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Each uncoated tablet conlains:
Misoprostol IP............200 meg.
(As 1% Misoprostol Dispersion)
Exciplents.... qs

' PHARMACOLOGICAL CLASSIFIGATION:
Proslaglandin (PGE1) analogue

Pharmacodynamics:
Miscprostol s a prostaglandin E1 (PGE{) analogue used for e (reatment and prevention
of stomach ulcers. When administered, misoprostol stimulates increased secreion of the
prolective mucus thal lines the gastrointestinal tract and increases mucosal blood flow,
thereby increasing mucosal integrit. I is somelimes co-prescribed with non-steroidal
ant-nflammatory drugs (NSAIDs) o prevent Ihe occurrence of gastic ulceralion, a
common adverse et o e NSADs.

Pharmacokinetics:
M ol

rapi I with fevels of the
aclive metabolite (misoproslol acid) occurring after ‘about 30 minules The plasma
elimination halffe of misoprostal acid is 2040 minutes. No accumulation of misoprostol
acid in plasma occurs after repeated dosing of 400 micrograms twice daly.

INDICATIONS:

Misoprostol Tablets are indicated for the healing of duodenal ulcer and gastic ulcer
including those induced by nonsteroidal anti-nflammatory drugs (NSAID) in arthrific
patients al sk, whilst continuing their NSAID therapy. In addition, Misoprosol Tablets can
be used for the prophylaxis of NSAID-induced ulcers.

RECOMMENDED DOSE:
Adults

Healing of duodenal ulcer, gasiric ulcer and NSAID-Induced peptic ulcer: 800
micrograms daily n two arfour divided doses taken wilh brealfast and / or each main meal
and al bedtime. Treatment shauld be given inltallyfor a least 4 wesks even if symplomatic
relief has been achieved sooner In most patients ulcers will be healed in 4 weeks but
treatment may be conlinued for up to 8 weeks if required. I the ulcer relapses further
treatment courses may be given.

Prophylaxis of NSAID-induced peptic ulcer: 200 micrograms twice daily, tree times
daily or four limes dally. Treatment can be continued as required. Dosage should be
individualised according lo the clinical condition of each patient.

Elderly
The usual dosage may be used.

Renal impairment: Available evidence indicates thal no adjusimen of dosage s
necessary in patients vith renal impairmen.

Hepatic impalrment: Misoproslol Tablets are metabolised by fatly acid oxidising systems
present in organs throughout the body. lis metabolism and plasma levels are therefore
unlikely (0 be affected markedly n patients vith hepatic impaiment.

Children

Use of Misoprostol Tablets n chidren has nol yet been evaluated In the lreatment of peplic:
ulceration or NSAID-induced peptic ulcer disease.

MODE OF N: Tablets for Oral
CCONTRAINDICATIONS:

Misoprostol is contraindicated:

* In women viho are pregnanl, or in whom pregnancy has not been excluded, or who are
planning a pregnancy as misoprostol Increases ulerine tone and canractions in pregnancy
which may cavse parial or complete expulsion of the products of conception. Use in
pregnancy has been associated with birth defects

*In patients with a known hypersensilvlty to misoproslal or to any other component of the
producl,or (o other proslaglandins

WARNINGS & PRECAUTIONS:

Women of childbearing potential should not be started an misoprostol until pregnancy Is
excluded, and should be fully counselled on the importance of adequate contraception while
undergoing treatment If pregnancy is suspected, use of the product should be discontinued.

In such patiens it is advised that Misoprostol Tablets should only be used f the patient:
- takes effective conlraceplive measures
+ has been advised of the risks of taking Misoprostol Tablets if pregnant

Gasirointestinal bleeding, ulceralion, and perforation have occurted In NSAID-realed
palients receiving misoproslol. Physicians and palients should remain alert or ulceration,
even inthe absence of gastrointestinal symploms, and, where appropriale, endoscopy and
biopsy should be carried oul before use (o ensure that malignant disesse s absent n the
upper gaslrointestinal ract. These investigations and any olhers considered necessary by
the cinician should be repealed al appropriae intervals for follow-up purposes.

Symplomatic responses (o misoprostol do not preclude the presence of gastic malignancy.

Misoproslol should be used vith caution in patients with conditians that predispose them to
i , such . To minimi isk of di , misoprostal
should be taken with food, and magnesium-containing antacids should be avoided,

Misoprostol should be used with caulion in patients in whom dehydration would be
dangerous. These patiens should be monilored carefully. The results of cinical studies
indicate that Misoprostol Tablet does not produce hypolension at dosages effeciive in




promoting the healing of gasiric and duodenal ulcers. Nevertheless, Misoprostol Tablels
should be used with caution In the presence of disease stales where hypotension might
preciplate severe complcations, &.9. cerebrovascular disease, coronary artery disease or
severe perpheral vascular dissase including hyperlension. There is no evdence that |
Misoprostol Tablet has adverse effect on glucose metabolism in human volunleers or
patlents vith diabeles melllus.

INTERACTIONS WITH OTHER MEDICINES:

Concomilant administration of NSAIDs and misoprostol in rare cases can cause a
ransaminase increase and peripheral oedema.

Misoprostol is predominanlly metabolised via atty acid oxidising systems and has shown
o adverse efiect on the hepatic microsomal mixed funciion oxidase (P450) enzyme
system. In specific studies no clinicaly significant pharmacokinetic ineracion has bean
demonsirated wih antipyrine, diazepam. A modes! increase in propranolol concentrations
(mean approximaely 20% in AUC, 30% in Cmax) has been observed with muliple dosing
of misoprostol. In extensive cliical sludies no drug interactions have been atirbuled to
Misoproslol. Addilional evidence shows o cinically important. pharmacokinelic or
pharmacodynamic inferaction with nonsteraidal anti-inflammatory drugs including aspirn,
diclofenac, ibuprofen, piroxicam, aspirin, naproxen or indomelhacin.

Magneisum-conlaining antacids should be avoided during treatment with misoprostol as
his may worsen the misoprostokinduced diarrhoea

PREGNANCY AND LACTATION:

Pregnancy: ¢

Misoprostol Is contraindicated in viomen who are pregnant because il increases uterine
tone and contractions in pregnancy which may cause partial or complete expulsion of the
products of conceplion. Misoprostol is associaled wilh premalure births. Firs! trimester
exposure s il i i two birth defects;
Mbius sequence, i.e., palsies of cranial nerves VI and VI, and terminal iransverse fimb
defects. Other defects including arthrogryposis have been abserved.

ctatlon: ;
Misoprostol is rapidly metabolized in the mother o misoprostol acid, which is biologically
active and is excreted in breast milk. Wisoprostol should not be administered lo nursing
5 | ! of mi id could cause undesirabls
diarthoea in nursing infants |

UNDESIRABLE EFFECTS:

Very Common: Diamhoea, Rashes

Common: Dizziness, Headache, Abdominal pain, Constipation, Flaulence, Nausea, Vomiling
Uncommon: Pyrexia

Not Known: Anaphylaciic reacions, Bifth Defects, Incomplete abortion, Premalure birth
Syncope has been infrequently reported.

The paltem of adverss evenls assacialed with Misoprostol is similar vihen an NSAID is
given concomitantly.

Special Populations:

There viere no significant difierences in the safely profile of misoprostol in palients who
were 65 years of age or older, compared wilh younger patlens. The use of misoprostol in
children has not et been evalualed. A number of side effecs have been reported in clinical
studies orin the leralure following use of misoprosol for non-approved indicalions. These
include abnormal uterine contractions, ulerine hasmorrhage, ulerine rupturelperforation,
relained placanta, amniotic fluid embolism, incomplete abortion, premature birh, foetal
death, and birth defects.

OVERDOSAGE AND TREATMENT:

Signs and Symptoms of Overdose. The toxic dose of misoprostol in humans has nol been
determined. Clinical signs thal may indicate an overdose are sedation, lremor, convulsions,
dyspnea, abdominal pain, diarthoea, fever, palpiations, hypotension, or bradycardia.

Treatment of Overdose

Because misoprostol s metabolized like  fally acid, it is unlikely (hat dizlysis would be
appropriale realment for overdosage. In cases of overdose, standard supporiive measures
should be adopled as required. In clinical tials patients have loleraled 1200 micrograms
daily for lree months wilhou! sigrificant adverse effects.

STORAGE CONDITION:
Store in a cool, dry & dark place
Keep oul of reach of children.

DOSAGE FORMS AND PACKAGING AVAILABLE:
Dosage Forms: Uncoated Tablels
Packaging: fx4's Alu-Alu Blister pack

SHELF LIFE: 24 months.

Manufactured in India by :

Synokem Pharmaceuticals Ltd.

Plot No.: 56-57, Sector-6A, |.I.E (SIDCUL),
Ranipur (BHEL), Haridwar - 249 403 (Uttarakhand)

AQuality Product Of:  Marketed by: DKT India
(An affiliate of DKT International, USA)
INDIA Hem-Dil, 67-A, Linking Road,
Santacruz (West), Mumbai 400 054.
Customner Care, Tel. No.: 86550567.70
Email: customercare@dktindia.org




