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Baromezole

Vien nang

Omeprazol 20mg

Omepraioi 20m§

@ GTY TNHH OP SHINPOONG DAEWOQ

www.spd.com.vn

 COMPOSITION: Each capsde contains 20mg of Omeprazole. _ KEEP OUT OF THE REACH OF CHILDREN
(as Omeprazole enteric coated pellets 8.5%) READ CAREFULLY THE LEAFLET BEFORE USE
SOLD ONLY BY PRESCRIPTION

! INDICATIONS - USAGE - CONTRAINDICATIONS: See insert
| STORAGE: In a tight container at dry place below 30°C. SBK  Reg No. -
SPECIFICATION: Manufacturer SEIBSK Lot No. -

Manufactured by: GTY TNHH OP SHINPOONG DAEWDD NSX Mrd. Date:
| Bien Hoa Industrial Zone No. 2 - Dong Nai, Vietnam

3 Blis. x 10 Caps.

For peptic ulcer therapy

Baromezole
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mbm PHAN: Mai Wn niang chi 20mg Omeprazol. b XA ﬂl TAY TRE EM e
(duti dang Omeprazol Vi hat bao tan trong ruit 8,5%) POC K¥ HUANG DAN SU DYNB TRUOG KHI DUNG
| cHloiNH - cAcH DONG - chiNG GH BINH: THUGC BAN THED BON
| Xem & nug odn si g
[ BAo QUAN: Trong bao b1 kin, & nai kho duti 30°C San xud! bdi ; SHINPDONG DAEWDO PHARMA GOLLT.
B [ TiEw cHulN: TCes S6 13 - Buong 9A KCN Bidn Hda 2 - Bdng Nai - Viet Nam 5
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MAU NHAN THUOC
J
1. Nhén tryc ti€p trén don vi déng géi nhé nhit: Vi
Miit truéc

Han diing

S6 16 SX:

2. Nhin trung gian: Pinh kém
3. Huéng dén st dung thudc: Dinh kém

Ngay 03 thang 10 niéim 2012

KIM JONG SUNG / Tong gidm d6c
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THANH PHAN
M3 vién chira:
Omepmzolriirm e s e U - RO

(du6i dang Omeprazol vi hat bao tan trong rugts

DANG BAO CHE: Vien nang
NG GOI: Hgp 3 vi x 10 vién nang,

CHI BINH

- Trio ngugc dich da day - thye quan.

- Loét da day - 14 trang,

= Hoi chimg Zollinger - Ellison.

LIEU LUONG VA CACH DUNG Y

D¢ c6 lién sgo lu dai va tranh loét tai phat, can phai loai trir hoan toan H.

pylori va giam hojic ngimg ding thudc chdng viém khong steroid.

- Diéu tri chimg viém thiec quan do trdo nguwge da day - thiec quan: 20 -
40 mg/ 1 1dn / ngay, trong 4 ~ 8 tudn; lidu duy tri: 20 mg mét lin m3i
ngdy. » A

- Diéu rj loér: 20 mg mdt 1an mdi ngdy (tredng hop niing c6 thé dung
40 mg) trong 4 tuan néu 13 loét t4 trang, trong 8 tudn néu I loét da
diy. Khong nén dung kéo dai hon thoi gian trén. £

- Phoi hgp khdng sinh trong loét td trang tdi phdt do nhiém H.Pylori
- Phuong phép 2 thudc: Baromezole 1 vién x 2 lin/ngdy hoc 2

viéen/lin/ngdy + 750-1000mg Amoxycillin 2 lan/ngdy hoiic
Clarithromycin x 3 lin/ngay, trong 2 tuin.
. Phuong phap 3 thubc (dng trong 1 tudn): Baromezole 1 vién x 2

1dn/ngay hodc 2 vien/ln/ngay phéi hep vai cic thudc sau;

(1) Amoxicillin 500mg + Metronidazol 400mg x 3 Iin / ngay
(2) Cfarilhrorpycin 250mg + Metronidazol 400mg (hodc Tinidazol
500mg) x 2 lan/ngay

(3) Amoxicillin I g + Clarithromycin 500mg x 2 Idn / ngdy

- Diéutrj hgi chimg Zollinger - Ellison: M3i ngay ubng mét lin 60 mg
(20 - 120 mg méi ngdy); néu dung lidu cao hon 80 mg thi chia ra2 ldn
mbi ngdy. Liéu lugng cin dugc tinh theo timg trutng hop cu thé va trj
ligu co thé kéo dai tiy theo yéu ciu 1am sang, Khong dugc ngimg
thudce dét ngdt ma phai gidm dan.

CHONG CHi PINH

- Quamén véi Omeprazol.

THAN TRONG

- Truéc khi cho ngudi bj loét da ddy dung omeprazol, phai loai trir kha
ning bj u dc tinh (thude c6 thé che Ip cdc triéu chimg, do d6 1am
mudn céc chin doan hinh anh nhu X quang, siéu 4m, ndi soi)

PHY NU' CO THAI VA CHO CON BU

- Tuy trén thyc nghi¢m khéng thiy omeprazol c6 kha ning gly dj dang
vi dgc voi bao thai, nhung khong nén ding cho nguti mang thai, nhat
1a trong 3 thang dau.

- Khong nén ding omeprazol & ngudi cho con bi. Cho dén nay, chua tai
liéu nghién ct ndo c6 két ludn cy thé vé vén dé nay.

TAC DONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC
Omeprazol khdng anh huéng 1én kha ning lai xe va vin hinh may
méc. Céc tic dung phy nhu chong miit, réi loan cam gidc c6 thé xay ra.
N&u xdy ra bgnh nhan khdng nén I4i xe va van hanh méy moc,

TUONG TAC THUOC

- Omeprazol khong 6 tuong téc quan trong trén I4m sang khi dugc
ding cing thirc 3n, rugu, amoxycilin, bacampicilin, cafein, lidocain,
quinidin hay theophylin. Thudc ciing khong bj 4nh huong do diing

dbng thori Maalox hay metoclopramid,

= Omeprazol c6 thé-lam ting néng d3 ciclosporin trong mau.

- Omeprazol lam tng tic dung ciia khéng sinh diét tnir H. pylori,

- Omeprazol {c ché chuyén héa cila céc thudc bi chuyén héa boi hé

enzym trong cytocrom P450 cia gan va c6 thé lam ting néng do

diazepam, phenytoin va warfarin trong mau. Sy gidm chuyén héa cia

diazepam lam cho tic dung cia thudc kéo dai hon. Véi lidu 40

mg/ngdy omeprazol irc ché chuyén hoéa phenytoin va lam ting ndng

d6 cua phenytoin trong m4u, nhung liéu omeprazol 20mg/ngay lai cd
tuong téc yéu hon nhiéu. Omeprazol (ic ché chuyén héa warfarin,
nhung lai ft lam thay déi thdi gian chiy mau,

T ‘%"5”* Yim Chumt

goc tri loét da day
EZOLE Vién nang

Omeprazol lim ting téc dung chdng déng m4u cia dicoumarol,

- Omeprazol 1am gidm chuyén héa nifedipin it nhét [A 20% va cé thé
lam ting tac dung cua nifedipin.

- Clarithromycin e ché chuyén héa omeprazol va Iim cho néng do
omeprazol ting cao gp doi.

TAC DUNG PHU

= Thiwmg gdp: Toan thin: Nhic ddu, bubn ngi, chéng mat; Tiéu héa:
Budn ndn, nén, dau bung, tho bén, chudng byng,

- [t gdp: Thin kinh: Mit niﬂ, r0i logn cdm gidc, chong mat, mét méi;
Da; Noi may day, ngira, n i ban; Gan: Tang tam thoi transaminase.

- Hiém gdp: Toan than: D6 md hoi, phil ngoai bién, qus mAn bao gdm
phu mach, sot, phn v¢; Huyét hoc: Gidm bach cdu, giam tiéu cdu,
gidm toan bg céc té bao mdu, ngoai bién, mét bach ciu hat; Thin
kinh: L ldn ¢6 héi phuc, kich dong, trim cam, #o gidc & ngudi bénh
cao tudi va diic bigt 12 & ngudi bénh nang, rdi loan thinh gidc; Noi
tiét: Vi to & dan éng; Tiéu héa: Viem da day, nhi€m nim Candida,
khé mi¢ng; Gan: Viém gan vang da hojic khong vang da, bénh ndo &
ngudi suy gan; Ho hép: Co thit phé quan; Co - xwong: Dau khp, dau
co; Niéu - duc: Viém thén ke,

Théng bdo cho bdc sT nhitng tdc dung phu gip phai khi st dung thudc

DUQCLYCHQC ’ _

- Omeprazol {rc ché syr bai tiét acid cia da day do e ché c6 hdi phuc
h¢ enzym hydro - kali adenosin triphosphatase (con goi 1 bom
proton) & t& bdo vién cia da day. T4c dung nhanh, kéo dai nhung héi
phuc dugc. Omeprazol khéng ¢6 tic dung lén thy thé (receptor)
acetylcholin hay thu thé histamin. Dat téc dung t6i da sau khi uéng
thudc 4 ngay.

DUQC BONG HQC

- Omeprazol dugc hap thu hodn toan & rudt non sau khi uéng tir 3 dén
6 gi. Kha dung sinh hoc khoing 60%. Thirc &n khdng anh hudmg lén
s hiip thu thudc & rugt. ; ; )

- Swhdp thu omeprazol phu thudc vio lidu uéng. Thudc c6 thé ty lam
ting hdp thu va kha dyng sinh hoc ciia nd do tc ché da day bai tidt
acid. Thubc gin nhiu vao protein huyét twong (khodng 95%) va
dugc phin bd & cic md, dic biét |a & € bao vien cia da day. Kha
dung sinh hoc cia liéu udng mdt lan ddu tién I3 khodng 35%, nhung
s& tang 1én khodng 60% khi ubng tiép theo m&i ngdy mot liéu. Tuy
nua doi thai trir ngin (khodng 40 pht), nhung téc dung trc ché bai
tict acid lai kéo dai, nén c6 thé ding méi ngay chi I lin,

- Omeprazol héu nhu duge chuyén héa hodn todn tai gan, ddo thai
nhanh chéng, chu yéu qua nuéc tiéu (80%), phin cén lai theo phan.
Cac chét chuyén héa déu khdng c6 hoat tinh, nhung lgi tuong thc voi
nhidu thudc khac do tac dung trc ché céc enzym cia cytochrom P4S0
clia te bao gan,

- Dugc dong hoc cia thudc khong bj thay ddi ¢6 ¥ nghia & ngudi cao
tudi hay ngudi bénh bj suy chire ndng thn, & ngudi bj suy chirc niing
gan, thi kha dyng sinh hoc ciia thudc ting va d9 thanh thai thude
giam, nhung khéng ¢6 tich ty thudc va cc chit chuyén héa cua thuée

'tran% cothe, )

QUA LIEU VA XU TRi i :

- Liéu ubng mot Idn t6i 160 mg, libu tiém tinh mach mét 14n t6i 80 mg,
liéu tiém tinh mach mot ngay 16i 200 mg va lidu 520 mg tiém tinh
mach trong théi gian 3 ngdy vin duge dung nap tét. ‘

- Khi ubng qué liéu, chi diéu trj triéu chimg, khong c6 thubc diéu tri
dic hiéu.

KHUYEN CAQ

- Trfinh xa tim tay tré em.

- Thubc ndy chi ding theo sy ké don cia thly thuéc.

- Doc ky hwéng diin sir dyng truée khi ding,

- _ Neu cin thém thdng tin, xin héi ¥ kién bdc si.

BAO QUAN:

Trong bao bl kin, & noi kho khéng qua 30 2C.

HAN DUNG: 24 thing ké tir ngay san xuét

TIEU CHUAN: TCCS

CONG TY TNHH DP SHIN POONG DAEWOQO
Nha méy : $4 13, Putmg 9A KCN Bién Hoa 2, Ddng Nai, Viét Nam
Vin phong: Phong 05 - 07, Téa nha Everich, Thap R1

968 Butmg 3/2, P.15, Q.11, TP, HCM
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Treatment for peptic ulcer disease

BAROMEZOLE cCapsules
(Omeprazole 20 mg)

COMPOSITION: Each capsule contains:

Omeprazol ... ..20mg

(as Ompemzolc cnlcnc coa!cd pl:]lels 8 S%]

DOSAGE FORM: Capsule

HOW SUPPLIED: Box of 3 blisters x 10 Caps.

INDICATION

- Gastro — oesophageal reflux disease (GERD)

- Gastric and duodenal ulcers.

= Zollinger — Ellison syndrome

DOSAGE AND ADMINISTRATION

The eradication of H.pylori and the reduction or discontinuation of the use

of NSAIDs are very important to achieve sustainable healing and to avoid

the relapse

- Healing of reflux oesophagitis: The usual dose is 20 to 40mg once
daily for 4-8 wecks; thereafter the maintenance treatment can be
continued with 20mg once daily.

- Management of peptic ulcers: Single daily dose of 20mg (40mg in
severe cases) for 4 weeks in patients with duodenal ulcer and for 8
weeks in patients with gastric ulcers. Treatment for longer period is
not strongly recommended.

- For the eradication of Helicobacter pylori in peptic ulceration
omeprazole may be combined with antibacterials in dual or triple
therapy.

+ Effective triple therapy regimens include omeprazole 20 mg
twice daily or 40 mg once daily combined with: amoxicillin 500
mg and metronidazole 400 mg, both three times daily,
clarithromycin 250 mg and metronidazole 400 mg (or tinidazole
500 mg) both twice daily; or with amoxicillin 1 g and
clarithromycin 500 mg, both twice daily.These regimens are given
for 1 week.

+ Dual therapy regimens such as omeprazole 20 mg twice daily or
40 mg daily with either amoxicillin 750 mg to 1 g twice daily or
clarithromycin 500 mg three times daily, are less cffective and
must be given for 2 weeks.

CONTRAINDICATIONS

- Hypersensitivity to Omeprazole.

PRECAUTIONS

- The possibility of malignancy should be excluded before giving
omeprazole to patients with gastric ulcers (the drug may mask
symtoms and delay the dianosis). Medical imaging (X ray, ultrasound,
endoscopy) and biopsy for culture of H. pylori should be done before,
after and during, if necessary the cours of therapy with omeprazole.

PREGNANCY AND BREAST-FEEDING

- Although experimental studies have not shown teratogenic and
foetotoxicity of omeprazole, it is not recommended during the
pregnancy, particularly during the first trimester,

- Nodata is available. The use of omeprazole in breast feeding mothers
is not recommended,

EFFECT ON DRIVING ABILITY AND MACHINE OPERATION:

- Omeprazole is not likely to affect the ability to drive or use machines.
Adverse drug reactions such as dizziness and visual disturbances may
occur, If affected, patients should not drive or operate machinery.

DRUG INTERACTION
Omeprazole appears not to interact to a clinically important extend
with food, alcohol, amexicillin, bacampicillin, caffeine, lidocaine,
quinidine or theophylline. It is not affected by the concurrent use of
Maalox or metoclopramide.

- Omeprazole may increase the blood level of ciclosporin, Omeprazole
increases the anti-bacterial effect of antibiotics used to treat against /.
pylori

- Omeprazole inhibits the metabolism of drugs metabolosed by the
hepatic cytochrome Py enzyme system and increase plasma
concentrations of diazepam, phenytoin and warfarin. the decreased
metabolism of diazepam results in its prolonged effect. The
metabolism of phenytoin inhibited by 40mg of omeprazole results in
elevated phenytoin concentrations, but 20mg omeprazole per day
gives much less interaction, The metabolism of warfarin is inhibited
by omeprazole, but the effect on bleeding time appears to be small.

Omeprazole may increase the anticoagulant effect of dicoumarol,

- Omeprazole decreases the metabolism of infedipine by at least 20%
which may give some increased effects of nifedipine,

- Clarithromycin inhbits the metabolism of omeprazole and may
double the levels of omeprazole,

SIDE EFFECT

- Common: General: Headache, somnolence; Gastrointestinal: nausea,
diarrhoes, abdominal pain, consipation, ﬂntulenca

- Less common: Nervous system: Insomina, paresthesia, vertigo,
fatigue; Skin: Urticaria, itch, skin eruption; Liver: rise in values of of
transaminase (reversible).

- Rare: General: increased sweating, peripheral oedema,
hypersensitivity including angio cedema, fever and anaphylaxis;
Haematological: Leucopenia, thrombocytopenia, pancytopenia,
agranulocytosis; Nervous system: Reversible confusion, agitation,
depression, hallucination in elderly patients, and especially in
severely sick patients, hearing disturbances; Endocrinology:
Gynecomastia, gastrointestinal: dry mouth, gastritis, infection by
Candida; Liver. Encephalopathy in patients with liver insufficiency,
hepatitis with or without icterus; Respiratory: Bronchospasm;
Musculoskeletal:  Arthralgia, myalgia; Urogenital: Interstitial
nephritis.

Inform doctors with side effects when using medicine.

PHARMACODYNAMIC PROPERTIES

Omeprazole inhibits the secretion of gastric acid by reversibly blocking

the enzyme system of hydrogen potassium adenosine triphosphate (also

called proton pump) of the gastric parietal cells. Its action is rapid,
reversible and long acting, Omeprazole has no effect on acetylcholine or
histamine receptors. The maximal effect occurs after 4 days of treatment.

PHARMACOKINETIC PROPERTIES

- Omeprazole is absorbed in the small intestinal and is usually
complete within 3-6 hours after dose. The bioavailability is about
60%. Food has no effect on the absorption of the drug in the gut.

- The absorption of omeprazole is dose-dependent and omeprazole
may improve its own absorption and relative bioavailability by
inhibiting the secretion of gastric acid. The drug is highly bound to
plasma proteins (about 95%) and distributed to the body tissues,
particularly to the gastric parietal cells. The bioavailability of the
initial single dose is about 35% but is increased to 60% after repetive
administration of single daily doses. Although the elimination halt-
life is short (about 40 minutes), its duration of inhibiting action on
acid secretion is much longer allowing it to be used in single daily
doses.

- Omeprazole is almost competely metabolised in the liver and rapidly
eliminated mostly in the urine (80%), the rest in feaxes. The
metabolites are not active but cause interactions with many other
drugs through inhibition of liver cytochrome Pyso enzymes.

- Elderly or patients with decreased renal function have not any
significant changes of pharmacokinetics. There is an increased
bioavailability and decreased clearance in patients with decreased
liver function but the drug and its metabolites are not accumulated

OVERDOSE AND TREATMENT

- Single oral doses up to 160mg, single intravenous doses up to 80mg,
intravenous doses up to 200mg on a single day and up to 52mg over a
3 days period are well tolerated,

- There is no specific treatment for overdose, The treament in such
condition is symptomatic.

RECOMMENDATION

- Keep out of reach of children.

-  This drug is used only by doctor's prescription.

- Read carefully the leaflet before use.

- Contact your doctor for further information.

STORAGE:

Store in a tight container, at dry place below 30 °C,

EXPIRY DATE:

24 months from the manufacturing date

SPECIFICATION: Manufacturer

SHINPOONG DAEWOO PHARMA CO., LTDE v st

Factory: No. 13 - Street 9A Bien Hoa Industrial Zone No. 2, Dongnai Province, Viet Nam %™ o i
Office; Room 05 — 07, Floor 09, Building Everrich, Tower R1, -3 Sl et
968 372 Str., Ward 15, Dist. 11, Ho Chi Minh City 4 :
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