevens-Johnson, va ban d6 da dang (vai trudng hop
nang), ban xuft huyét v/ hodic dém xuit huyet viém
da, may day, phu mach, ngua, nhay cam anh sdng,
rung toc, khé da va téng tiét mo héi.

Cam giac dic bigt: U tai va mit vi giac

Mit: Nhin mo, kich img mét, hoi ching khé mit, teo
thi giac, thiéu mau cuc bd trude thin kinh thi giac,
viém déy than kinh thi gidc va thj gidc mo

Ni¢u sinh dyc: Viém than k&, nhiém tring dudng tiét
niéu, vi ma niéu, di tiéu thuong xuyén, ting creatinine
trong huyét thanh, protein niéu, huyét nidu, glucoza
ni¢u, dau tinh hoan, va to vii dan ong.

Huyét hoc: Hiém khi giam toan thé huyet cau, mét
bach cAu hat (dm khi gy tir vong), giam tiéu cdu, bach
cau, giam bach cdu, ting bach ciu, thiéu mau tan huyét
dd duoc bdo céo.

Ngoai ra ¢6 thé gay ra cac phan img phu do natri
bicarbonate, ké ca kiém chuyén hoa, dong kinh va co
cimg co.

Théng bdo cho bdc si nhitng tdc dung phu khi diing
thubc.

CHONG CHI PINH

Omeprazole choéng chi dinh ¢ nhimg bénh nhan qua
mén cam véi bit cir thanh phén nao cia thude.

Natri bicarbonate chéng chi dinh & kiém chuyén héa
va ha canxi huyét

THAN TRONG

Thién trong chung

Cén phai loai trir kha ndng u da day éc tinh trude khi
duoc bt dau diéu tri véi Omeprazole.

Viém teo niém mac da day thinh thoang dugc ghi nhén
khi sinh thiét thin da day & nhitng bénh nhin ding
Omeprazole trong thoi gian dai.

Omeprazole bot pha hdn dich ubng c6 chira natri &
dang natri bicarbonate. Can huu y ddi v&i bénh nhén in
kiéng natri. Natri bicarbonate nén dung thén trong &
nhiing bénh nhén bi hdi chimg Bartter, ha kali huyét
nhiém kiém hé hap, va nhimg vén dé can bing acid-
bazo. Dung thoi gian dai bicarbonate v&i canxi hodc
sira ¢6 thé gy hdi chimg kiém sira.
PHU NU MANG THAI

77— (&

Khéng c6 bing chimg nao vé tinh an toan cua
Omeprazole trén phu nir ¢6 thai. Chi nén s
Omeprazole trong thoi ky mang thai khi ich
viéc diéu tri quan trong hon céc nguy co ¢ the xay ra\
trén thai nhi. t

PHU NU' CHO CON BU

Omeprazole tiét qua sita me. Do thubc 6 kh gﬂy /

tac dung phu néng trén tré bu me, vi thé ngung ¢
me hay ngung thudc tily vao mirc d6 quan trong ciia
viéc ding thuéc cho me. Ngoai ra, natri bicarbonate
nén dung than trong cho phu nir dang cho con bu.
TUONG TAC THUOC
Omeprazole ¢6 thé kéo dai viéc thai trir dlazepam
warfarin va phenytoin, nhing thubc duoc chuyen hda
bing cach oxy héa & gan. Pi ¢ béo cdo ting INR va
thai glan prothrombin & nhiing bénh nhén ding thube
tc ché bom proton, k& ca khi dung déng thdi
omeprazole va warfarin. Tﬁng INR va thdi gian
prothrombin c6 thé din dén xuat huyet bt thuong va
gdy chét. Bénh nhan diéu tri véi thube e ché bom
proton va warfarin cin phai theo ddi ting INR va thoi
gian prothrombin. Mac dit & nguoi binh thudéng khong
c6 su tuong tic gilra theophylline hogc propranolol
dugc tim thdy, dd co bdo céo lam sang tuong tac vai
nhimg thubc chuyén hédg ; hé cytochrome P-450
(nhu cyclosporine, disulfirag\B Benzo zepines). Bénh
nhan nén duge theo ddi dé kacydiaf, néu cén thiét thi
diéu chinh lidu nhimg thud&/niy khi dung ddng thai
voi omeprazole.
Do thoi gian dai (rc ché da day tiét acid, trén ly thuyét
Omeprazole c6 thé anh huéng sir hép thu thuéc qua pH
da day (ketoconazole ampicillin esters, va mubi st)
Da c6 béo cdo sir dung ddng thdi Omeprazole voi
atazanavir lam giam ndng d6 atazanavir trong huyét
thanh.
Str dung ddng thdi Omeprazole véi tacrolimus ¢ thé
tang ndng do tacrolimus trong huyét trong.
Péng sir dung omeprazole va clarithromycin ting ndng
d0 omeprazole, clarithromycin, va 14-hydroxy-
clarithromycin trong huyét trong.
QUA LIEU
Liéu 1én dén 2400mg, d3 ¢6 thay dbi nhimg biu hién
nhur 13n, budn ngu, m& mét, nhip tim nhanh, bubn nén,
nén mira, 46 md hoi, do birng, nhirc diu, kho miéng va
cac tac dung phu khac tm:mg tu nhu trén l1dm sang
thong thuong. Chua cé thuoc giai ddc cho qud liéu
omeprazole. Omeprazole gin két manh véi protein
huyét tuong va vi thé khong d& thim tach. Trong
truong hop qua lleu, nén diéu tri triéu chimg va hé trg.
Ngoéu ra, qua liéu natri bicarbonate c6 thé gdy ha canxi
huyet, ha kali huyét, tang natri huyét va con dong kinh.
BAO QUAN:
Béo quén dudi 25°C, tranh 4nh séng va ém
HAN DUNG 24 thang ké tir ngay san xuét,
TRINH BAY 10 gbi/ hop.
TIEU CHUA}\‘ TCCS. "
KHUYEN CAO: %
= Dgc ky hwwong ddn sir dung trieée khi dimg. . %
Néu cén thém n':éng tin, xin héi y kién bdc si‘. i
- Bido ?uan trdnh xa tdm ta 1y tré em. K
- Th?c ndy chi ding theo su ké don cia th&y
thuoc .4’
Sdn ;afa{ ba‘r %ﬁ, .
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