Esotac”

Esomeprazole USP

Composition

Esotac 20 Capsule: Each delayed release capsule contains Esomeprazole Magnesium Trihydrate
USP equivalent to Esomeprazole 20 mg.

Esotac 40 Capsule: Each delayed release capsule contains Esomeprazole Magnesium Trihydrate
USP equivalent to Esomeprazole 40 mg.

Esotac 20 Tablet: Each enteric coated tablet contains Esomeprazole Magnesium Trihydrate USP
equivalent to Esomeprazole 20 mg.

Esotac 40 Tablet: Each enteric coated tablet contains Esomeprazole Magnesium Trihydrate USP
equivalent to Esomeprazole 40 mg.

Pharmacology
Esotac is the S-Isomer of omeprazole. It suppresses gastric acid secretion by specific inhibition of the
H+/K+-ATPase enzyme of proton pump in the gastric parietal cell.

Indication

1. Healing of erosive esophagitis

2. Long-term management of esophagitis

3. Symptomatic gastroesophageal reflux disease

4. H. pylori eradication for the treatment of duodenal ulcer (Triple therapy with Esomeprazole,
clarithromycin and amoxicillin)

Dose and Administration

Healing of erosive Esophagitis: 20 mg or 40 mg once daily for 4-8 weeks. For those patients who
have not healed after 4-8 weeks of treatment, an additional 4-8 weeks course of Esomeprazole may
be considered.

Long-term management of esophagitis: 20 mg once daily.

Symptomatic gastroesophageal reflux disease: 20 mg once daily for 4 weeks.

H. pylori eradication for the treatment of duodenal ulcer (Triple therapy): 20 mg Esomeprazole once
daily with 500 mg clarithromycin twice daily and 1g amoxicillin twice daily for 7-10 days or as
directed by the physician.

Contraindication
In patients with known hypersensitivity to any components of the formulation.

Warning and Precaution
The drug should be taken at least one hour before meal because the rate of absorption of the drug is
decreased around 37% when taken with food. But the extent of absorption is unchanged.

Side Effects

In general, Esomeprazole is well tolerated in both short and long- term uses. Common side effects
are headache and diarrhoea. Other side effects include nausea, flatulence, abdominal pain,
constipation and dry mouth.

Use in Pregnancy & Lactation

There are no adequate and well-controlled studies in pregnant women. This drug should be used during
pregnancy only if clearly needed. The excretion of Esomeprazole in human milk has not been studied.
Caution should be excercised when esomeprazole is administerd to a nursing mother.

Use in Children & Adolescents

Children (1-11 years of age)

Weight <20 kg: 10 mg once daily for 8 weeks

Weight >20 kg: 10 mg or 20 mg once daily for 8 weeks

Adolescents (11-17 years of age): Dosage adjustment is not necessary.

Drug interaction

Daily long term use (e.g. longer than 3 years) may lead to deficiency of cyanocobalamin ( vitamin B12).
PPI therapy may be associated with increased risk of Clostridium defficile associated diarrhea.
Clopidogrel and Esomepeazole should not use concomitantly. Long term and multiple daily use of
proton pump inhibitor may be associated with an increased risk of osteoporosis related fracture. Avoid
concomitant use of Esomeprazole with clopidogrel and rifampin due to potential reduction in the
esomeprazole level.

Overdosage
There have been no reports of significant overdose of Esomeprazole. Some toxicity were found after
taking 120 times more than the usual dose.

Storage
Store below 30°C, away from light and in a dry place. Keep out of the reach of children.

Packing

Esotac 20 Capsule: Each box contains 6 X 10 capsules in alu-alu blister pack and an insert.
Esotac 40 Capsule: Each box contains 3 X 10 capsules in alu-alu blister pack and an insert.
Esotac 20 Tablet: Each box contains 6 X 10 tablets in alu-alu blister pack and an insert.
Esotac 40 Tablet: Each box contains 3 X 10 tablets in alu-alu blister pack and an insert.

Manufactured by:

Navana Pharmaceuticals Ltd. ;”3 NAVANA PHARMA
Rupshi, Rupganj, Narayanganj, Bangladesh.

NCLT0524_04-21_02

Bietcaietiit)

o

TEIE 0 W afefs ferze T worme e e TeEhEE 533 1e9At 11
SIS Q0 .2, @ 77T |

TEIE 8o WET: efels ferze ffrer wope qUAR ICNHENEE AR FRAI@E 89 AT
JTICHEEE 8o fiy.all, 47 T |

TEIOIE 20 BiRTEs: efel artie (@ET HIReh iR IS RN GRR3Es 3seA qT
SIS Q0 .2, @ 77T |

TENIE 8o BrarE: afefs Grbfae (BT HIweTs qCAy NSRRI GRTAEs 09 qr
JTICHEEE 8o fiy.all, 47 T |

Fifiemfe

BEABTR 20T STIATEIE -SSR | 2JGF TR0 (FIE WRA(FS (@5 = (@5 B abfe
TSI ARSI % FI M 327 175F «fre Femezmt 6 |

o

». Zrfre «rrerenRhee fisem

3. SEFIEG e A e

©, MG fiz fefere g e ety

8. fosream sEmtas fofeeT o @35, 12wl famm (Gem crifics Semmeres, sfmemEhm gaig
apifEie T IE)

T 8 R

FRIFTE GreRbeR bietms o fal, w-[l 8o Mal, M 497 8 (AT b AR R F40o T | (@ 7
@I 8 (AT b AR I 1 06 ©Iwd &y SORE 8 (AT b HEIZ LTS 229 F0S T |
AT @y AT e Qo frar W g |

MG R fefere «g e HfeeTas 20 firar, Mo aam, 8 ez @y |
fosTeTeE NPTt it foE «2b, Al frme (Ger ) 20 Wl Temmares e 3=, i
oo fall, FRRMERM s v3am «xr » o wirnfEfif fie 78991 519 e3¢ (R F9re 2@ a-do e
St fofeeTrea A SRt Ry |

efforet
G2 SR (@ (FIT SAMCT &ifS AR ASALIMTANTS! AR A @R Ty effefatre |
ARHST @ FHeFo!

JIGAR oTS GFTo! ArE ogub Q16 To® | (T R A (40 gL (IR T 0 *[ORTH T T
@ 77 | e e fgfon @ ~faea <0 4 |

Andefofear
ARSI STHLATCE TN G AL T (@2 M2 | A« A0 af sl wway awave s a2
@ Tt | Sy o efefemre Sy < 9 oI, (ofF oM, (15 e, (@l @< SE |

TEIIAT @ GRTIA TR

TERER ICNALGA TRIRRONA fafge 7w @21 @3 o34l ToRER o¥we 9= w40 Tvw, 747 «fp
frgela e | FrrTerer Mo FeTe 2 Rl of wi aaf | Mk T Temeen G ¢Rig
AT T ] T |

Fire s EfFRAN TR

AR (FT@ (3-3) IR)

ST <o (S Wl So el b AR 7S |

ST >0 (e M do firal, @[T 0 fral, b TR 46T |
TSRS (3559 T27): TGl TTF S ATAG (72 |

I S A Sl

T A T (-0 TR (@ ) AR T AR (fSBifae [{-32) @7 et (7t v #iieat |
fiforeng @it @fGfea el wite writam e aene «ie | @ reme 7 AT SEwaes 93
IRTA AfER T Efve | A e efSfim «Tifks W@ @t S $RRET RER SFBeATiET wTe
FIRER @7 I AR fre AT | TEITeTE A JeW IR FRfHEE A IeIwaeE E IRER
sifagra a1 Tfpw |

wfexar
LIS WSN@l IRRIEE (I Sy o2 (72 | 72 T G S0 @ @@ <=1 wee fafear mr
At o |

AT
ST (AT T, 90 ° (1, STT@R 06 8 &% FITH Teqwel 5P | Rtad eITera 130 A1 |

2112

TG 20 WoRET: &fell 90 Wtz © X do B wrerg SyE-en 2R e @3z @3 Fwt |
BB 8o WIvRE: &ifel a0 WR © X do B TR -1 FB ohiee «ae @i i |
FEIOIF S0 Bii<wes: 2ol 9 Wiz v X So B Byawers wyie-ani R e «<e gl Mot |
BEIGIF 80 BiiaEs: @ifell are g © X o B BRwAs SyE-sure FE e q<e @@l fmhia |

\‘Z]@Was q%: 7
e FiPreGwEr s 5 TISINT FINT

ot ool TRREsE, T | S




Esotac”

Esomeprazole

Composition

Esotac IV Injection: Each vial contains sterile Esomeprazole Sodium
INN equivalent to Esomeprazole 40 mg.

Pharmacology

Esotac is the S-Isomer of omeprazole. It suppresses gastric acid
secretion by specific inhibition of the H+/K+-ATPase enzyme of proton
pump in the gastric parietal cell.

Indications

Gastroesophageal reflux disease, Severe peptic ulcer bleeding
(following endoscopic treatment), treatment & prevention of
NSAID-associated gastric ulcer.

Dosage and Administration

By intravenous injection over at least 3 minutes or by intravenous
infusion over 30 minutes.

Gastroesophageal Reflux Adult over 18 years: 40 mg once
Disease daily

Adult over 18 years: Initial
Severe Peptic Ulcer intravenous infusion of 80 mg over
Bleeding (following 30 minutes, then by continuous

endoscopic treatment) intravenous infusion 8mg/hour for
72 hours, then by mouth 40 mg
once daily for 4 weeks

Treatment & prevention of 20 mg once daily; continue until

NSAID-associated gastric ulcer | oral administration possible
or as directed by the physician.

Directions for reconstitution of solution: Solution for intravenous
injection is prepared by adding 5 ml sterile 0.9% Sodium Chloride BP
injection to the vial containing the powder of Esomeprazole Sodium.

Contraindications
In patients with known hypersensitivity to any component of the
formulation.

Warning and Precaution

Decreased gastric acidity due to any means including proton pump
inhibitors, increases gastric counts of bacteria normally present in the
gastrointestinal tract. Treatment with proton pump inhibitors may lead to
slightly increased risk of gastrointestinal infections such as Salmonella
and Canpylobacter and in hospitalized patients, possibly also
Clostridium difficile.

Side Effects

In general, Esomeprazole is well tolerated in both short and long- term
uses. Common side effects are headache and diarrhoea. Other side
effects include nausea, flatulence, abdominal pain, constipation and dry
mouth.

Use in Pregnancy & Lactation

There are no adequate and well-controlled studies in pregnant women.
This drug should be used during pregnancy only if clearly needed. The
excretion of Esomeprazole in human milk has not been studied. Caution
should be excercised when esomeprazole is administerd to a nursing
mother.

Use in Children & Adolescents

Children (1-11 years of age)

Weight <20 kg: 10 mg once daily for 8 weeks

Weight >20 kg: 10 mg or 20 mg once daily for 8 weeks

Adolescents (11-17 years of age): Dosage adjustment is not necessary.

Drug Interactions

Daily long term use (e.g. longer than 3 years) may lead to deficiency of
cyanocobalamin (vitamin B12). PPI therapy may be associated with
increased risk of Clostridium defficile associated diarrhea. Long term and
multiple daily use of proton pump inhibitor may be associated with an
increased risk of osteoporosis related fracture. Avoid concomitant use of
Esomeprazole with clopidogrel and rifampin due to potential reduction in
the esomeprazole level.

Overdosage

There have been no reports of significant overdose of Esomeprazole.
Some toxicity were found after taking 120 times more than the usual
dose.

Storage
Store below 30°C, away from light and in a dry place. Keep out of the
reach of children.

Packing

Esotac IV Injection: Each combipack contains 1 vial of sterile
Esomeprazole Sodium INN equivalent to 40 mg Esomeprazole and 1
ampoule of 5 ml sterile 0.9% Sodium Chloride BP Injection and an
insert.

Manufactured by :
Popular Pharmaceuticals Ltd.

For: <>
Navana Pharmaceuticals Ltd. SUD Hﬁg{}}o‘%
Rupshi, Rupganj, Narayanganj, Bangladesh.
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