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— Hoat chit; Pantoprazol natri enequihydrat sransstes s 451 0mg
(tuong duong Pantoprazol 40mg)

~ Td dwoc: D-mannitol, Natri carbonat khan, Povidon K30,
Crospovidon, Croscarmellose natri, Colloidal silicon dioxid,
Polyethylene glycol 6000, Eudragit L30 D-55, Triethyl citrat,
Natri lauryl sulfat, Polysorbat 80

DANG BAO CHE: Vién bao phim tan trong rujt

QUY CACH PONG GOI: Hop 3 vi x 10 vién /U)'“

— Héi chimg trao nguge da day — thyc quan (GERD) /

— Loét dudmg ticu hoa

— Phoi hop véi khang sinh thich hop didu trj tigt trir Hpylori &
nhirng bénh nhan loét da day ta trang,

- Hoi chimg Zollinger-Ellison

LIEU LUGNG VA CACH DUNG

» H.;j:‘ chimg trao nguoe da day — thiec quan: : :

- Licu khuyén céo: 20-40 mg/ngay trong 4 tudn, c6 thé kéo dai dén

- Diéu trj duy tri: diéu tri tiép tuc voi liu 20-40 mg médi ngay. Do
voi nhimg trudng hop tai phat nén diéu trj vai lidu 20 mg méi
ngay.

» Loét ducng tiéu hod:
tudn doi voi loét ta trang hogc 4-8 tudn ddi v6i loét da day lanh
tinh

» Phéi hop véi khdng sinh diéu tri H. Pylori:

~ Phéc d6 1: mdi ngay 2 lan x (1 vién SP Extream + 1.000mg

~ Phdc dd 2: mdi ngay 2 lan x (1 vién SP Extream + 250mg
Clarithromycin + 400mg Metronidazol) x 7 ngay

¥ Dieu tri va phong ngira loét do thuéc khéng viém khéng steroid:
20 mgingay
higu chinh lidu khi cdn thiét. Co thé ding lidu 1én dén 240 mg
moi ngdy. Néu liéu ding mdi ngay trén 80 mg, nén chia lam 2
lan,

* Lieu y:
nguyén vién véi nude, mét gidy trude bira dn.

— Bénh nhan suy gan: C‘ﬁn gidm liéu pantoprazol & bénh nhén suy
gan niing hogc ding liéu cdch ngay. Liéu t0i da moi ngay khong
qud 20 mg hodc khoéng qua 40 mg doi voi liéu cach ngay.

CHONG CHI PINH : :

~ Qué mén véi Pantoprazol hojic voi bét ky thanh phin nao cia
thudc hoic dén xuét benzimidazol,

SU DUNG THAN TRONG
day éc tinh hofic viém thyc quan 4c tinh, vi cé thé nhéi_lhifi lam lu
mir cdc trigu chimg cia bgnh loét 4c tinh, do d6 co thé 1am cham
chan doan. .

~ Bénh nhén suy gan nang, can theo doi men gan trong khi ding
Pantoprazol. ? ’

— Tinh an toan va hig¢u qua cia thude & tré em chua dugec thict I4p.

SU DUNG O PHU NU CO THAI VA CHO CON BU

— Chua c6 da dir liéu ve viée dung thude & phy nir ¢ thai. Khéng

Calcium stearat, Hypromellose 2910, Titanium dioxid, Sit oxid,
CHI PINH
~ Phong ngira loét do thudc khang viém khéng steroid.
8 tuan khi cén thiét.
~ Liéu thuomg ding la 40 mg x 1 ln/ngay, Thoi gian diéu tri tr 2-4
Amoxicillin + 500mg Clarithromycin) x 7 ngay
» Hgi chimg Zollinger-Ellison: Liéu khai ddu 12 80 mg mdi ngay,
~ Khéng dugc nhai hofic nghién nho vién thude ma phai udng
— Bénh nhén suy than: Liéu t6i da khong qua 40 mg/ngay.
~ Trudc khi diéu trj voi Pantoprazol, phai logi trir kha ndng loét da
Pantoprazol. Néu gia tri men gan tang, nén ngung ding
nén dung Pantoprazol khi dang mang thai.

BT : (08) 22250683
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Vin phong: Phong 5 & 7, Léu 9, Thap R1 Téa nha Everrich, 968 Budng 3/2, Phuimg 15, Q.11, TP. HCM
Fax : (DB) 22250682

ntoprazol natri sesquihydrat 45,10mg
(twong duong Pantoprazol 40mg)

~ Chua biét Pantoprazol c6 duge bai tiét qua sita ngui hay khéng.
Céc thir nghiém trén déng viét cho thiy Pantoprazol dugc bai tiét
qua sira. Vi vy, khdng nén cho con bi trong thoi gian didu trj véi
Pantoprazol.

TAO% DONG LEN KHA NANG LAI XE VA VAN HANH MAY

M

Céc tac dyng phy nhu: chéng mat, réi loan thi gidc c6 thé xay ra.

Neu xay ra, bgnh nhén khdng nén 14i xe hoac véan hanh may méc,

TUONG TAC THUOC

- Pantoprazol c6 thé lam giam d¢ hdp thu ciia cdc thudc ma kha
dung sinh hoc cua thudc phu thujc vao pH da day (vd:
ketoconazol, itraconazol...)

~ Pantoprazol duge chuyén hod & gan, chi yéu qua isoezym
CYP2C19. chuyén ho it hon qua CYP3A4. Két qua nghién ciru
V€ tuong téc thude cho thay Pantoprazol khéng anh huéng dén sy
chuyén héa ciia cic thuoc chuyén hoi qua cimg isoenzym
(carbamazepin, cafein, diazepam, glibenclamid, nifedipin va céc
thudc ngira thai duémg ubng).

~ Pantoprazol khong tuong tic véi thudc khang acid khi sir dung
dbng thavi,

~ Pantoprazol khéng tuong tic véi cac khang sinh ding phéi hop
trong diéu tri Hpylori (Clarithromycin, Metronidazol,
Amoxicillin}

PHAN UNG PHU

~ Pantoprazol thinh thoing c6 thé gy nhirc dau hay tiéu chay nhe

~ Nhimg trudmg hop hiém gap hon nhu: budn nén, dau bung trén,
day hoi, ban da, ngira va cho4ng véng,

Théng bdo cho bdc si nhitng tdc dung phy gdp phdi khi sir dung

thudc.

DUQC LU'C HQC

— Pantoprazol la thudc irc ché bom proton.

~ Co ché tic dpng: Pantoprazol irc ché sy tiét acid da day bing
céch trc ché hé men Hydro/ Kali adenosine triphosphatase (H /K™
ATPase), bom proton ciia té bao thanh da day.

DUQC PONG HQC

~ Pantoprazol duge hip thu nhanh chong va néng do dinh cia
pantoprazol trong huyét twong dat duge khoang 2-2.5 gi&r sau khi
ubng. Khoing 98% pantoprazol gin két véi protein huyét twong,

~ Thuée duge chuyén héa ring rai & gan, chi yéu qua cytochrom
P450 isoenzym CYP2C19, thanh desmethylpantoprazol; mét
lugng nhé ciing duge chuyén héa badi CYP3A4, CYP2D6 va
CYP209,

~ Céc chit chuyén héa duge dio thai chi yéu (khoang 80%) qua
nude tidu, phan con lai duge thai trir qua mat.

— Thoi gian ban thai cta thubc khoang 1 gid, kéo dai hon & bénh
nhén suy gan, khoang 3-6 gir & bénh nhén xo gan.

QUA LIEU VA XU TRI )

~ Céc trigu chimg qua lidu pantoprazol & ngudi chua dugc bit.

~ Trong truimg hop c6 dau higu ngd doc do qué lidu, né:g’? tri
triéu chimg va diéu trj hd trg.

KHUYEN CAO L5

~ Trinh xa tAm tay tré em. 0

~ Thube ndy chi dig theo sy ké dom ciia thiy thufe. = =

- Poc ky hudong din sir dyng truée khi ding. N 4
- 1Néu cin thém théng tin, xin hoi ¥4 0 bac g
BAO QUAN: Trong bao bi kin, g8 2, nhiét do

duéi 30°C
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For peptic ulcer therapy
SP EXTREAM Enteric coated tablet

Pantoprazole sodium sesquihyrate 40 mg
(as Pantoprazole 40mg)

COMPOSITION: Each tablet contains:
~ Active ingredient: Pantoprazole sodium sesquihyrate ...45.10 mg
(as Pantoprazole 40mg)

~ Excipient: D-mannitol, Dried sodium carbonate, Povidone K30,
Crospovidon, Croscarmellose sodium, Colloidal silicon dioxid,
Calcium stearate, Hypromellose 2910, Titanium dioxid, Ferric
oxide, Polyethylene glycol 6000, Eudragit L30 D-55, Triethyl
citrate, Sodium lauryl sulfate, Polysorbate 80

DOSAGE FORM: Enteric coated tablet.

HOW SUPPLIED: Box of 3 blisters x 10 tabs.

INDICATIONS

— Gastro-oesophageal reflux disease (GERD)

— Peptic ulcer disease

— Fradication of H pylori in combination with appropriate antibiotic
therapy in patients with H. pylori associated ulcers.

— Prophylaxis for NSAID-associated ulceration

- Zollinger-Ellison syndrome

DOSAGE AND ADMINSTRATION

¥ Gastro-oesophageal reflux disease (GERD)

- The usual oral dose is 20 to 40mg once daily for 4 weeks,
increased to 8 weeks if necessary.

- For maintenance therapy, treatment can be continued with 20 to
40 mg daily. Altemnatively, for recurring symptoms, an on-
demand regimen of 20 mg daily may be given.

» Peptic ulcer disease:

— The usual dose is 40 mg once daily. Treatment is usually given
for 2 to 4 weeks for duodenal ulceration, or 4 to 8 weeks for
benign gastric ulceration.

» Eradication of Hpylori in combination with appropriate
antibiotic:

— 1" therapy: twice daily x (1 tab SP Extream + 1 000mg
Amoxicillin + 500mg Clarithromycin) x 7 days

— 2" therapy: twice daily x (1 tab SP Extream + 250mg
Clarithromycin + 400mg Metronidazole) x 7 days

» Prophylaxis for NSAID-associated ulceration : 20 mg/day

» Zollinger-Ellison syndrome: the initial dose is 80 mg daily,
adjusted as required. Doses of up to 240 mg daily have been used.
Daily doses greater than 80 mg should be given in 2 divided
doses.

* Note:

— Tablets should not be chewed or crushed, and should be swalloed
whole 1 hour before a meal with some water.

— Patients with hepatic impairment: Dosage of pantoprazole may
need to be reduced in severe hepatic impairment, or doses given
only on alternate days. A maximum dose of 20 mg daily orally, or
40 mg orally on alternate days, has been suggested.

— Patients with renal impairment: maximum dose of 40mg daily

CONTRAINDICATION

— Hypersensitivity to Pantoprazole or to any component of the drug,
or benzimidazole derivatives

PRECAUTION

— Before giving Pantoprazole to patients with gastric ulcers the
possibility of malignancy should be excluded since these drugs

— Patients with serve hepatic impairment: liver enzymes should be
monitored during therapy, and pantoprazole should be stopped if
elevations occur,

— Use in children: Safety and efficacy are not established in
children

USE DURING PREGNANCY AND BREAST-FEEDING

— There are no adequate data from the use of Pantoprazole in
pregnant womn,%;?gn_topmzole should not be used during

pregnancy.

Tel : (08) 22250683

G

— It is not known whether Pantoprazole is secreted in human milk.
Animal studies have shown excretion of pantoprazole in breast
milk. Pantoprazole should not be given to nursing mothers.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Adverse drug reactions such as dizziness and visual disturbances

may occur. If affected, patients should not drive or operate

machines.

DRUG INTERACTION

— May reduce the absorption of drugs with a gastric pH dependent
bioavailability (e.g ketoconazole, itraconazole...)

— Pantoprazol is extensively metabolized in the liver via, primarily
by isoenzyme CYP2C19, and to a smaller extent by CYP3A4.
Results from a range of interaction studies demonstrate that
pantoprazole does not effect the metabolism of active substances
metabolised (carbamazepine, cafeine, diazepame, glibenclamide,
nifedipine and oral contraceptive)

- There were no interactions with concomitantly administered
antacids.

— Interaction studies have also been performed administering
pantoprazole concomitantly with the respective antibiotics

(clarithromycin, metronidazole, amoxicillin) No clinically
relevant interactions were found.
SIDE EFFECTS

~ Pantoprazole have sometimes been headache, diarrhea.

— Other effects include: nausea, abdominal pain, flatulence, pruritus
and dizziness.

Inform doctors with side effects when using medicine.

PHARMACODYNAMIC PROPERTIES

~ Pantoprazole is a proton pum inhibitor.

— Mechanism of action: Pantoprazole suppresses secrection of
gastric acid by inhibiting the enzyme system of hydrogen/
potassium adenosine triphosphatase (H', K* ATPase), the “proton
bump” of the gastric parietal cell.

PHARMACOKINETIC PROPERTIES

— Pantoprazole is rapidly absorbed and peak plasma pantoprazole
concentrations are achieved about 2 to 2.5 hours after an oral
dose. Pantoprazole is about 98% bound to plasma proteins.

- It is extensively metabolised in the liver, primarily by the
cytochrome P450 isoenzyme CYP2C19, to
desmethylpantoprazole; small amounts are also metabolised by
CYP3A4, CYP2D6, and CYP2C9.

— Metabolites are excreted mainly (about 80%) in the urine, with
the remainder being excreted in faeces via the bile.

- The terminal elimination half-life is about 1 hour, and is
prolonged in hepatic impairment; the half-life in patients with
cirrhosis was 3 to 6 hours.

OVERDOSE AND TREATMENT

— There are no known symptoms of over dosage in man.

— In the case of overdose with clinical signs of intoxication, apart
from symptomatic and supportive treatment, no specific
therapeutic recommendations can be made.

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, protected from

light, temperature below 30°C.

EXPIRY DATE: 36 months from the manufacturing date.

SPECIFICATION: Manufacturer

SHINPOONG DAEWO0O PHARMA Co., Ltd.
Factory: No. 13 - Street 9A Bien Hoa Industrial Zone No. 2, Dongnai Province, Viet Nam
Office: Room 5 & 7, Floor 9, Tower R1, Everrich Buiding, No 968, 3/2 Str, Ward 15, Dist. 11, Ho Chi Minh City
Fax - (08) 22250682

Email - shinpoong@spd com.vn
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