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LZOLE

Omeprazol 40mg

CONG THUC:

- Omeprazol (Dang hat Omeprazol duwgc bao tan trong rudt30% )... g—Ts 7, "

- Té dugc (Bdt Mannitol , Pharma Grade Sugar, Disodium I'rydrogen phosphate Calcium
carbonat, Sodium lauryl sulfate, Hydroxy propyl methyl uelulou—Sq:s MM acid
copolymer type C, Diethyl phthalate, Titanium dioxide, Talc)... : _v.d 1vién
TRINH BAY: Vi 10 vién nang chira hat dugc baoummngrua: hOvaT

V17 vién nang chira hat dugc bao tan trong rudt x hdp 2 vi.

CACPACTINHDUQC LY :
“Céc d§c tinh duge lyc hoc:
ALZOLE la chét rc ché chuyén biét bom proton (H'K") ATPase cla t& bao thanh da day,
ngén canva lam gidm sy tiét acid dich vi.
* Céc ddc tinh dugc déng hoc:
ALZOLE dugc hédp thu hoan toan & rudt non sau khi u8ng tll 3 - 6 gid. Kha dyng sinh hoc
khodng 60%, thic &n khdng &nh hudng dé&n sy hip thu cla thudc § rudt. Sy hdp thu thubc
phy thudc vao liéu udng, thubc c6 thé Iam ting h&p thu va thng kha dung sinh hoc clia né
do (ic ché sy tiét acid clia da day, thuSic gén nhiéu vao p huy#&t tuong (khodng 95%),
v dugc phan bl vao cdc md, déc biét 1a & t& bao vién clia da day. Kha dyng sinh hoc clia
liéu u6ng du tién thap khodng 35%, nhung sé& tang I&n 60% néu udng tiép theo mdi ngay
mét liéu, thai gian ban thai 40 phit, nhung tac dung Jc ché bai ti8t acid lai kéo dai, nén co
thé ding m&ingay 1 14n.
ALZOLE dugc chuyén hoan toan tai gan, dao thai nhanh chéng qua nudc tiéu (khodng
80%), phdn con lai qua phan, chét chuyén héa khdng cé hoat tinh, nhung lai tuong tac vai
nhiéu thuSc khéc do Uc ché cac enzyme clia cytochrom P, clia té bao gan.
Dugc ddng hoc clia thudc thay ddi khong c6 y nghia & ngudi cao tudi hay ngudi suy gidm
chiic nang than. O ngudi suy gan, kha dyng sinh hoc clia thuSc ting va dd thanh thai cla
thudc gidm, nhung khong cd tich ty thuic va cac chét chuyén hoa.
CHI BINH:
- Viém thyc quén do trdo ngugc dich da day - thyc quén.
- Loétda day-t4 trang.
= Hoi chiing Zollinger-Ellision.
CHONG CHI BINH:
MAn cAm vdi bat ky thanh phéin nao clathubc.
TAC DUNG PHY:
* Thudng gap: Nhuc ddu, budn ngu, chong mat, bubn non, non, dau byng, tdo bén,
chudng bung.
* It géip: Mat ngl, r8i loan cdm giéc, chéng mét, mét mdi, ni may day, ngia, ndiban, tang
tam théi transaminase.
* Hiém gép:
- Toan than: B8 mé hdi, phi ngoai bién, qué mén bao gém, phi mach, s&t, phdn vé.
- Huy&t hoc: Gidm bach céu, gidm tifu cdu, gidm tdan bd céc t& bao méau, ngoai ban, mét
bachcduhat.
- Thén kinh: Li I&n cé h8i phyc, kich ddng, trdm cam, o gidc & ngudi bénh cao i, dic
biét & ngudi b&nh néng, réi loan thinh gidc.
- Nitiét: Vi to & dan dng.
- Tiéu héa: Viém da day, nhi8m nd&m Candida, khd miéng.
- Gan: Viém gan vang da hoic khéng vang da, b&nh ndo & ngudi suy gan.
- HO hdp: Co that phé quan.
- Coxudng: Dau khdp, dau cd.
- Ni#u-duc: Viém than ké.
Théng bdo cho béc sinhiing téc dung phy gdp phéi khi sirdung thudc.

COMPOSITION:

- Omeprazol (Omeprazole 30% enteric — coated granules)
- Excipient (Mannitol Powder, Pharma Grade Sugar, disodium hydrogen phosphate,
Calcium carbonate, Sodium lauryl sulfate, Hydroxy propyl methyl cellulose - Scps,

Methacrylic acid copolymer type C, Diethyl phthalate. Titanium dioxide, Talc)....
gn11lb|0‘l

A0mg

PRESENTATION:

- Blister of 10 capsules of Omeprazole enteric — coated granules, box of 3 blisters.

- Blister of 7 capsules of Omeprazole enteric — coated granules, box of 2 blisters.
PHARMACOLOGICAL PROPERTIES:

* Pharmacodynamics properties:

ALZOLE is a specific proton pump (H+, K+, ATPase ) inhibitor of the gastric parietal cell,
reduces gastric acid secretion.

* Pharmacokinetics properties:

ALZOLE is perfect absorption in small intestinal tract after taking 3-6 hours. The bioability is
around 60%, foods don't effect 10 absorption of ALZOLE. The absorption depends on taking
dose, ALZOLE can increase the absorption and bioability of itseft due to inhibition gastric
acid secretion. 95% of ALZOLE is binding to plasma proteins and distributed to organs,
specially gastric parietal cells. The bioability of first dose is low, around 35%, butincrease to
60% if taking once daily continuously, the half - life is 40 minutes, but the inhibition of
gastric acid secretion is prolong, so it can use once daily.

ALZOLE are metabolised at liver perfectly and around 80% of ALZOLE is excreted in urine,
the remain is excreted in feces. The metabolite has not active but interactive with many
other drugs due to inhibits Cytochrom P450 enzyme of liver cells.

Pharmacodynamic of ALZOLE changes a little in elderly patients or decreased kidney
function. For hepatic failure patients, bioability of ALZOLE increases and it's elimination
decreases, but liver has not pile up ALZOLE and metabolite.

INDICATIONS:

- Oesophagitis due to Gastro - Oesophageal Reflux.

- Gastric and duodenal ulcers.

- Zollinger - Ellison syndrome.

CONTRAINDICATIONS:

Hypersensitivity to any of the ingredients.

SIDE EFFECTS:

- Often seen: Headache, drowsy, vertigo, nausea, vomiting, abdominal pain, constipation,
flatulence.

- Occasionally: Insomnia, paraesthesia, vertigo, fatigue, urticaria, pruritus, rash, temporary
increasing of transaminase.

- Rarely:

+ General symptoms: Perspiration, peripheral edema, hypersensitivity including
angioneurotic edema and anaphylactic shock.

+ Blood: leukopenia, thrombocytopenia, reduce all kinds of peripheral blood cells,
neutropenia.

+ Nervous: Reversible mental confusion, incited, depression, hallucination predominatly in
elderly patients, specially in severely ill patients, hearing disorder.

+ Endocrine: Big breastin male.

+ Gastrointestinal: Stomatitis, gastrointestinal candidiasis, dry mouth.

+ Hepatic: Jaundice or without jaundice hepatitis, encephalopathy in hepatic failure
patients.

+ Respiratory: Bronchiospasm.

+ Muscular - skeletal system: Arthralgia, myaigia.

+ Urogenital system: Interstitial nephritis.

You should inform your physician side effects you meet when using.




DRUG INTERACTIONS
- ALZOLE increases the blood concentration of Ciclosporin.
- ALZOLE increases effect of antibiotic in treatment of H. Pylori.
- ALZOLE inhibits metabolism of those are metabolised by Cytochrom P450 enzyme in
liver, so it increases the blood concentration of diazepam, phenytoin and warfarin.
The reduction of metabolism prolongs the effect of diazepam. With dose of 40mg
daily, ALZOLE inhibits the metabolism of phenytoin and increases the blood
concentration of phenytoin. ALZOLE inhibits the metabolism of warfarin but TQ, TCK
rarely changes.
- ALZOLE increases anticoagulant effect of dicoumarol.
- ALZOLE decreases at least 20% the metabolism of nifedipine, and it can increase
effect of nifedipine.
- Clarithromycin inhibits the metabolism of ALZOLE and double the concentration of
ALZOLE.
SPECIAL PRECAUTIONS:
- In case of gastric ulcer, the possibility of malignancy should be excluded, as treatment
with ALZOLE may delay diagnosis by alleviating symptoms.
* Using for pregnancy women and lactating mothers:
- There are no data about effect of ALZOLE on pregnancy and lactation, so it is not
recommended for pregnancy and lactation.
* Effects on ability to drive and operate machineries:
- ALZOLE can cause dizziness, so we should use with precaution for driver and operator
machineries. .
DOSAGE AND ADMINISTRATION : Oral route.
- Oesophagitis due to Gastro — Oesophageal Reflux: 20 — 40 mg once daily, for 4 - 8
weeks.
- Duodenal ulcers:

- Progressive duodenal ulcer: 20 — 40 mg once daily for 4 — 8 weeks.
ALZOLE combines with clarithromycin or clarithromycin and amoxycillin to treat H.Pylori:
- Recommended dose: 40 mg ALZOLE once daily + 500 mg Clarithromycin TID for
14 days. For patients with ulcer at initial stage of treatment: take more ALZOLE 20mg once
daily for 14 days to cure the ulcer.
When using high dose ALZOLE, it should reduce It slowly.
- Gastric ulcers: 40 mg once daily for 4 - 8 weeks.
- Zollinger - Ellison syndrome: 20 — 120mg once daily. With doses above 80 mg daily, the
dose should be divided and given twice daily. The dosage should be adjusted individually
and treatment continued as long as it is clinically indicated.
Shouldn't stop using ALZOLE suddenly.
OVERDOSE:
- Taking 160 mg daily for 3 days has good toleration.
- When overdosage, it has not antidote, it should be symptomatic treatments.
SHELF LIFE: 36 months from manufacturing date.
READ THE PACKAGE INSERT CAREFULLY BEFORE USE. IF YOU NEED FUTHER INFORMATION
PLEASE CONSULT YOUR DOCTOR.
STORE IN DRY PLACE, DO NOT STORE ABOVE 30°C, PROTECT FROM LIGHT.
PRESCRIPTION ONLY.
KEEP OUT OF REACH OF CHILDREN.
SPECIFICATION: MANUFACTURER'S.
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TUONG TAC THUGC:
- ALZOLE lam tang néng 44 ciclosporin trong mau.
- ALZOLE lam t&ng tdc dung clia khang sinh trong diét trit H. Pylori.
- ALZOLE (fc ché chuyén héa clia cac thubc bj chuyén héa bdi hé enzyme trong cytochrom
P, clia gan va c6 thé lam tang néng do diazepam, phenytoin, va warfarin trong mau. Sy
gidm chuyén héa cla diazepam lam cho tdc dyng cla thufc kéo dai hon. Véi liéu
40 mg/ngdy, ALZOLE (tc ch& chuyén héa clia phenytoin va Iam téng néng dé phenytoin
trong méu. ALZOLE tic ché chuy&n héa ciia warfarin nhung lai it lam thay d8i thai gian chay
mau.
- ALZOLE lam tang tac dyng chéng dong méu cia dicoumarol.
- ALZOLE lam gidm chuyén héa cla nifedipin it nh&t 20% va cé thé Iam tang tac dung cla
nifedipin.
- Clarithromyein Uc ché chuyén héa ALZOLE va lam cho néng dé ALZOLE tang cao gép
doi.
THAN TRONG KHI DUNG THUGC:
- ALZOLE c6 thé che gidu triéu ching va lam cham chén dodn & bénh nhan bj tdn thuong
Actinh & da day.
* Téc dung cia thuéc déi vdl phy nircd thai va phy nircho con bu: "
- Chua c6 dil liéu tac dong cla thubc dbi vai phy nid cé thai, phu ni cho con bi. Vivay cén
trénh ding cho phy nil cé thai va phy nii cho con b,
* Tac dyng cua thubc déi vdi kha nang Idi xe véa vin hanh méy méc:
- Thudc cé thé gay chéng mat nén than trong khi diing & ngudi lai xe va van hanh méy
méc.
LIEU LUGNG VA CACH DUNG: Ding duging udng.
- Viém thyc quén do trao nguge da day - thyc quan: Udng 20 - 40 mg/ldn/ngay, trong
4-8tudn.
-Loétté trang:

- Loétta trang ti€n trién: 20 - 40 mg/ldn/ngay, trong 4 - 8 tuéin.
ALZOLE dugc dung k&t hgp vdi clarithromycin hodic clarithromycin v amoxycilin dé& trigt
H.Pyilori.

- Liéu khuy@n dung; 40 mg ALZOLE x 1 I&n/ngay + 500 mg clarithromycin x 3 l&n/ngay,
trong 14 ngay. O nhitng b&nh nhan cé vét loét trong giai doan ddu didu trj, cin udng thém
ALZOLE 20 mg/liin/ngay, trong 14 ngay dé lam lanh v&t loét.

Khidung thudc liéu cao thi khéng duge ngimg thuéc dét ngdt ma phai giém dén.

- Loétdg day:U8ng 40 mg/ldn, 4 - 8 tuln.

- Diéu trj h$i chimg Zollinger-Ellision: U8ng 20 - 120 mg/ldn/ngay. N&u dung liéu cao hon
80 mg nén chia ra 2 ldn/ngay. Lidu lugng va thai gian trj lidu tdy theo yéu cdu lam sang.
Khéng dugc dung thudc dét ngét.

sSUDYNG QUA LIEU:

- Liu uGng métién 160 mg, trong thdli gian 3 ngay van dung nap 16t.

- Khiuéng qua liéu, chi diéu tri tridu chidng, khéng cé thudc diéu trj dac hiéu.

HAN DUNG: 36 thang ké tif ngay san xuat.

BOC K HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC
si.

BAO QUAN NOI KHD, DUGI 30°C, TRANH ANH SANG.

THUGC NAY CHI DUNG THEO BON CUA BAC ST,

oE XA TAM TAY CUA TRE EM.

TIEU CHUAN AP DYNG: TCCS.

TV.PHARM PHARMACEUTICAL JOINT-STOCK COMPANY
27 Nguyen Chi Thanh St. - Ward 9 - Tra Vinh City - Tra Vinh Province
OT: 84 294 3753121, Fax: 84 294 3740239
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